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Norfloxacin %% FRMMMEBEABECHS L, TO3AAKICTAEOBREIR LD
#58% 18M B OBRICOWTHRE Lico

#5812 Norfloxacin %1 H 400mg, 200mg, 100mg O3FLL, - FAKD 2ECHH
#E LI,

1) RERSEED 80.4% %A 3 E.coli ® MIC i 92% » 0.2 pg/ml T THo o ¥
RRRLED 10.5% H&»5 77 ABERED 87.5% 13 6.25 pg/ml LETH -0

2) 3HB¥ET 10 400mg HEH (46 §), 200mg HH5R (53 M), 100mg K5
“OB) DWThIEKWTHRABRYDRILER L LHHK 100% TH ol 7 HEHEICHKLT,
400mg 5B (37 f1), 200mg H5B (42 f), 100mg HEH (40 f) T FixHRARKSR
AR LLRAEBUETH - o HMICHRER MR MERCHT2HRLEDT, TNT
HEERREDbhIh oo

3) 1EM7 7 X RAROTRORN TINRRKAE TH - & 400mg Be5F (25 ), 200mg
H5B (29 f), 100mg 5H (28 F), & 82 Pk 400mg k 200mg BEHOLhEALH
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EERIBEDLALORTHo o T, TRORTMEBL b, ThOYEDTORMIIER
13 2.4% (2/82) THBo HEMMIHRBIED I - 720
LEDF—2k¥ldds, 1SR 400mg 200mg, 100mg © 3 BMH X7 BMOKEM

2R3 LML 1AM OWRRITILERMICIZE S HERLBDTY,

JoT A MM BB

HKERHLTIZLE 100mg HETLFLEHR OhT,

# L\» quinolone A 4RI MH Norfloxacin(NFLX)
@2, WEWHRAS2 b2 2kHL, 732 RERNS
IV AMERERNLTLRVAMEEERTC
BHMTHB% Lo L RRMO LML 290 45 5
ERLY, RPMELHT ) RFMEREIAD L
SHBE Lo

T thhbhiz, AEMORSHEY1E2EE
L, 2oR5RY 3BMICREL, KFAEMMERN
ROBERB LT o0
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Table 1 1o7R L7 10 B OWRBFARLZL LT,
UTI fmakdE (53 DY
RBERECABLIEATHRE Lo

2) Mo T

av bt e-7 - RHARERAFARBEFBB=LME
REEHTIe, FHIOMPITHRLE, KIFAR D 1T,
Key code DR, Key code DB X OISO 7 —
2 OREES L OHABOATFHECHT HRIEXT
oo

EFiz 50mg, 100mg # IV 5 £ Hr@hEhe
TGS hic, & 50mg, 100mg RADOEHEREY
EFABRTAL, 99.2~99.8% ORWBEAO S&
fi R TF (B o

3) BMmHA

PBR (0RR), H#453HAE, 7HBIANER K
R, MERRRERTTE o ko RERA S XU EORMT
F T UTI SRR IPMn 60 (4 3 DY g » THF
feotzo

ReMRIERBTY ) 54+ ® Cf—{LaRR) 1
T 24 PR, MREWE L, RARARKRE
vz - L, EEOSMRAES XU MIC OWEY
ot

¥, BfFA2ARELASE, TONS BE RA
B, AfxIUCERYHEL, BT 5% THE LK.

2. WRIMTHRN

1 x#

R s 7B E UTI BRI Ese (B3
BOY iU THIE LEBSRIC 5 L. FHBRERTH
7EMY 5« ARYRE L, K7 BAOBRICOVT
B Lo

2) BRUT

UTI Lis (33 10T
BRCB T HBRAUBERICHE > o ELBRATD,
HEMLHSRORPAREIF— (EEORLOT,
MWRA, AEEHERSFA-) OBER [HR &
Ex o

3. fEGOIR D BT LU

NFLX %#4& S hciRERR 198 fiT, 205 biE
RROUTBH RO E L fcb Dix, Table 2 10k Lico

FRGRIETH, HEFALS IUERRREELY
Key code 7Bl 2RI HRE LT - 7o

fods, BEBOFEIZOVTIX, 7= 2 OTLREE
Bl (B ORREE L., AKREE Ui » 1ER) ¥EBRE

Table 1 Institutes taking part in the study

Department of Urology, Sapporo Medical College, Sapporo
Department of Urology, Kitami Red Cross Hospital, Kitami
Department of Urology, Asahikawa Red Cross Hospital, Asahikawa
Department of Urology, Sunagawa Municipal Hospital, Sunagawa
Department of Urology, Sapporo Teishin Hospital, Sapporo
Department of Urology, Sanjukai Hospital, Sapporo

Department of Urology, Tomakomai Oji General Hospital, Tomakomai
Department of Urology, Muroran Municipal Hospital, Muroran
Department of Urology, Hakodate Goryokaku Hospital, Hakodate
Department of Urology, Sakata Municipal Hospital, Sakata
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Table 2 Case distribution

Total No. of cases

400mg 65
200mg 64
100mg 64

Total 193

OCT. 1987

No. of cases evaluated for
side-effects

400mg 57

No. of cases excluded from
the evaluation of safety

400mg 8
200mg 3
100mg 2
Total 13

No. of cases excluded from
the evaluation of efficacy

400mg 10
200mg 5
100mg 10
Total 25

2200mg 61
100mg 62

Total 180

No. of cases evaluated for clinical
efficacy (3 days treatment)

100mg 40

400mg 46
200mg 53

Total 139

No. of cases dropped out

400mg 9
200mg 6
100mg 14

Total 29

No. of cases evaluated for clinical
efficacy (7 days treatment)
400mg 37
200mg 42
100mg 40
Total 119

No. of cases dropped out

40mg 9
200mg 11
100mg 0

Total 20

No. of cases evaluated for
recurrence(7th day after treatment)
400mg 25
200mg 29
100mg 28
Total 82

No. of cases dropped out
400mg 12
200mg 14
100mg 11
Total 37
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TR L 7o
7— 2 OMITICIR X MER (YATES OMEf &),
FISHER OMBMITHEXA\THR- ko ¥, WRK
BTN 5% RV ¥ RRERE Z & ORERRIC
WERAMS Lo
I M L
1 Epmsn
BRI L1 Els & 200mg, 100mg, 50
mg ORFBESH KELKSO 12 KMk E TORBEK
FRELRIERART 6 £\ T Cross over Bk
DI LIRMEE LB L Fig.l 12755,
BB B 5R 200mg D 12 B O RebRH ;B i
48.5114.7 pg/ml TH Y, BELSED S0mg T 12
B ORGRAMEIL 11.8+2.4 pg/ml TH - 72, #
BT B2 (Fig.2), SRENIMED MIC SHHE%s
& 1 pgiml THHRBD 92% D MIC kA .i— LT
VBT ERE S,
2. BERELB
1) 3HHOREHR
O RPMEAOHRAT
3HHORBEEKBROMED KR L /o7 139 §i
3 BRERICOVTER, RARN. REEAK GBX
1ER0), HAROBE, BRE HRM BE R+l
BERORRRFICOWT, ToB—HELRH LR,
Fig1 Urinary excretion of NFLX after oral
administration to healthy volunteers (n=
6), (Urine volume was corrected to 1ml/
min)

~—200mg with food
—8—100mg with food
—&— 30mg with food

02 T 53 [ -6 [ 6%
200 B 132 6[LIE 00177 53 391106
Ci26 2451 1254+ AN [10742 1

2RI L B ieh 5 F2 (Table 3),

@ RESMMIOVWTORN

Rep MBI\ TR S RN OB & 1778 720

BRI, 400mg ErEBE 41 GBI, 200mg BN
48 fU, 100 mg K50 37 BiT, WAMPRERERS
Bl 5O 3PTH-Io ¥/ AMEBMIZEREY
hAT B 51 Bk 39 Bk 73 ABMMEMMIXERERS
B TH ABREDR LTI,

ERMA T E coli DMEMMHBAS 110 H) (79.1%)
RO BN 75 BB D S. saprophyticus
O MUBRA O B, S.saprophyticus & A. hydrophila
DRARRD1BIL, S.saprophyticus 4RI K
Mots (Table 4),

1, SEAHME I 153 KicDT, £0 MIC 4
Ak Lic (Fig.2), HMER 10°cells/ml T MIC
AEABE, HBERHLL 0.05pg/ml L 0.1 pg/ml
= 7fi%R L, £¥k& b 25pg/ml LT TH 1o
6.25 pg/ml LI E%iR LB, 77 ABEREICK
Tt A calcoaceticus 1 # (12.5 ug/ml), C.freundii 1
# (12.5 pg/ml), K.pmeumoniae 1 ¥k (6.25 ug/ml),
E.coli 28 (12.5pg/m)) O5%THY, 77 AWHIR
BT S. epidermidis 1k (6.25 ug/ml), E. faecalis 2
# (6.25, 12.5 ug/ml), E.faecium 1%k (25 pg/ml),
S. saprophyticus 10 £k (6.25~25 pgfml) DFt 14 k& 7
7 ABERES 7 7 L REREICH N, MIC {E2 Hu
BREAZ BRI, BIT S.saprophyticus Ti2L A 6.25
sglml A ETCH % (Table 5),

@ RAEKHR

Fig.2 Sensitivity distribution of isolated bacteria
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Table 3 Background characteristics

(3 days’ treatment)

Characterist 400mg 200mg 100mg Total Statistical
aracteristics (46) (53) ) (139) analysis
Age
16~29 8 1 6 25 (18.0%)
30~39 2 12 8 0 (28.8%) | Pe=0.146
40~49 7 11 9 27 (19.4%) NS.
50~59 8 15 9 32 (23.0%)
60~69 3 4 8 15 (10.8%)
Onset of the disease
01 12 23 n 4% (R.1%)
2~3 7 7 7 51 (36.7%) P';&”
4~7 16 9 10 35 (25.2%) g
8~1 1 4 2 7 ( 5.0%)
Frequency of cystitis in past one year
0/year % 32 % 8 (61.9%)
Viyear 15 15 9 o @) | P
2~/year 1 1 1 3 (2.2%) g
Unknown 5 2 11 ( 8.0%)
Pollakiuria
H 6 9 6 21 (15.1%)
+ 8 17 9 34 (24.5%) P’;os"m
+ 2 21 14 58 (41.7%)
- 9 6 1 2% (18.7%)
Feeling of residual urine
W 2 9 s 16 (11.5%) _
+ 13 10 7 o auew | P
+ 1 17 1 45 (32.4%)
- 17 17 1 48 (34.5%)
Micturition pain
6 7 9 22 (15.8%) .
+ 2 2 13 58 (41.7%) P";‘;m
+ 13 22 17 52 (37.4%)
- 4 2 1 7 ( 5.0%)
Pyuria
19 24 2 65 (46.8%) Po=0.669
+ 12 16 9 7 (26.6%) Ns.
+ 15 13 9 37 (26.6%)
Bacterial count
>107 5 7 6 18 (12.9%)
107 20 18 13 51 (36.7%) Pe=0.937
10° 8 1n 1 30 (21.6%) NS.
10° 8 10 7 25 (18.0%)
10¢ 5 7 3 15 (10.8%)

RAWKBRE Fig.3 WRTXoK, £HEMLEL
BARHE (EH+HH) 11100% Th-to BHRIL
400mg, 200mg, 100mg ZH{LHFLhLh 87.0%,
TL.7%, 8.0% TH{LHMEIC HEEL BD LRI

2T

ThERABRYR ARER BR @EROEA
K2OWT, XOHELE LD TRTE Figd Lok
%o $ibb1H 100mg Kk (50mg %41 - S A%
BA) TH, EDTHBROBRMLG S h i,

58, SREED MIC 2 1.56 pg/ml (disk RZEHHC
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‘Table 4 Organisms isolated from urine

Dose Dose (ma/day) Tora | Statistical

Type 400 200 100 analysis
Type of infection

Single infection 4 % 7 126 NS.

Mixed infection 5 5 3 13
Gram stain

Gram-positive 5 7 4 16 NS.

Gram-negative 4 51 39 137
Organisms

E. coli ¥ 4 32 10

P. mirabilis 1 1 2

K. pnewmoniae 1 2

C. freundsi 1 1

Salmonella 1 1

S. aurens 1 1

S. saprophyticus 2 4 3 9

E. coli+E. coli 2 1 3

E. coli-+P. mirabilis 1 1 NS.

E. coli+ K. pnewmoniae 1 1

E. coli+C. freundii 1 1

K. ozaenae+ A. calcoaceticus 1 1

E. coli+S. epidermidis 1 1

E. coli++E. faecalis 1 1

E. coli+E. faecium 1 1

P. mirabilis +S. epidermidis 1 1

A. hydrophila+S. saprophyticus 1 1

E. coli-+ K. pnewmoniae + E. faecalis 1 1

L) LITOEME, 3.13 pg/ml (disk M H
L) PEo ERIC M T RABRSRE ®M T 5 &
Fig.5 0LBHTH h, HERMIC 12 MIC L~ j]
OHRT RS, ¥, £6¥ELHT MIC H0
MIC BiEIC X HROFBERE TS 2z BOHOIL
Moty FREBMOT LieHih, 1.56 pg/ml LIFOHH
TOBPEABDI T T BPIRERI o

2) 7HBOHBRGHR

O RHEAOKRET

7 B BHEAMEAN 119 flThoTo WX 400
mg $53% 37 g, 200mg F5F 42 I, 100mg BEH
40 fiCh o fc (Table 2),

EhEh 119 fIoT<TO FREFIOLTHRIEL
hbih, HHESBHMCEEZIRD LhLs o

@ BABKHE

RABKSRE Fig.6, 7 RT koK, RAHHE
CER+HR) RAREHLD 100% THoTo L L,
XH®iz 400mg, 200mg, 100 mg DEFERThEH
89.2%, 88.1%, 95.0% T, 3 HH® 87.0%, TL.7%,
85.0% XheLHRLIL> T 5o

RABKYR, ARER BRE EERCHT 38R
LERERMCAERII N1 LrL, 3RERS
15 ARERS IR T 2R (Fig. ) 1278
BT hHEsh, BERERNARS ICRRERL
iz, 7T 0% AREALTE Y, ThEEHRD
ERCHELT B,

3. BRCMTIRNHR

D EROMR

78 UTI RABKRBHROUEESN 119 6i0 > b¥
ZTH - 72108 G, ARBERTHT B BOBRRY
RBEG L 82 BIT, £ DNRIX 400 mg FEH 25 41,
200mg 5B 29 fl, 100mg #5528 ATHot
(Table 2),

2) AR

7 HMOBREI L HEHAORERTHT BROER
IO WTRR Lic (Table 6),

FREIX1H 400mg, 200mg, 100 mg I\ TER
Xh 4%, 3.5%. 0% THH, A TIX 2.4% (2/82)
Thoteo ¥ho, FLF LHRRMR OMEOLILEM
KRASA LS OTHMES L LhBERL Table 6
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Table 5 Sensitivity distribution classified by isolated organisms

(10%cells/ml)
" Dose Mic
Organis™ | (1ng/day) (<o 0.05] 0.1 [ 0.2 [0.99] 0.78] 1.56]3.13] 6.5 12.5] 25 | 50 | Unknown| %
400 2 [15]18] 6 1 42
E. coli 200 1|15 23] 3 2 |1 1 4
100 2 [uf1z]e]2 1 [ 35
400
P mirabilis 200 11 2
100 2| 2
400 1 1
K. pnewmoniae | 200 1 1 2
100 1 1 1
400 1 1
K. ozacnae 200
100
400 1 1
C. freundii 200
100 1 1
400 | 1 1
A. caleoaceticus | 200 1
100 |
400 1 1
A. hydrophila 200
100
400
Salmonella 200 1 1
100
400 1 1
S aureus 200 |
100 |
400
S. epidermidis 200 1 1 2
100
400 1 (1] 3
S 200 11201 4
100 1 2 3
400 | 1 1
E. faccalis 200 |
100 1 1
400 |
E. faccium 200 1 1
100
400 2 115[019|6 (|1 311441 52
Total 200 2 16[23] 5 311 3312 58
100 2 wBlizlel2[1]1]1]z2|1]c2 8
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Fig.3 Overall clinical efficacy

(3 days’ treatment )
Symptomn Resalve Tmproved Tersistent
Pyuria Do ! Cleared|Decreasedt
400 [ a0 1 3 | 1 10787
Eliminated| 200 [| 33 1 7 IR B s 0000 )
00 || 3¢ 1 3 | 38 (5 25)
400 1 1
Bacteriuria| ST, 200
100 1 1 2(5.07%)
400
Uncharged| 200
100 i
400 1936 o) 1y %) 112.2%) Case total
e o i [290 D) 707 2387 40me
100 ' 90.0% ) (10.0% ) 200mg
0 91.3%) (227, 316,57 5
Efficacy on pyuria | 200 81.9%) 73,27, 101.9%) 100ms
100 102.5%) 40
” | 400 40(87.0%) Overall clinical rate
200 3W71.77%)
Excellent 100 34(85.0%,) 400 mg
400 6 46/46. (1007)
200 15 200 mg
Good 100 6 53/53 (10075}
o0 100 me
200 40/40 (100%)
Toor 100
Fig.4 Overall clinical efficacy
(3days’ treatment)
Dose 2 100 TN
400 mg 87.0% 6
[ excetient
200 7L.7% %:% 53
me ~ Good
100mg 8.0% VA | o
Po=0.117 N.S.
Efficacy on symptoms Efficacy on pyuria Efficacy on bacteriuria
Dose 50 100 Dose 50 100 Dose 50 10
- — : %| %
“omg %.6% B | | ome 91.3% T | | wome | _ors |
Wmg 79.2% % 200mg 84.9% @ 200mg 100% ]
Wmg %.0% 100mg 97.5% B | [ roome 95.0% /)
i} Po=0.0427° Po=0.122 NS. Po=0.264 NS,
(400mg >200mg)
[ Resoive B imoroved [Ccteared 7] Decreasea [ iiminatea Replaced

[ Unchangea

E un

changed
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Fig.5 Correlation of MICs and clinical efficacy

(3 dayw’ treatment)

MIC 21560 e/l =313 m/ml No. of

Dose 50 £l caies
“omy 9.7% 77.8% A | °
20mg 0% L7 1s.uum 8
100mg #.2% w1 V2 | ¢

NS.

Po=0.055 NS. Po=0.889

[ xcettent

Good Poor

Table 6 Recurrence in acute uncomplicated cystitis after treatment with NFLX

Pyuria
0~9celis/hpf Z10celis/hof
Bacteriuria
(mg/day)
400 23
<10'CFU/ml 200 2
100 27
400 1 10
210CFU/ml 200 10
100 1
() :Same bacteria
Dose (mg/day)
400 23/25 (%2 %)
@ w0 e
100 27/28 (96.4%)
No recurrence Total 78/82 (95.1%)
400 125 (4 %)
200 0/29 (0 %)
} 100 1/28 ( 3.6%)
Reserved assessment Total 2/82 ( 2.4%)
400 1/25 (4.%)
[ l 200 1/29 ( 3.5%)
100 0/28 (0 %)
Recurred Total 2/82 ( 2.4%)

() ROEFTHY, BRSO &L HELE2EMIVC  FIERVR 180 ficonT, AAOKLELRN Lo

ThIBREEL Dhico ¥, BREQESHMCI BE5®%, FOHOEREFL IR H (5.0%).
EREDIH 2T UERTH > 1o HERIICHD L, 400mg HEWT
4. HIfeA REBARED 161 (1.8%), 200mg HERTENS
193 flo 5 b, ethote 13 FRE BEEES R0 1 A0k 35 (4.9%).
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Fig.6 Overall clinical efficacy

(7 dayw’_treatment)

Symptom Resolved Tmproved Pemisent
Eificacy on
Pyuria 5elC bacterluria
w[m] 2 1 1 37(100%)
w) 7 1 ¢ 41(97.6%)
100 || 38 1 39(95%)
w0
(uria| Decreased
Bacteriuria) Replaced) [ 20
10 1 1(2.5%)
)
Unchanged[200 | 1 1(2.4%)
100
Eficacy on w0 HO7.3%) T2 7%) Case total
micturition pain 200 40(%5.2%) 2.8%) “nme
100 39(97.5%) 12.5%)
0 34(5L8%) 25.4%) 12.7%) ol
Efficacy on pyuria | 200 40(%5.2%) 1(2.4%) 1(2.4%) 100mg
100 38(95.0%) 2(5.0%) 40
400 33(89.2%) Overall clinical rate
" ” 20 37(88.1%)
Excellent 100 38(95.0%)
[ s (100%)
20 5
Gaod 100 2 w2/ (100%)
400 100 mg
20 w040 (100%)
Poor 100
Fig.7 Overall clinical efficacy
(7days' treatment)
e |, T s
400mg 89.2% %Z 37
: [ Excettent
200mg 1% Z% @2 Good
100mg 0% 7| e Poor
519 NS.
Efficacy on symptoms Efficacy on pyuria Efficacy on bacteriuria
Dose 50 100] [ Dose 50 100] [ Dose 50 100
400mg 97.3% ] BB 91.8% ﬂ 400mg 100%

W 1
20mg 95.2% 200mg 9.2% A | | zome 97.6% |
10me 97.5% 1 100mg 95.0% i 100me 95.0% ]

Pe=0.82 NS, Fe=0.7% NS Ti=0.6% NS
[Cresotvea Improved [Cctearea Decreased [ stiminated P Replaced

I unchanged

B Unchanged

[ unchanged
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Table 7 Side-effects

Dose (mg/day) 400

200 Total

No. of cases treated 57
Incidence of side-effects 1
Rate of side-effects (%) 1.8

61 62 180
3 5 9
4.9

(Symptoms of side-effects)
Stomach discomfort 1
Fullness in the stomach
Vomiting

Diarrhoea

Pruritus

Sleepiness

Unpleasant sensation in feet

(SRR

Po=0.329 NS.

100mg FERTENBTRE, W TH, KES B
DEEMEE L ADIH 5 (8.1%) KKAbhi, ik,
100mg W TRERELH CEAR, FROREY
kL 1EMEEES Lol s BURROKER
WA

LR L ARG R T 6 1 ERBRERIZT T
%k LIz (Table 7

oI % ®

Norfloxacin DORRIFFIZME D> DNA ARIAEIER
THY, RNA ~OfFRR LA ERS, BEARICH
LTORYEARRETY, © Hilic, BWxpinn
EvbhTudY% £ LT, RAREO KRN HEC
PSR TV B LEL LR TV 5o

FRBOBMAR & Lok T B MMIEBR % DR
L R LicRZHICH S 5 Norfloxacin @ MIC 42,
10%cells/ml T 0.1 pg/ml i '— 27 %R L, 79% 30.2
sgfml UFHfiL, BRABRRCEAShTVLS Pi-
pemidic acid (PPA), Cephalexin (CEX), Ampicillin
(ABPC) 7eZ X hinieh Bt HiliEEY R LT
(Fig.8),

46, 3HAHIVTBEORABKGRATICH
T, 400mg, 200mg, 100mg 5B h b HHR
100% T#H-71Dik1[E 200mg, 100mg, 50mg 5.
12 BB ORFRARES T ER 48.5 ug/ml, 23.2
uglml, 11.8 pg/ml L, HREO MIC ¥RETE
TUBZ EHRABRREYRD TV 2HE L EL bh
Bo ¥, BAMWM E.coli THBHIE, 18 100mg
#ETLED MIC 5t b# 2 b LN RBERY RS
BORBIET TH B, KT AMMMERN A ORLE
ELTHMS WBBES 104 BELEDTWB75 4
BERERLHTLARBICE T, 2AFHULETS

Fig.8 Sensitivity distribution of isolates from

urine
(%)
1007 10° cells/m) s
/
/
s
4
b&"b
]
3
2
s
2 g
H
£
3
- g
MIC _ |Sufowfo]ozfoafon]isds s izs[ 5] 5]
NFLX |6
PPA 3(4]2]8)2
CEX 1 NERD
ABPC_[9]1 3]19] 3[1]2]2]2(=s

oho 77 ABEIREIAT S MIC (2 Table 5 KR
L 51T 0.78~25 pg/ml icH AT L, TehrThH BEEHEEL
785 T3 S.saprophyticus i< 3s \~ T iz 10 BELHH
6.25~25 pg/ml I LT\ e, ARBCRARSE
EHHHEIT 100% T, 18 100mg HEHTLERMK
R R0 B0k, ok BHRIX 400mg HEF
66.7%, 200mg #y53% 50%, 100 mg Hr 55 33.3% &
BEREVRSTBREET Lo

ek, SMEO MIC RRERICERAZTRICHL
el LU 323
REXDPCRBERR A 20T 5 &, RRABES
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Fig.9 Correlation of MIC, urinary drug concentration and bacteriological

response of NFLX
"

153 strains

8 8 s 28 3 B %

‘Table 8 Susceptibility of E. coli
(before and 7th day after treatment)

MIC (ug/ml)
Before treatment 7th day after treatment
0.1 0.1
0.1 0.1
10%cells/ml

FHrc MIC BB 100% 5E DEE B & H <=
L HEARLThIEL b Oiiso TWB T Eatbh
% (Fig.9)

KEBROMETH 52, AKH 1 EMESI<L 5
BefTin- e, 1 ENROBRIENRS Ricrh
bbY, 1H 400mg, 200mg, 100mg i3\ T 4%,
3.5%, 0% THH, BRERWLARTY 4.8% THo
o TROB, WBHH L A—OBMEERRIC LI L
Th, BRIHELL2ALLBMREEL ORI,

ik, BRECHEINIEDO MIC 2FIRT 5L,
Table 8 DX 51cinho —MICHBMERICHFET HHEH
O MIC AA2BRIOMADO L DX VB o ThB
ORH L, BRHEIEShHEEEEITSEE L
AYRL MIC i RLTWBEVWI T E X B #
HLTWEY, AF—Fis0Td AREFTRTHS
T ERRRRVE L TH Do THIZREHERICH L,
7§ MIC %R L2 Bl LTAE LTHER L
DTS, Rl sHAROob  hEAORESh
O HIAEE LTV OXHIM L, BRI
RbDOLMRTE 5, WThICR IARRIC X 5BERE

Min. drug conc
in urine

100mg

~-Bacteriological response
“liminated 4 replaced”

Bacteriological response
eliminated
dru conc

5
o
B 0 100 200 400 (ug/ml)

PMED > 1T ERFRAOIFALS BB TH BId L
x&57
BIfERICBE L Tix 400 mg 5B <200mg H5BE<
100mg FEHEEHERICEAONIS, HER
BB ohin -t ZRORFERICOV Tz, 2RI
ERLT 4.7% THHY, SEHR LEFEOWE,
RAESFE L 2EFASTH -1
x L3
1D % 28 EAKLCEREFQRE, HEY v HOY
A, AM-715, R, 1980
2) FEE M, MBS, KHEEA, & £t W
BRA, HHBE, t&EX TR E kB
% : AM-715 I3 5 BERATHF o Chemothera-
Py 29(S-4) : 202~219, 1981
3) KBESK fo: UTI RYHFHER OF 3 K)o
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A DOSE-RESPONSE STUDY OF NORFLOXACIN ON
THERAPEUTIC EFFECTS AND RECURRENCE IN
ACUTE UNCOMPLICATED CYSTITIS IN WOMEN
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We conducted a double blind study to evaluate the efficacy of norfloxacin (NFLX) and the recurrence
of female i cystitis after Patients were given 400, 200 or 100 mg of NFLX
orally b.i.d. for seven days. Clinical efficacy was evaluated at the third and seventh day of
treatment. It for the recurrence of cystitis was done at the seventh day after the end of treatment.

1) E.coli was found in 80.4% of the strains isolated as causative organisms. The MICs of
NFLX were less than 0.2 prg/ml against 92% of E.coli. Of the causative organisms, 10.5% consisted
of Gram-positive cocci. The MICs against 87.5% of these were greater than 6.25 pg/ml.

2) Overall clinical efficacy at the third day of treatment was 100% in the 400 mg group (46
patients), 200 mg (53) and 100 mg group (40). Likewise, it was 1009 for all groups at the seventh
day of treatment. No significant difference between the groups was observed in the evaluation of
overall clinical efficacy, effects on symptoms, pyuria and bacteriuria.

3) Recurrence of cystitis was evaluated in 82 patients ; namely, in 25, 29 and 28 patients from
the 400, 200 and 100mg group, respectively. Recurrence was observed in two patients after
treatment with 400 or 200mg. The overall recurrence rate was only 2.4% (2/82).

From the present study we have concluded that 100-400 mg/day of NFLX is effective in the
treatment of female acute uncomplicated cystitis, and that the incidence of recurrence is possibly
lower than that after treatment with other chemotherapeutic agents.






