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Al LT200mg # 1 H 2 E, 3~10 HM#k5 L7z, #£ix56 22 fidh, BY - BE 4 2RV 18
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Prulifloxacin (PUFX) 2 HAHFEKRRAIMICTER S h,
HiaREARASH L XRARPO 7O F Ty 7HE /0 R
BERAEETH S, UTARN T, PUFX OHEIGEEER
fhe UFX LT 5. AHFIIROEKSE %M L& ) RIX
h, HiiEEAE UFX & LTHRRICA T 5,

ENEAETHS UFX 375 1BHEH, 77 2RBEREICH
LLEBBEOHRBANXY PV EFL, %I Pseudomonas
aeruginosa, Serratia marcescens % ¥D 7 7 LABHRAEIC
HLTHRVHABENEZTR T FHICOVTIET TS DR
0 - BIRMRE S XN, FhoDBRBITE 42 BIHALE
MEAWAAXBRE (1994 4 12 A, HHE) OFFE
YUYRYYATCHEShY,

MNBHERICB T A S h E TORKKRE TIE, 200 mg 1
H 2 BEpOICEEEN, HREIX 904 % (122/135) T
Hole TOENTHED) & - PERISH L TIZ 11 IS
Exh 10 AXERULORETH - 20 T-EBBITICO
WTHRIFShTHY, RIDOKER, 200 mg HERSTid

BH 2.88ug/g (6 M), R#itks5 (200 mgx2 M x3 H)
Tl 0.35~3.36 ug/g DIRD ) MEEHREIZED Hh, BH
FIRED 200 mg BEKSEICHEVTRE 51.96 ug/ml (4 B
M) ERELBITERLTWVS,

ARREEEED 8 HRTOBMKNRIOKR, BIEAR
BE 3.5 % (71/2,024) CTHLBERSETH o7 BIK
REBEREL®IE 4.7 % (81/1,726) BB X h, GOT,
GPT D LR, IFRROMENETH -7, ABERICB
Tid, BIERRARIZ 22 % (3/142) TH Y, WROEH
HOLBEL, NBFHEERRYSEICHT 5 PUFX ORVERRE
HRESTRR SN,
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I. MBREELUVHE

1994 £ 4 HX ) 1995 4 8 H ¥ TIcHid 10 ik %
25U REMEBRE 22 FlENRE L. WM
CETHLRERANCARNOKEL I URBROAMN - A
BIZOWTHBEL, BRBMICOVWTHREDOHHER
CE2RABEZEAMELTXHTHRAIEELR.
FHOMYE - ARZFAIE LT 11 200mg 21 H
2 EREOHS L, H5MMIE 3~10 HE L7z, o
Vi, BIWHRRATOL FALOBMHIIREL, §
RAEK, BMSUMEE, MK SKLEWE CELNME
WCEEZBLIZTLERONIRHE OB IZRIT .
KRR, BEBREOHMMFR (KR, E
£ - RIE, #®E, B.L - W, &R, EHER, EM,
Bk, BEPHN%) oXRCLHWKMEM (WBC,
CRP, ESR) O¥BE b LI [E%] TH%] [R*FH
%1 (%] © 4 BRBIU [HWERE] CHELE
MEZNZRE, RENBICBETI ISR RE
Webilc, ERELr¥EL, TOHREICED [HE]
(WA F 3B omk] ARR] [FE] 0 4 BREB &
U THETRRE] THELE. £, HEERD LI
MEREBEREEDFRALALBEAIBERELORE
BfRICOVWTRE L. &b, RIERAOEESLS X UE
KREBREEDHOAROYN I, LEBMEFLLXE
BB 2RBENCBIT2RER - BRREMR
HBOHEREE] 2BEL L

AR 71, MERKNBVTHEADKEKLYR,
MAENRR, RERBIVHAROREICOVTR
MraLibic, FRAYNEMICIIHRZORYEE
ML %8, MAYHRAZOREIEX, RAELT
IVRNOL bR 3 I 2Pt

(&%) #5 3 HTEREAMRER - HROURZ
RiRHEIBONLZLD

[HR): 5 6 HCEEAMRER - HROUNE
iRk ONAbD

[RRA%]): &5 7T BTERAMAEER - HFROK
BELRHERMIBONALLD

MEzh): THUAERS LT ERBMEER - HRO
HBLE2VLD, HEIVIERIELLLALD

eriL, XMICABLLZVERAICOVTIR, KBD
A%, BEER BROXS, BHAXN, HoWkL:
YEeEBL, HAICHZEDRYEEMML:,

II. #& E

1. fEGIER

Fig. 1 IKRTHAYRESH 22 AT EHEORANA
i, EERZIR 18 M, BUfEA 21 M1, BEAKMEMREE
8 19 ¥, AR 19 ATH-o7. B - REARICD
WTIREHPRISRT,

2. BE¥R

BRRZh ¥ 2R AR 18 ANTFREF % Table 1 IR
T Wit 33~89 & (¥ 675 &), HHIBH 14

Clinical efficacy

(exclusion)
* Unclear symptoms and signs of infection 2
- Severe underlying disease 1

{drop-out)
- Discontinued due to adverse event 1

Adverse event

Total number of
patients enrolled ——1
22

(exclusion)
- Severe underlying disease 1

Abnormal alterations
] of laboratory findings
19

(exclusion)
- Severe underlying disease 1
(drop-out)
Violation of observation time 2

19

Utility

(exclusion)

Fig. 1.

- Unclear symptoms and signs of infection 2
- Severe underlying disease 1

Number of patients evaluated.



VOL. 45NO. 4

B MRSz L= 33 B prulifloxacin O ERER KR AT 191

Table 1. Background of patients evaluated for clinical efficacy

Age (ym) range 33~89
average x SD 67.56+14.8
Sex male 14
female 4
cholecystitis 7
Diagnosis cholangitis 9
cholecystocholangitis 2
Severity mild !
moderate 17
Dose 100 % 2 1
(mg % times/day) 200%2 17
~ 3 1
Duration of treatment (days) 4= 5 s
6~ 17 10
8~10 4

B, Ktk 4 BT, 70 RABAF e HLb L HEN o
o WEOWFRZ, B0 % 7 6, BAELX 9 #, BO
IBER 2 FITHo oo BRJERERIHFE 17 A,
BiE 1 PITHo7/z. 1| HESGR - &5 H X, 200 mg
1 H2EESH 17AEE LD, HEHHIT 6~7
BEiAbo & bEHh o7

3. ERIRZHR

K% Table 2 IZRL7:. BRIREIRIZ, EX 9 #,
% 7T W, RRHEY, ENE 1 HATHEHE 889 %
(16/18) Thoo 1 HEGRBICHAS L, 100 mg 1
B 2 s 1 AIRRLLAEHTHY, 200mg 1 H 2 F
56 17 T3S 1 B KR< 16 FIXHFL LD R
Thoto T, EEENTIX, BE 1 FITER, 1
D 17T ARTRTHEETDH Y 15 FIHFEHL EOEH
Tho

4. MHEHHR

JRipicRAESRIB SR 3 B (FER 2 #, A%
18) i, WIFhbEBEBRPTHY, RIHEIZ
Escherichia coli + Enterococcus faecalis, Pseudomonas
sp. +Acinetobacter calcoaceticus, Aeromonas hydrophila +
Staphylococcus epidermidis Td -7z RBEMZIR I
&AM, BWHHE, TETHY E. coli, E. faecalis,
Pseudomonas sp. HHEL .

5. RIfEAB I UBKRREERFEELY

BIVEFI SR 21 B, AFRSICRETALE
2 Oh2REHER, RS, THIE 1 HARZDLIRL,
REIINEE TR I/ 77 VC 25 L, BH
Wkl TRRBETH VHZSHEL TV, 1 H
T B LI YHKL (Table3).

¥/, AZFEEOHEMENEDN S BRREMER
wrg (E() ZFHERAH 19 3B onsn
27

1. * =
Fu ks 78% ) 0 REEE PUFX OfHERR

$iE V23 % B PR Al 2 AR L o 4[5 ) K R %) 3R SE
Biz 18 MTH A, CHhIHEY Y RITLARED
11 A MA R 29 FicoWVT, UFICERERN D,

REWMCIETE VIS EEEIE, 77 LM
W7H Z5LBME 14 %THY, TOMHKE Table
4R T. MEEIE, YOLMUE 47, VT LABRER
78.6 % (11/14) THY, 24T 714% (16/21) TH
oo BAAARRKTIE ofloxacin (OFLX) 66.3 %,
ciprofloxacin (CPFX) 75.0 %, tosufloxacin (TFLX)
63.2 % LBMESATEDY, FHAOHMITMA LI2IZ
A% Thor, £/, FMENLREE 21 K MIC
REEL 16 B (X7 ABYEH 6 ¥, 77 LBRIEHE
10 %) O range, MICw 3 XU MIC« % Table 5 IR
4. MICs i& TFLX f 0.10 ug/ml £ b 5 & HEL,
UFX i 0.78 ug/ml Tdh o7zo MICw A% L, UFX
X 1.56 ug/ml T CPFX L H%¥Th Y, TFLX (3.13
pg/ml), OFLX (12.5ug/ml) XY, &4 2 1%, 8 f&
MOPIEEREE R L

—%, BERNOBITEZREFLA#HR, HEEKS
(200 mg) #PVIED ) Mk RRBRE L 2.88 ug/lg (&
5 6 B igtk), BBoSBHHREGREIX 51.96 ug/ml
(&5 4 BE%) Tholv. T, EHESE (200
mgx2 @ x3 H) CBVWTHHED ) M 0.35~3.36
uglg, BB MBH (0.05~42.2 ug/ml & REFLRBITZ
RLZY, BBk S CORELRFRRELHET S L,
OFLX (200 mgx3 Hx3 H) Tit 2.81~9.88 ug/g,
2.65~36.6 ug/ml, CPFX (200 mgx3 [ x3~4 H)
T} 0.34~4.92 ug/g, 5.84~23.2 ug/ml, TFLX (150
mgx3 @M x3 H) Tix 0.32~2.8 ug/g, 0.15~29.2
pg/ml & 12ZA%TH- 720

PUFX %5 S h - JHE EYHE 29 BICDO W TORBEK
BB, E%, ABHE 136, LF 1M, K24
THEE 89.7% (26/29) ThHY, BEFFRFZRED OFLX
81.3%% CPFX 77.8%" TFLX 86.7%"®, sparfloxacin
(SPFX) 83.9%?, levofloxacin (LVFX) 73.1% t[H
P LEOHBRTH o, T, FEAOEYHEEAT
bAH 44.8 % (18/29) I3 L OFLX 12.5 % (4/32)
CPFX 11.1 % (2/18), TFLX 13.3 % (2/15), SPFX
19.4 % (6/31), LVFX 19.2 % (5/26) L A&HAH - &
bEP o

—7 29 BIFR R A %A% 1 I, ERhH: 2 BlA LA,
PR AHBNIID 5 ROFEMT 100 mgx2 BIx7 HX
Ethy, YAFIVVHRALZEIZEAFOBRIMEDOKT
A, FES 1 AIRBERTHY FLF—YRREBITH
THEEOHKE (MERLEYVE VE 6.09 mg/ml) 2°
ZOONEREICL 25X OMBBITET A, HR
AtoOFEAO—2LELONS, BOER 1 HIHE
BRTHY, E. cloacae 75 S. (X.) maltophilia ~D
BRRHATH -0
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Table 2. Clinical results of prulifloxacin treatment
Case | Age Underlying (Don ’l:m Oraa MIC Clinical | Bacteriological | Adverse | laboratory
. . x ms
no. | Sex Diagnosis disease ™ one riains (ug/ml) effect offect event | findings
timesxdays) | (g)
1 8}_? cholecystitis pancreatitis 100%2x7| 14 — fair unknown (-) -)
gastrectomy
2 :2 cholecystitis suppurative 200%2x4| 1.8 ——— | excellent | unknown (=) (-)
arthritis
3 :2 cholecystitis (-) 200%x2x7| 2.6 — _ good unknown (=) (-)
4 ;} cholecystitis | cholecystolithiasis [200%2x7| 2.8 — ——— | excellent | unknown (-) (-)
6 ';;) cholecystitis hypertension  [200x2x7| 2.8 —_— _— good unknown (=) (=)
6 ';: cholecystitis | cholecystolithiasis |200x2x7| 2.8 —_— _ good unknown (=) (-)
7 'I’\: cholecystitis | cholecystolithiasis |200x2x9| 3.6 e —_— good unknown (=) (=)
cholangiectasis E. coli =0.026
i i E. li . .
8 68 cholangitis cirrhosis 200x2x7| 2.8 faecalis 166 excellent | eradicated (-) (-)
M hepatoma —_—
choledocholithiasis NF
9 88 cholangitis cancer of the 200x2x7| 2.8 —_— ——— | unknown | unknown (=) unknown
M pancreas
10 56 cholangitis cancer of the 200x2x1| 0.2 ——— | unknown | unknown |eruption (-)
F rectum
gastric cancer
11 ;} cholangitis obstructive 200%x2x3| 1.0 ——— | unknown | unknown [unknown| unknown
jaundice
A. hydrophila | £0.025
68 bstructi S. epidermidis 0.78
obstructive
12 M cholangitis - undi 200%x2x3| 1.2 —_— ——— | excellent | unchanged (-) (=)
aundice
! A. hydrophila | 0.025
S. epidermidis
Pseudomonas sp. | 0.78
A. cal {11 0.78 i
13 6 cholangitis gastric cancer  [200x2x4| 1.6 caccoaceticus good My (=) (-)
F eradicated
A. calcoaceticus | 0.78
14 ? cholangitis cholelithiasis 200x2x5| 2.0 —— | unknown | unknown (-) unknown
15 :;: cholangitis cholelithiasis 200%x2x5| 2.0 —_— poor unknown (=) (=)
16 ’17: cholangitis | pancreatoduodenectomy |200x2x7| 2.8 —— | excellent | unknown (=) (=)
17 '17: cholangitis | choledocholithiasis {200x2x7| 2.8 _ ——— | excellent | unknown (=) )
18 ’S cholangitis | choledocholithiasis [200x2x8| 3.0 —— | excellent | unknown (=) (-)
48 . gastric cacer ]
19 M cholangitis hepatoma 200x2x8| 3.2 — good unknown |diarrhea (-)
20 5; cholangitis | pancreatoduodenectomy [200%<2x10( 4.0 —_— good unknown (=) (=)
62 . duodenal
21 | o | colecachoanit diverticulum  |200%2%7| 28 ——— | excellent | unknown (=) =)
85 | epcbonglis | “UCPTRE lodoxox7| 2.8 llent | unkn
22 |y | ool abscess ’ T | exeeten own ) =)
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Table 3. adverse events

. Occurence  Relation Day of
Sex Age Ttem Severity day to PUFX  disapperance
F 56 eruption moderate 0 probable 1
M 48 diarrhea mild 3 possible 8

PUFX: prulifloxacin

Table 4. Bacteriological response to prulifloxacin

Bacteriological response

Isolated bacteria No. of strains

eradicated | unchanged

1
2

S. epidermidis
GPC | E. faecalis

E. faecium

E. coli

K. pneumoniae

E. cloacae

GNR P. aeruginosa

- N NN W~ W

Pseudomonas sp.
A. calcoaceticus
A. hydrophila
NF-GNR

b e s WD W e O

1

Total (%)

(5]
-

15 (71.4) 6

Table 5. Susceptibillity of isolated bacteria (16

strains)
MIC (ug/ml) 10°cfu/ml
Antibiotics
range 50% 90%
Prulifloxacin =0.025~ 6.25 0.78 1.56
Ofloxacin =0.025~12.5 0.39 12,5
Tosufloxacin <0.025~ 3.13 0.10 3.13
Ciprofloxacin | £0.025~ 3.13 0.20 1.56

JEE RS I BIRE N A EHOELFAL LT, 1)
JEEREHEL OV SMEEORVMAICY L TRERH
BHERTEATHAHI L, 2) BREBU~NDOERBIT
X+aTHhHI L, 3) REUNRWVI L, RLTHE.
ITE ORI OLABLE, —RUEBERREN»LD
SMEELTE, FAR772BERETE,
Klebsiella spp. DHEEHDD oL bR, KW TE. coli,
Enterobacter spp., Pseudomonas spp. ¥ ThY, &
%75 2BEREL LTI, E. faecalis LT
ZERAEOSMBELEL, HAKHEE LTI, B
fragilis group & Peptostreptococcus spp. ZH L& ¥
275 ABUMREOFENE V. T4, WHREERSR
B THRABCHEAXTESN LY, RRES
Pseudomonas spp. D HEBEENE VY. KH OEKE
*4THs UFX i3, 77 1HHH, 77 2BERICHY
LIEREOHBA~RY bVvEAL, LEMEICHLT

LENALTENEFLTVSY,

B2 nEBLLTI, BANELTHEShOME
ST 2 &K D MIC %+ LE B0 ) Mlks & TF
JEHRAOBITAMHENT WS, 728 3 DEHAL
LTHREMERZ ORI E VREEICHML TH AL
BWEEZONLIRERTH-7o LA, lEOF/ O
VEDBRKRDRELBLTLTTREKSEHICHAHES
ERNETHoC L e E¥BT 5L, AHIIEEHBRE
BRI SNIEATHELERA Lo
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Clinical studies on prulifloxacin in biliary infections
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Prulifloxacin (PUFX), a new quinolone antibacterial agent, was studied in 22 cases with biliary
infections. PUFX was, in principle, administered at a dose of 400 mg/day b.i.d for 3 to 10 days.
The clinical efficacy rate was 88.9% (16/18) with excellent in 9 cases, good in 7 cases, fair in 1
case and poor in 1 case. The bacteriological response was eradicated, partially eradicated and
unchanged in 1 case each. Side effects were observed in 2 of 21 cases; eruption and diarrhea in
1 case each, but were rapidly resolved. No abnormal laboratory findings were observed in any of
the 19 cases. From the above results, PUFX was considered to be a useful drug for the treat-
ment of biliary infections.



