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AMREICHT S 8-A MF 2 ¥ 0 RIHE K gatifloxacin (GFLX) DEKRFIE, HESDE, 4%
ORI LR DOBITH LR L2 UTI REFMEXE (B3 EMOBELHICERTIRIRE
BEICGFLX1E200mg, 1 H2EORZOH%S % 14 ATV, 7, 14, 28 BB ICHEBEKYDRZHEL TE
B L BB EFML 2 T4, FZRENOBITIE, RERAICGFLX 200 mg % ¥\ S5 L T 2

BLU4RRABICREL, XOKRZRL.

1. HiMBRE BB O GFLX REE, 5% 2 BH T 0.65~2.20 ug/mL, 4 KT 1.02~1.56 ug/mL
ThY, MFPBREEOLIIENEN 098, 1.03 Thol,

2. BMEMEMATRA BEMEETIRACIUMELEYL) CHT2HR5 THROREEBRIHR
RARE 100% (1/781: EXh 48, A3 H) Tholo HERTH (14 HHK) OHZHEIL 100% (6/6
B) CHh¥E2:B% (28 Hi%) 1B\ T 6 Bl 6 PLUCHEBHRIBD SN,

3. BUEMEMAREICHT2ESRTROREERIRIIARE 100% (9/9 61: EFh6 b1, H%)3
Bl) Tholzo Hh¥E2BHICBWTT HIH 7 FUIHEBRARD L

4. BIERARBIEII63% (2/326)) I, MRREMRFERIAEIL0.7% (3/315)) ICBH LN,

WIFhbER LD LI o72,

Lo #E» 5, GFLX BRI LRBE~NORFLBITHEZAL, HIRRDERIIETREI2H L

EACTRIFZIERHROBD LN
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Gatifloxacin (GFLX, AM-1155) (&, HHBEHRX 4
THRENLSMICA MRV ELAETHEHMLVISITOT N
‘ox/ urET, ko7 VFuF ) o ELRBEICEL
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1. RIZBREABIT ORRES

1992 4E 12 A 12 PR 1L K 2 B 5 3 B I 993 Bt it PR 83 % &
FOMEMBRICBVTRERABF6HENRICKN
L7 HERE DERIT 23~36 L (1 27.6+4.8 R) T,
BHRERICLAHMBRFORE L UK TR,

#EREC GFLX 200 mg % #O#H%5 L, 2RM#KELR W
LABMBICHIR vy —JIC& VAT IE M
(expressed prostatic secretion: EPS) %L 7o %
B, EHHS5 % EPS RN TOMBRER L7, EPS
FREUERICHRIM L, Mui 5 M EPS & & 12 -20T 123K
HRELL. &8, B5 4RMECOVTORITIIZ, 2
BEZCOVWTORNODOLE HMULOMME BV
TR—#BRETITo 72, EPS & X Ui ik + > GFLX i%
BRI R £ v ¥ — 1T HPLC #EYIC &
D #ElsE L7

A5 HICHBRE ICH - EERIBRALIES,
72, HSBICER - ME, MBEORE, mMBEL
FHRE, RREZITTo TRGRICABLZRELADL
BE, EED L IEBRMBRORBICET S £ TEREF
FAEZETHLE L

2. BRRHRE

1) 5 ®

RIZ1994 £ 11 BAH S 1997 10 A $ COHMIC
B IR FEZ IR Hbel R 2R & ZOME R % X2
L, REBICEBERBL A STHBENICRISRLZ UTI
EHFMERE B3 BHOBRERA LW T 20
BRULRAIE LTT0 RKRBOMIMRBELTH L
EL, T?H b, FEBRANOBMICO>OVWTHHELIZX
PEAEELETHLBELE L

(1) SMMEEIIRE (BHEEEEIIREDR
HHESEEL)

@ RFIZRICEKX - BiRB L UEHZZEDL LD

@ BTICULORBBIVHREXHETHLD

® EPS F7:13R(VBs: BB~ v 4 — T HIR, VB::

sHRIR, VB, #R) BB 10 2 /hpf YL b

@ EPS #7213k (VB,;, VB;, VB,) HDO4AHE% 10

CFU/mL U L

(2) BHEMEERIRE CGEHES)

@ EPS F7:13 VB, # OB MERE 10 2 /hpf U L

@ EPS % 7212 VB, 4 @ 4 B # 10°CFU/mL B\ E

(77 2AEHEDOADEEIT 10°CFU/mL B L)

(3) BB M AT AR &

® EPS 7213 VB, F OB MRS 10 2 /hpf ULk

2) H&E5HE

18EPICGFLX ERME LT100mg 25HTH7 4
VWAa—F4 78% 10245 (200mg) 1H2M,
FRIE LTE - FEBZBICKRS L, H5HM 14 BRI E
L7

BERE DS HM P I, BOMKE, BWELKATY
4 F¥, EAFOL FHHARER, y-r07) N
%, G-CSF MHOHHERILEL, ANV 7L - TTR
YL -TNVIZYLAESHTAMMA, KN, FTY
K 3 [ TE I R A % BB BB O T REED D 5 XK D
BEREEBTACEEL, A7) YRAEKRAT B
BIIMEIZREL, BREROERHFIVETBLIZT
L#EzONLARIIBETHIILE L £, ERD
AL, EMLBERRLENICE 5HMEREMAREZEDD
BB LICE VRBRE ETREY LML HE, BE
I AFEROMEINE SN AL TIE, HRIEYE
oY cHErPILTEBI L L LTS

3) WEHEBB L URENRNM

WAL, KR, BER BERM, PERIFSRE, ¥
RERE, XBRBAESE, HR - RRE THSETSRELZ
¥), BImmBATR (AR, EM, Bk, B8t Y),
Rd»AHWIZEPSFR (AMXR, MHFEHRE), 753
JTRE (BKiZEPS 52 VB,), BERRELITS
Ralp 0 B AN

REGREMEENIRE BEABEENIREDOR
HHEFL L) OHEI, 5 MEE, THE, 14
BB L0228 HRICITo 7o BEMEERIBRE GE
BES) BIUBHFEARENIREDOESIX, K5R
15E%, 14 HiR, 28 H#IZTTV, THELMR YD 42 HIC
biFoz kL7

B, MEFHREISHETCREEZ YV ANVIE
T 24 REMERZICHBENEL, BPREERRAZX
(BHUERNHER L & —) ICXF L THREDT -
FE, MICHIE%4T\v, 75 IVTRER S/ ¥F¢
AFAFAHANEY Y —ICTHERBEITI IS EEL
7z

4) BRBHEOHE

MERDEDOHERITIRE, o LOEDLEESL
HIER LEFIR T E DHIMIC T EDRENfTbh L
Mo IHER 2 EAZLEMIFEN RO SBNT L L
L7 ZORDHVITHBRRIEERR (KFLZ) B&
UC/HARR (AXHE, BIIgH) »5 %25/ FRATRKR
AL, MEBRIIHRIBLEME HRL - LCRE L,

R ROHE X, BYRHES & U UTI % 3F il
EEICELH-HRIEETo

(1) HYEHE

SHMEMATZRE (BYEEENIREDOSHHE
BleEdt) BT, 7TB#E XU 14 HRIZHKIE,
HEER, SILRMIIR, RHL5VIZEPSHRAOK
W, T, BUHEEENIRE GEHMES) LBk
FEMBEMRI IR EZICB VTR, 14 HBICEROKEIC
JIIVTREEMAT, ThOHDOEKOHEBE DL LIS
BRI %, X, A%, LLHE%, B, HERHKD
S5BEMCHETAZLLL .,
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UTI EHFEEER IS L 0T, MERRICT, &
HAIERRREOHESIXT AR 4BROFRYTS
B8 - HRAEICHT AHR, HMIRICHT IR, MK
T AR, RABKLDRE X UMEENREICON
THEL, FABHMEMNIRAOSEIX 14 HED
FAILEMBRICHT 2R, EECHT IR, RE
BARZRE & CHMEENRCOVWTHET L L
2o

28 B (4h¥ 2 %) 2B 2 BEDREE, UTI
ENFMEEEBEC L THEHELToe 2B, B
HAIEER TR AOHAIT 42 Bk KK 4 A% 108
WTHRARDHERITIC L LI,

3) RO
BfEROBRI IS, BRDHROFERNRY SBRI SN
RERZ A, 1ETHIRE LS OBILERDH AT
BCARERALFEIRETEOL L L, T, BE
REERE, B5HK3AUNE CUBERENE
WESNATRTOEFEHRETHIEL LI,
BRI B & CERRIREMER % O ¥E I B A1k
s THEEIC L 2EREAICHS T 2EER, B
KREEREOH LR THRLTIFISLEL
oo BEPLEER S - RERREBORELTBIED Sht:
BAIIE, BREAYKMSEREL OBMEE, [H50
CBES D ), [E9MEHY ), [MED L5 Lk,
(MfEzws L], TBE2L] o5 BREICHEL, TH
LACHESY |, [H2MEHY ], [MEHL1LLA
V] EHESNIHEEREZEERE L, $3R%
ER Y BRREMBE L L

B, RS & CRRREMICH S 2 2 BEH R
BONIIBSIIIEEMEE 2 33 5 REEEICET 5
TERHAET B L L LT

4) HREMOHE

BRGED L RSt BE L CHBREYEMAA
MERHET B L L Lo BERBEDHENTDOATY
2 Eb, BRI BRREMREADD OhIE

Blid A A B OB T RBSEBISMA A S & & Lo

FRMOHEIITEMRIC TIEWICHE], HMIc [
HWICARM] LRLAREI0cmDT7FO Ay~ E
D@ L ERAHUBICEHNEDTEFERRHNT, EME
100, EME 0 & LTHMMRaTP L L

II. & |

1. AZBRARBAT ORET

it % B A I 317 5 GFLX 200 mg #2 L1 5-# © EPS
B L UMK P iRE % Table 1 ISR L7z, 5 2 KM% D
EPS % FE | 0.65~2.20 ug/mL, Il i & % B (X 1.32
~1.94 yg/mL T EPS/Ili#% © i% & kb 12 0.43~1.18, ¥
#1098 Thotze —F, &5 4RHMH%ETIZ EPS #ikE
1.02~1.56 ug/mL, I ik + % & 1.02~1.42 ug/mL T
MELILIZ086~131, ¥ 1.03THhH, 2BFMH%KD 4
%L RSEOBITHERD

EHTHERICERR LA - EERIEE L, BERRE
- i - IMEICORELEIIED LMo/, LHL,
15T 1EED#HS5IZEVTLDH O LR MH - 7255,
MBEREAEIM L T /2728, AH EORREBFZIZLW
LD LML,

2. BRIRMES

1) FEBIRK

GFLX #4#5/E61iL 32 BT, EMIZ MBI
Mk (BHMEMMIRAOSUBESNZEL) T21
~72 &% (F19 40.6+17.8 %) , BB MR IRET 27
~75 & (F349.8:17.8 %), BUIFMBEMER LRKET
2ETHo7,

UTI ¥R FMAEREIC L Mo THERERC L Y BRE
SN7-BRRZ RO RS IX, REFICEBRKBLEE
LTWw236l, &HEDH 726, H5HERFR
THholz10FIDET 15 1% B 1THTH o720 TDOA
N3, BHEMEEATLIRK 6, BEMANRMIRE
DESUHES 16, BUHMEXIREIFE X U8
HHFMBEURTVIRER 1BITH - 7

BIEF OFEI v RESER X 32 BT, BERREMBEED
FMTRESIIZXERTHROREAXTA TV 14

Table 1. Expressed prostatic secretion and serum concentration of gatifloxacin after a single 200 mg oral administration

2 hours after administration

4 hours after administration

Subject Age

no. (y7) EPS serum EPS/serum EPS serum EPS/serum

(ug/mL) (png/mL) ratio (ug/mL) (ug/mL) ratio

1 30 0.65 1.50 0.43 1.07 1.19 0.90

2 27 1.70 1.44 1.18 1.22 1.22 1.00

3 36 1.43 1.32 1.08 1.34 1.02 1.31

4 24 2.20 1.94 1.13 1.56 1.42 1.10

5 25 1.88 1.80 1.04 1.23 1.22 1.01

6 23 1.51 1.53 0.99 1.02 1.18 0.86
mean =S, D. 27.56+4.8 1.56+0.53 1.59+0.23 0.98+0.28 1.24+0.20 1.21+0.13 1.03+0.16

EPS: Expressed prostatic secretion
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B B1BITH o 7o HRAMEDIFMETBEAEFIX, IR
RO RYEATRER 17 F1IC, H—HRHED
RS IIBRN S NABIER B X UBRRREBERE A
Boohniz262MA196ITH o7,

2) BERERZHFR

(1) SEMEEAIRSE (RSB ZREDR
HRHEME &)

SEAH T RESE B, BB LRA 6 HIB X U
HHEENLREDOSIUMES 1FOMTHTH o2
%, 14 BHOYEESARYEROTNICL D 182K
Wiz,

® #HYEHE

BETHROHETIZER6H, ARHLIHT, EH
LEREADELEDEIZ100% Tho7 2 14 HRT
XER 4B, HER2HDOHERE 100% TdH-7: (Table
2)o

@ s —HEUE

UTI EXhaFMEEHEIC X ) HE L-BRKRZIR % Table 3
WCRL7Z. THROHEICBWT, ER (B L HERA)
DOHEELE, AMROEFELER, HEOBRMELRIIFAE
n100% (7/7%), 57.1% (4/7 Hl), 100% (7/7 #)
T, REBREIEN 46, A% 3 FIOERHE 100%
Thoo 14 BT, EROHPEE, HOROEH
b=, fidoBRE{EIZZFNEN 83.3% (5/6 H1), 16.7
% (1/6 #1), 100% (6/6 Bl) T, REBRIHRIIED
6B THEE100% Thoto THHRBI U 14 HED
BARIZHELEHEDORKE A TH 70

(2) BEMEERNZRE

B 58T RO M T BERESIE 9 FITH - 720

O HYEHE

H5 14 B ZS5ETH) OHETIIESIHN, &
#e6BIT, HxhEiX100% (9/9H1) Td o7z (Table
2)o

@ H—HEHE

UTI E#hFFMEHEIC L ) HE L 7-BER%) R % Table 4
ICRL722%5 14 BHOHEICBVWTHLRDOERLE
BLUMBEORELEIL 66.7% (6/9F]) & 100% (9/
9fl) T, REBMERHRIIER 6 H, A3 FOERE
100% ThH, HUERAELFROEETH o720

(3) WwHHEHE

O SMMEEIRE

KRE 2 BEDOFMITREES L 6 HI TTRTHBRE
A58 b7z (Table 3, Day 28 evaluation) o

@ BEMEERRE

R 2 A% OFMATREAES X, RERTEOFH
RERER D ORBELRCFMTEL o220 %K< 7TH
Tholo &b, KE4BABROFMTEERNIZ, L3E7
Blo S bREABBRICRREDDH > 76 Fl L k¥ 2Bk
WEETE o280 bRELBRBICRED D

S 1BIDR TR TH -T2 k2 BBROHBHET
i, THITRTEEZRD ) &4 E Sh/: (Table 4, Day
28 evaluation) 2%, th¥ 4 Mg EBYETIZ T HP
8 BUACERRH ) T 1 HlICHERIBH b1/ (Table
4, Day 42 evaluation).

@ 8 A 1 A R

Chlamydia trachomatis \= & % 1 IEABI1% AT 1L MR
KOL1BIZBVT, BEMCBOLRI-BRER, W
WRBEESET R, EPS O RMMRIZRG 14 BHICIZH %K
OUICERELTEB Y HYEHEOBKDHRIIRS
4 BHTEDEHESNA, LAL, 14 BERICIZHE
LTW/EPSHN 25 I VTHEIXFKS 2B ®RICH
UM En-7-oBREHEL .

(4) HMEFEHZHR

5RO EPS 5\ i VB, RIS S h/-4Hid,
Table 5 (2R & 9 i, PUHMBEERMILRED 7HADH
MIC 0.78 ug/mL LA F @ 8 #, @A MEERIIME
WESF) O 9FH» 5 MIC 1.56 ug/mL LT D 12 % TH
o2, WFho#EKkbHEL, BHHX%EIX100% T
Hotl

(5) Rw2h

BlERIE, 32O - WA 1M, 4o
Rrasr1micgoohn, BBEEIL6.3% CThotl b
FRAR BHOEMTIR, K5 2HBICLBEAHR
MEL ARG 2#EL, SHSBICEBHICL V544
IEL7: (Table6)o WTFHORIEALEELLDOTIIL
, BREBICHELRZZONBLDTR R, o7

GFILX t oMESEDLN - BEKRREEORKIX, 31
FlicHMmMEREAH 15, y-GTP LA»1#, GOT
*GPT - Al-Pase - y—-GTP-LAP- £#¥ ) ¥ DL
AN1BICEDH LN, BRAKRZXT% Thoto wWT'h
LEELEBTII LA o7z (Table 7)o

(6) HHKE

BRI EE L2 HEL CTHYE HE L -FHE
% Table 8 IZ/R L7zo BHMEEAIIRED 8 54, 1B
AR ZRE GEXES) 1061, BEFEARENT
BEIFICBNT, FARDRAITH0UETHH 7
EROHEIZ TN EN 87.5%, 90.0%, 100%, R4
dENhZN 95, 93.5, 97 L EWMEA R L.

. -

MR ERT IR RIS 2 PUB B D AR T BT SR
PONBEEREDS X CRENICHEBET 2, —88Ici}
% DHEE AR E~NOBITIIZD S 500, §
MBBEANOBITRIARLE SNBY, 7vtuxr /o %
i, BWHEARS MV EFLEZREOREEICHL
THHa%2BENE2L L, R2HICHER, FIBRAD
HOBITHLZ L DI LICX Y, MEMRIBRAICHT
LEMBEDORLELE - TWVS,

GFLX DRI VBNDOBITIZOWTR T CIc R B
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Table 2. Clinical efficacy in prostatitis assessed by doctor in charge

. ve No. of , Efficacy

Type of prostatitis Day patients Excellent Good Poor Failure rate (%)
Acute bacterial® 7 7 6 1 100
14 8 4 2 100
Chronic bacterial 14 9 3 6 100
Chronic nonbacterial 14 1 1 100

Efficacy rate(%): (Excellent + good) /no. of patient x 100

*Including a case of chronic bacterial prostatitis acutely aggravated

**Evaluation date
Table 3. Overall clinical efficacy in acute bacterial prostatitis including a case of chronic bacterial prostatitis acutely aggravated
(assessed by the criteria of Japanese UTI Committee)
Day 7 evaluation
Symptom Resolved Improved Persisted Effect on
WBC cleared |decreased [unchanged| cleared |decreased |unchanged| cleared |decreased {unchanged bacteria
eliminated | 4 || 1 2 7
Bacteriuria 0°cTe22¢d
(replaced)
unchanged
Effect on symptom 7 patient
total
Effect on WBC 4 1 2 7
[EI Excellent 4
overall efficacy rate
:l Moderate 3 7/7(100%)
I I Poor
Day 14 evaluation
Symptom Resolved Improved Persisted Effect on
WBC cleared |decreased [unchanged| cleared |decreased [unchanged| cleared |decreased {unchanged bacteria
eliminated I s 2 1 6
Bacteriuria ﬁe“‘e“id)
unchanged
Effect on symptom 5 1 patient
total
Effect on WBC 1 3 2 6
[ZI Excellent
: Moderate 6 overall efficacy rate
odera 6/6(100%)
Day 28 evaluation
Symptom Resolved Improved Persisted Effect on
WBC cleared |decreased [unchanged| cleared |decreased [unchanged| cleared |decreased [unchanged bacteria
eliminated 2 3 1 6
. . decreased
Bacteriuria
(replaced)
unchanged
Effect on symptom 6 patient
ymp! total
Effect on WBC 2 3 1 6
@ Excellent 2
4 overall efficacy rate
[ ] Moderate 6/6(100%)
I I Poor
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Day 14 evaluation

Table 4. Overall clinical efficacy in chronic bacterial prostatitis
(assessed by the criteria of Japanese UTI Committee)

WBC Effect on
cleared decreased unchanged bacteria
eliminated 8 2 1 9
decreased
Bacteria
replaced
unchanged
tient total
Effect on WBC 6 2 1 > l;
Excellent 8
clinical efficacy rate
Moderate 3
| | Modera 9/9(100%)
I l Poor (including failure)
Day 28 evaluation
WBC Effect on
cleared decreased unchanged bacteria
eliminated 2 1 2 5
decreased 1 1
Bacteria
replaced 1 1
unchanged
Effect on WBC 2 2 3 p“ﬁe';"“"’l
" " Excellent 2
l I Moderate 5 clinical efficacy rate
7/7(100%)
L I Poor (including failure)
Day 42 evaluation
WBC Effect on
cleared decreased unchanged bacteria
eliminated 5 1 6
decreased
Bacteria
replaced
unchanged 1 1
Effect on WBC 5 2 patient total
7
Excellent 5
I | Moderate 1 clinical efficacy rate
) 6/7(87.7%)
I I Poor (including failure) 1
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FRERIERE ICBWTRI &N, 200 mg HEIRS %
D 2~4 K TR VIR ALAR P MR BE 13 0.68~4.93 (BB
2.92) ug/mL, X%k 1.11~2.86 (‘%34 1.80), ¥

e, BUMBRA IR L 0.66~1.99 (%1 1.18) ug/mL,

XTI 0.49~1.356 (B3 0.89) THhHEHMEENT
WA, SE, MEH R A3V T 200 mg B 5.
D2RM B LU AREMTHRRE L 2%, BT IR A ik

Table 5. Bacteriological responses in bacterial prostatitis 2 BMSTY 4 BT b (32— ﬁ'(‘ (Table 1), "
Isolates aI:rt:i:AZ Eradicated  Peraisted HTORBELFAMDIEMTH D, GFLX DB LR~
- — OBFTR7NVAOX /0 EDOLHITHRCEEIIAS
Acute bacterial prostatitis .
E . faecalis 1 1 LEXBY,
(0.78) GFLX iZ, REFZMLBRNOBITICMA TH LR %
E. coli . 6 o 0256_0 o5) DEKXETH A E. coli, K. pneumoniae, P. mirabi-
K. peumoniae 1 L lis, P. aeruginosa, E. faecalis % ¥\Z% LT LMWL
(0.025) WHEAELTY, BRERKICHBYEMEMERT R L
total no. of strains 8 8 TOBRERMBREIRVEREZINTVEY, 22T, 40
Chronic bacterial prostatitis GFLX DRIMRRIIN T 2 H %%, BB L UHH
S.aureus 1 1 HERBNTHEL S ICHIRERERICBITHHEEHRD
. epidermidis , e EDE TR Lo BEOURBHERR O J IR KR
(0.10-1.56) EBWTHREBRNGHE D, ARG NHBRNE
E. faecalis 3 3 MicBE s v dbi{hv. L2 L, £et, EfHta
. ., o A MR EEERT 5L RRE ML RETH S,
(0. 025-0. 20) UTI R M EETED SN TV AERFMD /-
P.mirabilis 1 1 DIFEWIM X, DUHMBERZREMTBM, B
R . o BRI IIRAT 14 BE™ & SRTV 57, biubhig,
(1.56) BV REERICHT 2MEV LB ZILERYDRERA T
total 0o, of sbrains 12 12 20 EKEMME LT I4 HMEREL . BHME
Figures in the parentheses represent MIC (ug/mL) and no. of MERTIZIR%E (RMMEEAIRAORIEHEF £ )
strains. (MIC distribution) W LTGFLX OBKSR% 14 BME SO THKE
‘Including a case of chronic bacterial prostatitis acutely 14 AL THRET AL, BREBKDBICBITAEHE
egaravated AT 100% Th o 7eo BUEMBHA LIREHT 2
MIC measurement not done R
GFLX D% 5- iR i2 14 H K5 Tl T & 2 BRKAK
Table 6. Clinical adverse reactions
Patient Age . Administraion of Severity of Relationship Incidence
no. (yr) Type of reactions test drug Treatment reaction to test drug (%)
1 35 discomfort epigastric continued troxipide moderate probable 9/
vomiting withdrawn none moderate probable ® 3; )
2 21 malaise dosage down none moderate probable 3%
Table 7. Laboratory adverse reactions
P:::)i'ent ‘(Ayg:; Items and changes of abnormal values thlj:::ﬂ:’ Inc(i;i/:)nce
1 49 white blood cell (4,100—2,900—5,100°) possible
2 75 y-GTP (30—50) possible
3 35 GOT (25—+95—67"—28") probable 3/31
GPT (38—+217—+200"—~119°—30") probable (9.7%)
Al-Pase (7.1-+15.6—+15.5"—=10.1°—~6") probable
¥-GTP (56—285—362°—187'~72") probable
LAP (218—+518—+575"—~369°—~201°) probable
T-bilirubin (1+1.4—1.7"—0.8") probable

Underlined value is abnormal.
*Follow—up results
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Table 8. Clinical usefulness in prostatitis
N No. of Usefulness score
Type of prostatitis patients 10080 79-80 5940 39-20 19-0 260(%)  Median
Acute bacterial® 8 6 1 1 (B.Z 5 5
Chronic bacterial 10 8 1 1 (9: 0 93.5
Chronic nonbacterial 1 1 (1(1)0) 87
Total 19 15 2 1 1 (8;:75) 94
*Including a case of chronic bacterial prostatitis acutely aggaravated
TholzH, % GFLX7THMS L 4 BMRS L 2LERXS,
BLTGFLX DHSHMERDLEVBE L EH X "
ATV, 2B, THME 14 HROEHH BB, 1) FRAX: WRE MELEAL ¥/ 0% (EH
WIS Y DA X\ EPS % 54 id VB o B MR ®, KKEAM, MFEHE f #H) p182~188,
CHTBBRICHR LTV EELHABHK, VIR 74794272, KK, 1601
N N . ’ 2) HEHE: DREHBARBRIE, (CEREOFR 14
BRTHMBERTXTHRL TSI BRI RE 1774~1782, 1998
LTRFICHBEII 2w DL EZ LN, Rk, B% 3) Hosaka M, Yasue T, Fukuda H, et al.: In vitro
MEERT LIRS T 2 14 BROBRD R, HYE and in&vtilvo anﬁbac'f:al activities of Arn:f :
. - . s new uoro-8-methoxy quinolone. crob.
¥ i": MR L b ISHHE 100% THVERY Agents Chemother. 36: 2108~2117, 1992
ROBD NIz, 4) Wakabayashi E, Mitsuhashi S: In vitro antibacte-
HERBRIIOVWTAD L, BEMENIRE (184 rial activity of AM-1155, a novel 6—fluoro—8-
MEMILREADOBHMESN L2 SL) TREERTRD met:“y ‘1“;“°1°“e' g‘:imimb' Agents Che-
. \ . = - mother. 38: 594~601, 4
fﬁ]$‘i 100% C, $h3¥% 2 ’Efig?{iﬁ%} b Ak 190 5) Hosaka M, Kinoshita S, Toyama A, et al.: Anti-
%ThHoleo —75, BYEMBERT LM TIAHRE2H bacterial properties of AM~1155, a new 8-methoxy
BOERHECFMUTETH 2 THEPICEHEED R quinolone. J. Antimicrob. Chemother. 36: 293~
PRRO LN, KELBBROERHETIXTHH6 801, 1995 o .
PLCHBHRABD O N, 10 RS MEmoE 6 Miyeshita N Niki Y, Kishimoto T, etal.: Invitro
AR e . and in vivo activities of AM-1155, a new
feacalts AL, i R ¥ (WAS TOBREY E L7, BHMET fluoroquinolone, against Chlamydia spp.. An-
BIMBR AN § 5 G RER DO 5 WM 13— I id 4~ timicrob. Agents Chemother. 41: 1331~1334, 1997
SHEM L ENTWA, KZBRIZBEWTIZGFLX 05 7) Kato N, Kato H, Tanaka-Bandoh K, et al.: Com-
y = . v parative in—vitro and in-vivo activity of AM-1155 to
Az 28ME L '_C %t:ﬁ; L aFfdﬁ:Cb_éi A BRI, anaerobic bacteria. J. Antimicrob. Chemother. 40:
BEFMEE (27 IVTH HIRED 1AL ED 631637, 1997
T2HOFRAEZEDIL LD, EMICE > TiZE 8) Nakashima M, Uematsu T, Kosuge K, et al.: Sin-
SEMAER oL BbILd, S, BRIMELED: gle— and multiple-dose pharmacokinetics of AM-
BV 8 1 B 2B 1 0SB GFLX 03840 % 3¢ 54110 b R o uord 8 methoxy quinglone, in
ERET 52010 2B & 4BIES & O HBRE ¢ ato, 190 rob Agents Chemotber. 39: 2635
gihs, 9) WHZHE, BEKRE, HEH—, b BRBEHERSE
REWIIOWTIZ, BIfEAY 26 (6.3%) i, MK RIEIZHT % gatifloxacin OFIRIS 1 HEEK AR, H
REMBHENSH 9.7%) LBDHILHK, wFh fLiais 47 (S-2): 292~307, 1999
i%iﬁbgtif ¢ ﬁﬁi;@b’fﬁb’ RISE L % 2 b@ilif 10) HZEE, REABH, WK, i WRBHERS
A3 § %<, AN o £ RAEIIN§ 5 gatifloxacin D% L T MK AR, H
WeEZ L, BFEO—Ho7v4Aox ) u s BT 1E#AEE 47 (S-2): 308~322, 1999
HABBKICHEELE 2 oTWEY, SEOERTI4H 11) FRAZ, )N 7T, GHEHTS, fi: ¥/ o ryRi
MO B RIOBRE & 17 o 72 b DO KBRS S 125 Al gatifloxacin OFEMMI O 757 4 -k
o ° CHiR B M BISE . B LR35 47 (S-2): 104~111,
Oohhhor, 1999
DEDZ eh b, GFLX AR EDEBEEICBNT 12) UTI#I%S (RE KBEK): UTI EFmERE (5

REPORVAR L BRBREATLIHAHALEHTH

3 ) iBHH. 55 37 H H A L HEF £ 2 (1989.5.19)



VOL.47 NO.12 AU BR #1233 B GFLX O BR R A MY 851

13) EHZE - AEAHNEERREZRE: HERICED X3 2 %) A 0 B AT —Temafloxacin O K
EREBICH T ARIER, BMEREUREOHEX WRRL % V72T —, R 40; 455~466,
¥, Chemotherapy 39: 687~689, 1991 1994

14) FNAI—, FREE, FRMRR, i %A AR %t

Clinical study of gatifloxacin in prostatitis

Masaya Tsugawa”, Koichi Monden”, Hiromi Kumon", Hiroyuki Ohmori”,
Katsuyoshi Kondo”, Tetsuzo Kaneshige”, Shin Irie”, Motokazu Nishimura?,
Toshihide Hayashi”, Teruaki Akaeda®, Yoshio Maki®, Mikio Kishi®,
Mitsuo Nishi”, Shunji Hayata®, Satoshi Uno”, Yoshio Nishitani'”,

Kazuhiro Hata'’, Noriaki Ono™ and Daisuke Yamada'”

"Department of Urology, Okayama University, Medical School, 2-5-1, Shikata—cho,
Okayama 700-8558, Japan

?Department of Urology, Okayama Red Cross General Hospital

*Department of Urology, Okayama Central Hospital

“Department of Urology, Tsuyama Central Hospital

*Department of Urology, Konko Hospital

“Department of Urology, Kasaoka Municipal Hospital

"Department of Urology, Kagawa Rosai Hospital

*Department of Urology, Tottori Municipal Hospital

*Department of Urology, Juzen General Hospital

Department of Urology, Mihara Red Cross General Hospital

"Department of Urology, Nippon Kokan Fukuyama Hospital

“Department of Urology, Kurashiki City Kojima Municipal Hospital

“Department of Urology, Onomichi Municipal Hospital

To evaluate the clinical efficacy, clinical cure effect and safety of gatifloxacin (GFLX), 8-
methoxyquinolone derivatives, in prostatitis and the penetration of GFLX into prostatic fluid in healthy
volunteers, we performed a clinical study. Six healthy volunteers received 200 mg of GFLX as a single
oral dose and the drug’s penetration into prostatic fluid at 2 and 4 hours was evaluated. Thirty—two
patients orally received 200 mg b.i.d. of GFLX for 14 days and were evaluated on Day 7, 14 and 28, and
the clinical efficacy was assessed in accordance with the criteria of the Japanese UTI Committee.

1. The concentrations of GFLX in prostatic fluid ranged from 0.65 to 2.20 and from 1.02 to 1.56 ug/
mL, and concentration ratios to serum were 0.98 and 1.03 at 2 and 4 hours, respectively.

2. In acute bacterial prostatitis, including chronic bacterial prostatitis acutely aggravated, the
overall clinical efficacy rate (excellent and moderate responses) was 100% (7/7) on Day 7. Also clinical
cure rates on Day 14 (time of final dosing) and 28 (2 weeks after dosing) were 100% (6/6).

3. In chronic bacterial prostatitis, the overall clinical efficacy rate was 100% (9/9) on Day 14. On
Day 28 (2 weeks after dosing), 7 of 7 patients were clinically cured.

4. The incidence of clinical adverse reactions was 6.3% of 32 patients, and of laboratory adverse
reactions was 9.7% of 31 patients. None of the findings in adverse reactions were serious.

From the results of this study, we conclude that GFLX penetrates the prostatic fluid well, and is safe
and effective in the treatment of prostatitis.



