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(Rms5 4315 ARf)

RE& RS I 13 5 Mezlocillin(MZP C) D A #hi4: & K24 % FR{Ti§ 5 7o, Carbenicillin (CBPC)
YRBRELT, SHERMTORWMEIC X 2 HBRBRRY T 1.

R IR 1 BB R AT B A D UM R MYE DO ABE B KT, BARSHORPH
MEBRY A 5 2/hpf LLET, HoRPANKA 102/ mILiEDbDE Lic, 4 Mz AMEL,
HRO¥EL UTI BrRQoRIPMHL MM L TiTle o1

BREF O LS h-REMIZ2030T, £D 5% 156 5§ (MZPC 5% 81 #, CBPC 5%
580 ICOWTRHRDOHENFTETH - 120

BARRRRIZ MZPC #r50% 81 ik, W2 104, 4729 20 OV, & % 51 A THLHE 37.0%
TRHBDICK L, CBPC 58D 75 ST, HASH WL 13 M, W% 57 ATHHEIL 240
% THY, MZIPC #EBORHEHI WL, HEEME (P<0.10) ¥ Bwi:,

MEFEMLRTIX, BO HEARL MZPC ®5% ©58.0%, CBPC 58T 46.1% TH b,
MZPC LB COMERL KL, HEEXEHI: (P<0.05),

BIfFRERICOV-Tit, MZPC 15 T 4.1% CBPC ¥ 5.5 T4.9% ORBAETH D, REAR
MTHEZIL L, BRREMBORKCOVTL, RAXCHEARMIE EERIBH LA »
o

BiEd 6, MZPC (1, @HEENERBBRRED Rt FALENATCHILExONT,

1. ® |

DEC. 1980

Mezloeillin (MZPC) 2, FA4 Y - A4 = HTHMR
EhiFLVWERR =YV v, Figl cRTIdc
Ampicillin(ABPC) ® amino iz 3-methyl sulfonyl
-2-oxo-imidazolidine-1-carbonyl X % ¥ AL - L \»
EA7DYVAF - R=2v Y vD1DTHBY,

MZPCi37 7 a[Btt, BEOBFMMAECH L TEVWHR
BMARIZFFa%HL, LACRBBRREDEREEL L
THREEDOHE\ E.coli, Klebsiella, Proteus iz L'z
HLTLTChHENYRTEEbh T3,

MZPC o #igg 1% ABPC, Carbenicillin (CBPC) &
hEgETsE, 75 ABEE T, Staph. aureus wxtL
Tix ABPC X b 53¢, CBPC L ABETH D, Strept

Fig.1 Chemical structure of MZPC
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Sodium 6- {D-2-[3-(methylsulfonyl)-2-oxo-imida-
zolidine-1- carboxamido] -2- phenylacetamido} - peni-

cillanate monohydrate

pneumoniae, Strept. faecalis = %L Tix ABPC L@
BET CBPC X v\, 7 7 Ak ft i CiX, Proteus
mirabilis L TIR3MELELAMUBETHY, E.coli,
Klebsiella, Enterobacter, Proteus vulgaris & %L
Tix ABPC,CBPC v Fh b bHv-HEHEFRTE
BbhTv349,

XK ORI, FECBIL Tz, ALKT IXABER
o m+RMEiz ABPC, CBPC r 3RO HEBYRL,
IR E D REILY 50 F¢, RERGHMETOR
FHEt Rz 50~60% TH DY,

XBEeswTh, TSl oWEsfThbh, 0
B 24 BARKCERMEFAMAXTBELONE
YYROVATELDHLATED, EOHTREERE
EXNToHMHENBIDLORTV3Y, RARKFORE
BRECNT2HME, RepvIocBRe, no%
B ¥E+ s BMC, —EERER L3 ERRRLT
oty —RICERKEL ThTW2EMRERBERET
DRBMBRLMNT 5 ENRBERRE~OHHELE
BT>FBEEL, BUERERBEREY S REBL
Lo BEA L LT CBPC ¥ ®|A 4, %£hit CBPC
RIREHERERRIECR L CRERSERAZH, £
DERYRC T 2 MA—EL TS &, BHEEE
HRBEREOBAELLTHMIhIFEOH Y,
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Table 1 Collaboratory olinics

Department of Urology, Hokkaido University
School of Medicine

Department of Urology, Sapporo Tonan Hospital

Department of Urology, Sapporo General City
Hospital

Department of Urology, Otaru City Hospital

Department of Urology, Sapporo Medical College

Department of Urology, Hakodate Goryokaku Hospital
Department of Urology, Muroran City Hospital
Department of Urology, Tomakomai Ohji Hospital
Department of Urology, Sapporo Teishin Hospital
Department of Urology, Sunagawa City Hospital
Department of Urology, Asahikawa Red Cross
Hospital
Department of Urology, Kushiro Red Cross Hospital
Department of Urology, Sakata City Hospital

Department of Urology, Hirosaki University
School of Medicine

Department of Urology, Aomori City Hospital
Department of Urology, Noshiro Minsei Hospital
Department of Urology, Gosyogawara City Seihoku
Chuo Hospital
Department of Urology, National Hirosaki Hospital
Department of Urology, Mutsu General Hospital
Department of Urology, Aomori Rosai Hospital
Department of Urology, Iwate Prefectural Ichinohe
Hospital

Department of Urology, Tohoku University School
of Medicine

Department of Urology, Akita University School
of Medicine

Department of Urology, Akita Red Cross Hospital
Department of Urology, National Mito Hospital
Department of Urology, Hiraga Sogo Hospital

Department of Urology, Iwate Medical University o
School of Medicine

Department of Urology, Morioka Red Cross Hospital
Department of Urology, Iwate Prefectural Central
Hospital

Department of Urology, Fukushima Medical College

Department of Urology, Jusendo Hospital

Department of Urology, Ohta General Hospital

Department of Urology, Fukushima Rosai Hospital

Department of Urology, Iwaki Kyoritsu General
Hospital

Chairman:
Prof. YOSHIAKI KUMAMOTO
Department of Urology, Sapporo Medical College

Controllers:
Department of Gynecology
Dr. KoICHI YAMAMOTO; Tokyo Keisatsu Hospital
Dr.MASANAO KURIHARA, Toranomon Hospital
Department of Psychology

Identification of Isolates:
Dr.KoicHI. DEGUCHI Tokyo Clinical Research Center

E.coli, Klebsiella, Proteus, Pseudomonas W%+
SHMANI b 24, (LHME, B5HE2EMAMULT
VWIRKTAEZ LA EBMLTOZLTH D,

I. B M F &

1. RS iniiRk

4E D LKRMRIL, Table 1 i2iRTHRMNE LUE
OBRIMMMIZ X B3ABIRE LTiThebhl, 2 v bR
= 12, ILARM—E (RRERABEMARL 1 =
vie—5=) BIVENBEHMNL (ROMIMBRFIEH
B 523y e —3-) REKRL, RREFORIITR
EHEOME, KRESONMT, HATRORE, &k
RIRRER Y v 7L OHED, BRSO KL LRI,
I EDDPHDFREFLITh -0

2. HNRBE

1978 1 A~6 AD 6 » AMICRIZHRICA BE F O
WA R RYREE L BT S h, »OTROXRCE
BTHLOERRE LI

Thbb

1) 44 16 XL EDRA, HITR

2) BEEMORPEBEEKA, =10'=/ml

3) HEHENORPAMBKES, =5 2/hpf
L, 7L, KDOLOIREA LI

1) EREIURIFOMA

2) R=v )y -7UL¥—FRREOEEOHD b

D, KLV RBREACHTIEAT A FHEE
DLD

3) RHTEMIE, BREEEYLOLO

4) BBRERIC X3 ETHUREZTLO

3. RBREH

(EAEH 2 MZPC 2.0g (Hffi)) A 172+ & X U
CBPC 2.0g (Hffi) 4 7AxBEL, ThbHDHR,
KEX, QEILBITERVIS>EARLIS,

A THE 2 v b e — T - HEIERTR, &
HRBINBBIEM Lo

itis, ¥FOARABIELTFHHEWRT S LUE
HBIEDIZERT CHM Lo

4. ®5¥E

134 70% 20ml OEHARIKE LREBRAER
CERL, §l-42E, 3~52MTHEREL,

18 4g, 5 HMEELFEAIE LA, ESLEIFER
OHBEL, ER  -FTRIEEDOELY ZLLICREIR,
BEUFRECHM ChIETAE & E LT,

5. BREHK IUREEERY

Table 2 IR LEFEBIR2OWT, £hERREDRH
CHE, BEYTRICERXFEE LI,

i3, MIC D¥IEE, FREABKRELV£-—T
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Table 2 Observation items and check-up period

Period (Day)

Check-up items
Before

1 2 3 4 5 After

Body temperature ('C)

O o o @) o

Subjective symptoms

O O O ®) ©)

Count MacConkey Agar

(cells/m) |CLED Agar

Bacteriological

examination Identification

MIC

Urine protein

RBC

Urinalysis Urine

. R WBC
sedimentation

Bacterial count
(microscopy)

RBC, Ht, Hb

" Hematology WBC

Platelets

Hepatic
function

GOT, GPT, Al-Pase

Renal BUN, S-Creatinine

O0|0|0|0|0|0|0|0|0|0|0[(0|O0|O]|O

function Cer, PSP (15, 120")

S de effects

O ®) ®) @) ®)

O]

O |olololo|olololele|lelolelelele|o|o

—E LTI 1

6. FF @

1) FHRERXZ2HE

BER TR, BMTRELAE4DERCOVT, £
DHUBER» S £HO XMIC X h2BRBHEY WK
®, PEEW® BEWE AE, BLosBMcHE
Lico BHEREMIOWTIE, £<BiffAk L, BEE
ER TR, PEERERACHRERMgRE, BlifeATHh
ke RIETREE ST, DABRMCHELI, ¥, B
B8, BIFRAREEHELT, RREFNOFAKIK>
WT, EHTHA BA, ©PEH, A F¥llk
Vs, O 5B HE L,

2) HRUTFEASKTIDHHE

RRETH, THECIHIPHRATD LI hIERNNA
HEEYED, HREUEERLMBALGES, BR ¥, it —
B, pdEH KiE 4 LHER WEM— QBHE
*) CHEADEMACOVWTORRERLRHL, TXT
UTI B4 0 KED MR BH UCTHE Lco T75
by, RRix Fig.2 oX#, MERI Fig. 3 0k,

. Essential

O : Optional

Fig. 2 Criteria for evaluation of efficacy on pyuria
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Fig.3 Criteria for evaluation of efficacy on

bacteriuria
xnfm::l_"dg-:!.:'::z:: 0 <10° cells/ml| ZWweells/m!
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= rcells/ml
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Fig.4 Criteria for evaluation of overall clinical

efficacy

Pyuria
JE N

Bacteriuria

Cleared

Decreased

Unchanged

Eliminated

Suppreased

Replaced

- Unchanged

BEBEDRI Fig. 4 0XMIT LIcAio 1,
3) MEFHHR

i

/7//

HEENDRIRARRAT DI ERBEIT LT
ERERO VT hIIHE LI,

O RREIVERERCHTIHR

Total No. of No. of cases | -
cases evaluated
MZPC 99 MZPC 98
CBPC 104 - CBPC 102
Total 2003 Total 200

No. of cases excluded
from the evaluation of
efficacy and safety

MZPC -1
CBPC 2

Total 3

No. of cases
adopted by
committee

No. of cases
adopted by
controller

Table 3 Results of potency test of testsd drugs

Date July 1977 April 1978 June 1978
Place Yoshitomi Re- | National Insti- | Yoshitomi Re-
search Labo. |tute of Health | search Labo.
MzZPC 107.3% 105.5% 106.0%
CBPC 104.0% 101.5% 107.0%

R AR, DERW, BRW, BEMLERO LS, B
MOERIZOVTEDHB Y RN L,

7. MM

RRREROMITIZ2 v b e — 53— BREOKMIME >
AF AN X DT\, MRFIFMO LM EX, MANN-
WHITNEY D URTE, X:RE (YATES O M E ),
FISHER DEEMRHMEIC X 7= FRAMISY &
L, falRE 10% LITOL 2 HBEMADD & Li,

ek, —HHE (OKEEDO MIC 5, BHEFIMAEE

Table 4 Case distribution

No. of cases,evaluated Mzpc 81
%qr (illmcal response with CBPC 75
criteria “Total 156

No. of cases excluded MzpPC 17
frlom :he evaluation ?}f CBPC 27
clinical response with ——————
UTI criteria Total 44

No. of cases evaluated Mzpc 98
on side effects CBPC 102

Total 200

No. of cases evaluated
on FGIR judged by doc-
tors in charge

MZPC 84
CBPC 80

Total 164

No. of cases excluded

from the evaluation of

FGIR judged by doctors
in charge

MZPC 14
CBPC 22

Total 36

No. of cases evaluated
on side effects, OSR,
GUR judged by doctors

in charge

MZPC 98
CBPC 102

Total * 200

FGIR : Final global improvement rating
OSR : Overall safety rating

GUR : Global utility rating
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BRI E) ©OVTIL, RTRATIHARKMN, MITLT
Tem 1
I M n

1. RMXHOEREM

BREFD &R TR s L UM T # O
2@zt b, MZPC, CBPC OWMRAic>\ T M
TR CRBRE T\ MZPC i 107.3% R XU
106.0%, CBPC Tit 104.0% % XUf 107.0% &\t
hb XN AFETHLOTH D, BBV EY
W LTco ¥70, BIAHTES, 2 v b v =9 = HRIEAICE
B 2o WREANZ 2T, Bz FEh AT R S iR E
YR Lo EORRIL MZPC Tit 105.5%, CBPC
Tk 101.5% THbH, MR, FHELEMCAHK
I5LDTH-t: (Table 3),

2. BEEMA%K

AREF O E X hicEMZ, MZPC 99 f, CBPC

104 4, B 203 ATH -7

M AR Table 4 IZRT X 51K, WM
HANRIIHREUERAKKA 1560, = be—-5~§
K164, REVFENRIIHRHUEZRSE, =V o
—9=LIt 2004 CH D, TRTORE»LBRASH
FebDIXIMTH S,

BAAME BRI Table 5 KiRTEBDH uo.
TN CRARCERIBH LRI h T,

3. BEWREFOME ,

HRUTERLFZAEN 156 Ac >\ T, WREF
DM T 1KR ¥ F9 HSRIECBLTIE
Table 6 iZR"+ & 0, \WFho B L\ Th,:
MZPC, CBPC Dl RFFMOEAD K H X Boich
L%

BRGEEOAMIZOVTh Table 7 KRTLEHIA
RARMICAEIRBES A o1,

Table 5 Number of cases excluded and reasons for exclusion

Judged by ----e-eee Committee members Controller
R - Drugs MZPC CBPC Total | MZPC CBPC Total
easons for exclusion
- J;:’;‘ 1. Treatment was discontinued due to no 0 1 1 0 1 1
ES & bacteria in urine
= _S 3 2. Treatment was discontinued due to patients 0 1 1 0 1 1
‘(53 g discharge !
€3 5 | 3 Deviation from administration - schedule 1 o0 1 1 o0 1
,3 v 8 (i.m. injection)
® L 5
oS3 Sub total 1 2 3 1 2 3
1. Diagnosis other than complicated UTI 0 3 3 0 3 3
o 2. Age less than 16 years 1 0 1 1 0 1
5] 3. No bacteria or less than 104cells per ml 5 9 14 5 9 14
= bacteria in urine before therapy
et
@ 4. Fungus only was isolated in urine before 2 2 4 2 2 4
‘e therapy
_5 5. No examination of bacteria in urine was 1 1 2 1 1 2
] carried out before and after the treatment
T‘?, 6. No WBC or less than 5 cells/hpf in urine 3 2 5 3 2 5
> before therapy
2 7. Deviation from administration schedule 2 2 4 2 2 4
E (Discontinued due to ADR)
S 8. Deviation from checkup schedule 0 1 1 0 1 1
; 9. Concomitant medication with other antibi- 0 2 2 0 2 2
3 otics
',_E, 10. Cases received previous treatment with 3 5 8 0 0 0
& MZPC or CBPC
Sub total 17 27 44 14 22 36
Total 18 29 47 15 24 39
Statistical results N.S. N.S.
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Table 6 Background of characteristics

Drugs MZPC CBPC Statistical
Characteristics 81 cases 75 cases results
Male 66 ; 61
Sex Female 15 : 14 NS.
Age (years) 6_05_9 gg gg . N.S.
—49 29 ; 21
B.W. (kg) 9% 31 u NS,
Unknown 4 " 4
gyelpr_lephritis 42(1) ig
. . ystitis 42
Diagnosis Pyelonephritis + Cystitis 18 13 NS.
Others 2 2
Not indwelled 49 38
Catheter ndwelled 32 . 37 NS.
Tumor 22 17
e~ AR
. . e-ope. of prostate ..o .
Underlying diseases Post-ope. of prostate 17 15 N:S.
Neurogenic bladder 8 16
Others 19 15
Complication ggs gg gg N.S.
: None 27 30
Operation Yes. 54 5 N.S.
Pretreatment with None 55 51 NS
antibiotics Yes 26 24 et
Concomitant medication gg:e gg ?g N.S.
Type of infection Simple i “ N.S.
AR i | 3
. + —29 cells/hp
Grade of pyuria ++) 30 cells/hpf-1/2 of hpf. 25 20 NS.
é-!—H-) More than 1/2 of hpf 29 28
10; cells/ml zg zg
Grade of bacteriuria ige gg}}yﬁ{ v 18 16 N.S.
= 107 cells/ml 32 30
< 20 mg/dl ¢ls§ g(z)
Renal function (BUN) Do med 1 2 NS.
N.D. 0 1

BLfic R LM I h o MEO AREA T3
RZH % 10° cells/ml & 10%cells/ml O EEH & T HE
L%, Fig.5.6 ik Th £ho E£EHETD MZPC &
CBPC o MIC #BEHOREHICRAHESRTRL
k (BAREpITit, SMED MIC D5 bRLEVD
DY REME L LTHRD EiF#)o MZPC 0 MIC 2o\

N.S. : Not significant

T MZPC 5 RL CBPC R 5B Lo M T, % 1=
CBPC » MIC 2o\ MZPC ##52+ CBPC #5¢
LORITCERBEH LRV END, HFRATFELTD
MIC o4 (TAERFM TEI LW EE X bR,
Lo L, ERe&ENIcXIhicEFo MIC o Mg,
$iHdH MZPC # 58 To MZPC o MIC ¢ CBPC



13168 CHEMOTHERAPY DEC. 1980

Table 7 Background of causative organisms

Drugs MZPC CBPC
Causative . 81 cases | 75 cases
-organisms
E. coli 6 (16.2) 6 (14.6)
Proteus 2—; 3(81) 0 § 0.0)
Proteus (+ 1(27) | 4(9.8
Proteus spp. 0 (00 é ( 2.4)
o & | Klebsialla 2(84 | 84
n.'g Ps. aeruginosa 5 (13.6) 5 (12.2)
g Pseudomonae 3(8D [ ¢ § 9.8)
E | Serratia 10 27.0; 10 (24.4)
Enterobacter 6 (16.2 2 (49
Citrobacter 1 é 2.7; 0 ( 0.0
GNB 0 (0.0 1( 24
GPB 0 (00 2 (4.9
E. coli 7 (15.9) 6 (17.6)
5 Proteus (— 1 s 2.3) 1 5 2.9)
B8 | Protews + 9 (205) | 7 (20.
z-g Klebsiella 12 (27.3) | 12 (35.3
. Ps. aeruginosa 5 (11.4) 6 ?7.6),
Others * 10 (22.7) 2 (5.9
Statistical results N.S.

* Mixed infection of GNB and/or GPB

Fig.5 Cumulative percent of MICs of MZPC and
CBPC classified by drug group

Inoculum :10%cells/m]
oMIC of MZPC

=
2

@ MIC of CBPC
—— Drug Group of MZPC(n=81)
=== Drug Group of CBPC(n=74)

L
e

Cumulative percent (%)
s =

n.
Ivs Il I N.S.
=, ive ¥ i NS.
S0 078 1% 312 65 125 5 X 10 20 0 S0 >0

MIC (ug/ml)

¥ 58D CBPC © MIC o ks Tit, Fig. 7,8 iwii+
LD, WThoBMERIC S\ TL MZPC Dz 5
R (P<0.001) it <¢h Tt ChiEHREFOM
B X B0 TR KFBGKOHRBENOETHD L E
X: Ehf\:o

UTI BfRED KM X 2 KEBFRBHEFIO EFAXH L
Table 8 [w/RT &k D, MEAMCEREEZITDHhI
ﬂ‘ofco

BEGIO FiRE L ARER AR, SRS BR
B, B oBREoWwTh Fig. 9 Rk b Tl
EAFH TEIBD ORI - 1,

Fig. 6 Cumulative percent of MICs of MZPC and

M o MICof MZPC

=
e

Cumulative percest (%)
=

CBPC classified by drug group

Inoculum :10%colls/ml

® MIC of CBPC
= Drug Group of MZPC (n=81)

«==Drug Group of CBPC (a=74)

“q
1204
- Ivall NS,
/,a-"" fes N : N8,
200 078 166 302 65 15 B 5 i M o M Om

MIC (1g/ml)

Fig.7 Cumulative percent of MICs of MZPC and

CBPC (10° cells/ml)

r\lw.
R
T
v
M
L 60
(4
2
5 40
3
H
o 24 -
I-L'l ‘1 e PE—
DrupfTotalco.n o710 106 5.18 635 12515 1o yes e o _owe >emen| maped
bpu] o 1 ¢ 1 3 ¢ w3 s ¢ wons | o
cBPC| | © © © o0 1t e 1 6 3 71 13 12 @
Tol[1s6] © 1 6 1 4 10 11 9 8 0 2% 5 & |=ram

Fig. 8 Cumulative percent of MICs of MZPC and

CBPC (10* cells/ml)

=
L

Cumulstive percent (%)
: % =z

)

D y — eyttt =

% 0T 1.963.13 g3 jrs gu 6 199 W0 g eed >emeNiloegdy
MPCiI[ 2 8 3 7 18 4« & 8 M ® 3 5 S

ceecfns[ 0 0 o s 1 s1uo1.n1:'m-

[
Toalis6] 28 3 2 n e u 15 ®» 18 10w

4. BRHEERRKAHTIHM
BHRUTERS 2 8RA L i MZPC B 455 81 A,

CBPC # 5.8 75 flic o\ C, RARKAE BECH
THHR MERCHTIHE, MEFNSHR ARE
RoO¥EB I EX BB L

) BEAEEKDHE
KAKEKZFEX, Table 9 w53 X 5K, MZPC &%
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Zreg:iaab?’,%‘% qu éﬁm lauod on the . Fig.9 Comparison of symptoms before treatment
i T.I. Rese: Tou
— ? vzrc] oaro Symplom’SnvorIty(E:::p 4 100 s“",::["l
) resy
Group of infection 81 cases |75 cases 1
) F c. |
st Group (Indwelling catheter) B | 18 e Ve
:§ 2nd (Post proxtfmme) 7 8 Pollskiaurla (= N.S.
2 3rd - (Upper U.TI) 8 5
2| (Lower U.TL) 9 10 ] N.S.
& sth (Indwelling catheter) 19 19 -
Eg F«linuoll E’r; N.S
SE| 6h  (No indweling catheter) | 25 | 15 resdul e 4 )€ B
Statistical result NS. Lumbago g:f NS.
bl (7)) —
BT B 10 U (12.3%), #% 20 B (24.7%), o
f&%h 51 61 (63.0%) T X% - HH¥biv - BRI Fever E]u-csrcu'cwc 2 Cll unknown
= .
31.0% T Y, CBPC #E5ERTIIEMSHM (6.7%), Sympton [ 1-) 21+ 1 BB +) IR unknown
ﬁm 13 & Q7. 3%)' #m 57 &y (76. 0%) <, ﬁkb* s catheter rot indwelled cases
12 24.0% T, MZIPC 5 B0 5 4 ¢h, HEEE DEBENB, HEEEA (P<0.10) ¥RLf, *
A (P<0.10) Wi, DD KBTI, WTFhi FEZZ B Lhicho

DFR, NRAYKELETRILTRY LRI o
Table 10 RF L+ h, BEWL T, MZPC #5.0 PF-=TLER ATt E, X52ERS

Table 9 Overall clinical efficacy

Excellent Good

Drugs No. of cases Efficacy(%) . ; ‘
: % 0 Poor 2 Statistical .
5) %) Excellent + "Good atistical results
MzZpC 10 20 30/81
81 (12.3) (24.7) 51 (37./0) .
: %=1.797
CBPC 5 13 18/75
& ©7) (17.3) 57 (24./0) M>¢
+ :P<0.10
M I MZPC, C: CBPC
Table 10 Overall clinical efficacy stratified by diagnosis
Efficacy (%) -
. . No. of | Excellent Good Statistical
Diagnosis Drugs Poor
[ cases ) 6 Excellent + Good - results.
... MZPC 21 3(14.3) 6(28.6) 12 9/21(42.9) Zo= 1.878"
Pyelonephritis CBPC 18 o0) | 3(67n | 15 3/18(16.7) M>C
- MZPC 40 6(15.0) 12(30.0) 22 18/40(45.0)
Cystitis _CBPC 42 4(95) | 9@L4 | 29 13/42(31.0) NS
Pye‘mfphfiﬁs | MZPC 18 56 [ 2011 | 15 3/18(16.7) NS
Cystitio CBPC 13 77 | W7y | 11 © 2/13(15.4) S
MZPC 2 0 0 2 0/2(0)
Others ‘» " CBPC 2 0 0 | 2+ _oz0) N.S.

+ Inflammation of prostatic bed 1 case, lower urethritis 2 cases, inflammation of left ureter after
ureterctomy 1 case
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YEBEZTHII L& #DOMRIL Table 11 iRT L%
HThD,
AF-FLER AR TMPILILE, 2T -TN
FRACRARABMCARBIED LRV, 27
—FAERBATIE MZPC 582 %% 16.3%, WL
32.7% THRHEI 49.0% THh b, CBPC 5B TIL MR
5.3%, #%) 15.8% T, WHH¥x 21.1% T, MZPC
SERORPHEL WL, BHALERE (PL0.01) MR
»5hf¢o
AF—=FLEAROFTEEREZTRITEE, # 7 -
FArERRO WEWHL TO HBHRZ, MZPC HEHT
69.2%, CBPC #5MC 14.3% & MZPC f50r\H
& (P<0.05) 1z <¢h, ¥7-, Bbts Tt MZPC &
HOBEMYEK 54.2% icxt L, CBPC #HEWCIz 28.0%

THH, MIPC REROWHRLEL, WREAA (P
<0.10) kBt EOHMOMAMTIE, VFhENR
BB 510

IR L BABBME AT TRN LR, Ta
ble 12 kiRt L h, MRABMC HERIBDHHh
e tee

HEMD PRRO BETC MHLTH 5L, Table 13
ERT X SRR () DEMT MZIPC 52N
* 34.5%, CBPC &% iz HHK 10.7% TH by,
MZPC S 5ERONHEL W, WEE (P<0.05) ¥8
Bl

R MM 5 RFNxT% MIC CRAILTHE
MMNT5 L Table 14 KRTERHTHY, wvFhol
BB TL, AENARMOYRICH EEIL D - 12y

Table 11 Overall clinical efficacy stratified by catheter

Efficacy (%) ..
No. of | Excellent Statistical
Catheter Drugs r:a,oses0 x(9es)en Good (%) | Poor .Excellent + Good results
Not indwelled MZPC| 49 8(16.3) 16(32.7) 25 24/49(49.0) Zo=2.685"*
ot indwelle CBPC 38 2( 5.3) 6(15.8) 30 8/38(21.1) M>C
Pyeloneshritl MzPC| 13 3(23.) 6(46.2) 4 9/13(69.2) Zo=2304"
yelonephritis CBPC 7 0 1(14.3) 6 1/7 (14.3) M>C
" ‘c " MZPC| 24 4(16.7) 937.5) 1 13.24(54.2) Zo=1814*
7 ystus CBPC | 25 2( 8.0) 52000 | 18 7/25(28.0) M>C
LS yelonephritis | MzpC | 10 | 1100) | 1000 | 8 2/10(20.0) NS,
a Cymtitis CBPC 4 0 0 4 0/4(0)
MZPC 2 0 0 2 0/2(0)
Others CBPC| 2 0 0 2 0/2(0) NS.
) MZPC| 32 2( 6.3) 4(12.5) 26 6/32(18.8)
Indwelled cBpC | 37 | 38D | 7089 | 27 10/37(27.0) NS.
. MZPC 8 0 0 8 0/8(0)
Pyelonephritis | cgpc | 11 | o 218.2) 9 2/11182) NS.
(2]
g . MZPC | 16 2(12.5) 3(18.8) 11 5/16(31.3)
| Costitis CBPC | 17 | 20118 4235 | 11 6/17(35.3) NS.
21 Prelonephriis Tmzpc| 8 | o 1025 | 7 1/8 (12.5) NS
Cystitis CBPC 9 111 1(11.1) 7 2/9 (22.2) e
*:P <005 °**:P<00
Table 12 Overall clinical efficacy stratified by type of infection
Type of No. of Excellent Good Efficacy (%) Statistical
infection Drugs cases (%) (%) Poor Excellent+2?ood results
. MZPC| 37 7(18.9 6(16.2) 24 13/37(35.1)
Simple | cRpC| 41 3( 7.3) 6(14.6) 32 9/41(22.0) NS.
. MZPC| 44 3 6.8) 14(31.8) 97 | 17/44(38.6)
Mixed | cBpc| 34 2( 5.9) 7(20.6) "25 9;34(26.5) NS.
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Table 13 Overall clinical efficacy stratified by grade of pyuria

No. of | Excellent . Efficacy (%) Statistical
Grade of pyuria Drugs cases %) Good (%)) Poor Excellent + Good results
.. MZPC 3 |o 1(33.3) 2 1/3 (33.3)
(£) 5~9 cells/hpf | cppc 9 | 101 | 3@33)° | 5 4/9 (44.9) NS.
- MZPC 24 7(29.2) | 4(16.7) 13 11/24(45.8)
(+) 10~29 cells/hpf | cppC | 13 | 156 | sere | 12 6/18(33.3) NS.
(++) 30 cells/hpf~ MZPC 25 2( 8.0) 6(24.0) 17 8/25(32.0) NS
1/2 of hpf CBPC 20 2(10.0) | 3(15.0) 15 5/20(25.0) >
(++) Mare than MZPC 29 1(34) | 9310) 19 10/29(34.5) Zo=2.033*
1/2 of hpf CBPC 28 1036 | 271 25 3/28(10.7) M>C

Table 14 Overall clinical efficacy stratified by MIC of given drugs to causative organisms

Efficacy .
Inoculum MIC No. of Statistical
size (u/m)) Drugs | . os Excellent(%)| Good(%§) | Poor e God results
<o | MzpC | 3 | o) 9(24.3) 19 18/37(48.6) NS
CBPC | 16 | 4(50) 2(12.5) 10 6/16(37.5) S.
Lot Jal 5 MZPC 8 | o 2(25.0) 6 2/8 (25.0) NS
CBPC 7 1(14.3) 2(28.6) 4 3/7 (42.9) -
MZPC | 36 | 1(28) 9(25.0) 2 10/36(27.8)
2100 | cBpC | 51 | 0 8(15.7) 43 8/51(15.7) NS.
MZPC | 27 | 8@9.6) 6(22.2) 13 14/27(51.9)
=25 | CBPC 6 | 2(333) 1016.7) 3 3/6 (50.0) NS
/L - :
MZPC 2 | o 1(50.0), 1 1/2 (50.0)
cells/ml | 50 CBPC 6 | 1067 0 5 1/6 (16.7) N.S.
MZPC |52 | 238 | 13250 37 14/52(26.9)
2100 [ cgpC | 62 | 2(32 |11077 49 13/62(21.0) NS.

Table 15 Overall clinical efficacy stratified by group of infection

Efficacy (%) -
. . No. of | Excellent Good Statistical
Group of infection Drugs cases (%) %) Poor Exodllent + Good results
1st Grou MzZPC| 13 0 0 13 0/13( 0) Zo = —1.79T*
(Indwellinpg catheter) | CBPC 18 2(11.1) 2(11.1) 14 4/18(22.2) C>M
2nd MZPC 7 0 1(14.3) 6 1/7 (14.3) NS.
.8 | (Post prostatectomy) | CBPC | 8 | 0 11125) | 7 1/8 (12.5)
[}
EZ (304 MZPC| 8 3(37.5) | 4(50.0) 1 7/8 (87.5) Zo = 2.342,°
ZE (Upper U.T.L) CBPC 5 |0 1(20.0) 4 1/5 (20.0) M>C
4th MZPC 9 4(44.4) | 10111 4 5/9 (55.6) NS.
(Lower U.T.L) CBPC | 10 110.0) | 2(20.0) 7 3/10(30.0)
= |5th MzPC| 19 2(105) | . 4(L1) | 13 6/19(31.6) NS.
-E.g (Indwelling catheter) | CBPC 19 1( 5.3) 5(26.3) 13 6/19(31.6)
8 |
S |6th MzZPC| 25 1( 4.0) | 10(40.0 1 11/25(44.0)
=5 (No indwelling catheter) | CBPC | 15 | 1( 6.7) 2(13.3; 12 3/15(20.0) NS.
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Table 16 Effects on pyurla
No. of [ Cleared [Decreased Statistioal
Drugl cases (%) (%) Unuhlnged r”“ltl
MZPC| 81 |17(21.0) |15(18.5) 49 NS
CBPC| 75 [16@1.3) [11(14m) | 48 .

EH1Ic UTI HREDEMMMEKC X H WAL THRN
T35 &, Table 15 iwiR+&bh, M1 ¥ Tit MZPC &
SEmouaMizic, CBPC ¥R THIR 22.2% ©
» b CBPC #5802 5 A MZPC - teic e L\ W
A RL, HEEMA (P<0.10) ¥/RL1, M3
Cit MZPC @5 CHRX 87.5%, CBPC #45MT
20.0% THh, MZPC 5803 5 » CBPC 51
HLm\VEHREYRL, HEE (P<0.05) %R,

2) MRNTHHR

IR 5t 2R T 1%, Table 16 L R7T X5 i,
MZPC # 5BV TREKE 17 5 (21.0%), ¥

15 ) (18.5%), A% 49 M (60.5%), CBPC #4p
TIREMIL 16 B (21.3%), AW 11 B (14.7%), &
& 48 OU (64.0%) TAD, PIMMNMTHEELES
Tehvo 1o ) ’ '

ERE, Hr—rrRRONK Wh - RAES, #
EMoMROER, UTI SRR T M LTRNL
7§, Table 17,18 R+ LD, \VFhOMIBIC
BT HLHRANMCAERLBDd > 1

3) MR THHR

MR+ 5282 Table 19 D X 51z, MZPC &
BT 21 B (25.9%), MV TH (8.6%),
WAL 16 BN (10.8%), F 37 BN (46.7%) ChH;
CBPC #5.%% T it itt{t 10 ;1 (13.3%), MP3IH
(4.0%), WMxcft 11 54 (14.7%), & 51 44 (68.0%)
ThHY, MELKETIZ MZIPC BEHOD 355 K,
HEEFE (P<010) ¥ B oo ME{L - MIETIL
MZPC 5D R HE (P<0.05) w¥<h, ¥
72, MtE(L - MPMZEREMAIBE, BOLREE
£ (P<0.01) ¥Bwi:,

Table 17 Effects on pyuria

Ttems Drugs No. of cases Cl(e;‘r)ed Deae“n)sed Unchanged Suhsmltth
- MZPC 21 4(19.0) 1 4.8) 16
 Pyelonephritis CBPC 18 422.2) 21L1) 12 NS
N MZPC 40 1275 | 11(27.5) 18
| Cystitis CBPC 2 10238 | 6143 26 NS
Diagnosis
Pyelonephritis MZPC 18 2(11.1) 3(16.7) 13 NS.
+ Cystitis CBPC 13 2(15.4) 3231 8
MZPC 2 0 0 2
Others CBPC 2 0 0 2 NS.
Not MZPC 49 11(22.4) | 10(20.4) 28 NS
indwelled CBPC 38 10(26.3) 5(13.2) 23
~“Catheter v S188) - A
ZPC 32 188 5(15.6) 21
Indwelled CBPC 37 6(16.2) 6(16.2) 25 NS.
) MZPC 37 %24.3) 3( 8.1) 25
Type Simple CBPC 4 8(19.5) 14.6) 27 NS.
[»)
infection ) MZPC 44 8182) | 12(27.3) 24 ~
Mixed CBPC % 8(23.5) 514.7) 21 NS.
N MZPC 3 0 0 3
(£)5 9’cells/hpf ~ CBPC 9 L1 0 8 NS
o - MZPC 24 11(45.8) 0 13
Grafde (+) 10~ 29 cells/hpf " CBPC 18 %50.0) 0 9 N.S.
A ‘
pyuria | 4y 30 cells/hpf MZPC 25 3(12:0) 3(12.0) 19 NS
)~ 1/20f hpt CBPC 20 4(20.0) 4200 12 >
=2 oy More than - MZPC 29 3(10.3) 12(41.4) 14 :
(HH) 175 of hpf . CBPC 28 27D 7(25.0 19 NS
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Table 18 Effects on pyurla stratified by group of {nfeotion
Group of infection Drugs gz;:f Cleared(%) Dm@%‘)“d Unchanged . ?::3,'::“‘1
. MZPC 13 (A U 7.7 11
1st Group (Indwelling catheter) CBPC 18. L 2111) 316.7) 13 N.S.
‘ MZPC 7 '+ 1(14.3) 0 6
< g 2nd (Post prostatectomy) CBPC 8 1125) 0 7 N.S. )
[-} -
g MZPC 8 3(37.5) 0 5
@& |3d  (Upper U.T.L) CBPC 5 3600 | 1200 1 NS.
MZPC 9 4(44.4) 2(22.2) 3
¢ (Lower U.T.I) CBPC 10 2200) | 20200 6 NS.
. MZPC 19° 5(26.3) 4(21.1) 10
.gg 5th (ndwellingcatheter) | CRpG 19 4(21.1) 3(15.8) 12 NS.
. . . MZPC 25 3(12.0) 8(32.0) 14
25 |6t (Noindwellngcatheter) | (ZEC 15 d26m) | 20133 9 NS.
Table 19 Effects on bacteriuria
Elimi
Drugs | No.ofcases | Eligiasted | Supprsssed | Replacad | Unchanged Statistical results
MZPC 81 21 (25.9) 7 (86) 16 (19.8) 37 (45.7) E:XZ = 3.13,*P = 0.075*
B SR RS, e
= 0.008
CBPC 75 10 (13.3) 3 (4.0 11 (14.7) 51 (68.0) M>C
E: Eliminated, S; Suppressed, R: Replaced
Table 20 Effects on bacteriuria stratified by diagnosis
Diagnosis Drugs g:;‘esof Eli?l9i6n)ated Sup@gs)sed Rt?élél)ced Unchanged Statistical results
.. MZPpPC 21 8(38.1) 1( 4.8) 2 10
Pyelonephritis | cpgpc | 18 | 20111 | 1 5.6 1 14 NS.
Cystitis MzZpC 40 11(27.5) 6(15.0) 5 18 E+S:X5=3.28;P=0.069*
CBPC 42 7(16.7) 2( 4.8) 9 24 M>C
Pyelonephritis | vzpc | 18 | 201D | 0 8 8 E+S+R:X3 = 3.63/P = 0.054*
Cystms CBPC 13 10 7.7) 0 1 11 M>C
MZPC 2 0 0 1 1
- Others cBPC| 2 | o 0 0 2 NS.

FRLTEIILT KR Lo &R, Table 20 @ 7T
EBY, EMsicI\T, MZPC 5B TIZ, BE{L
2.5%, W 15.0% THY, CBPC HEFHTIXRMIL
16.7%, W 4.8% TR - RIRE, THELhER
42.5%, 21.4% <, MZPC HEBDI > 1K<, HE
EFE (P<0.10) %R L7

»7—FARBEOHFE TR LIHE, Table 21 &

FTEEY, »7F—FAEHBATIE MZPC HEFT
Batt{t 36.7%, W 10.2%, #rf 16.3%, CBPC #
LERTiatE(t 10.5%, B4 5.3%, WX 13.2% TH
hIAHALR, B - AR, SHLRELRYMAH
S0\ Fhics\wTh MZPC B 5RMNT<h, BHh
e 2 (P<0.01) %#Twditc, &bk, »7—-71HE
DfEL KELZLTRILCHS, »7 -7 EBR
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Table 21 Effects of bacterluria stratified by catheter
Catheter Druﬁs cNa(;'egf Elir&iz)md Sup E’;g;“d\ Re ;2?“ g;:n‘ed Statistical results
( 5102) | 8163 s |E X =1?§2“ 78"0199“ .
. MzZPC | 49 | 18(367) | 5(10.2 16. Sy =8 = 0,003
Not indwelled | capC | 33 | 4(105) | 263 | 503 27 | E+S:X =R0IP'=0004"*
\ M>C
E+S:X2 =352 P=0,057"
Pyelonephritis | MabC | 13 ?Eﬂg; K X 7.7 3 |E+s i = 4,907 P = 0.025°
Cystitis MZPC 24 8(33.3) | 4(16.7) 3(12.5) 9 |E+S:X% =365 P=0055"
-g y CBPC 25 312,00 | 2080 | 5200 15
§ Pyelonephritis | yzpc | 10 | 2000 | © 33000 | 5 NS.
B oystive CBPC 4 0 0 0 4
MZPC 2 0 0 1(50.0) 1
Others CBPC 2 0 0 0 2 N.S.
MzPC | 32 394) | 263 | 8250 | 19
Indwelled CBPC | 37 | 6162 | 127 | 6162 | 24 NS.
- |.mzec | 8 0 0 1(12.5) 7
Pyelonephritis | “cgpC | 11 oD | 9D .| WD 8 NS.
w
AV MZPC | 16 3188) |- 2012.8) | 2(125) 9
g [ Cystitis CBPC | 17 | 4@3®) | o .| 4235 | 9 NS.
8 -
= | Pyelonephrits | yzpc | 8 | 0 | 0 5625 | 3 NS
Cystitis CBPC 9 1111 | 0 111D 7 -
Table 22 Effects on bacteriuria stratified by type of infection
Type of No. of | Eliminated| S
infection Drugs ca(;eso uzn:;ne up([é%e)ssed Re%g;:ed Unchanged Statistical results
. Mzpc| 37 |12(324) | 1027 | 70189) 17 E X2 =3.97°P=0.046"
Simple CBPC| 41 | 6(146) | 1(24) | 50122 29 +5+R:Ko =39 P=0045
. MzPC| 44 | 9205 | 6(13.6) | 9(20.5) 20
Mixed CBPC| 3¢ | 4(118) | 2059 | 61756 22 NS.

OBTW, BMsTL, MIPC HERDIR S,
CBPC i LBV HEY =L, BEEEA (P<0.10)
?ab'ﬂ:o

¥4, B, BARQPCHTTRE LICHE, BMK
PO 3515 MZPC #5FCifattit 32.4%, WY
2.7%, #7irfe 18.9% T, CBPC HEBT il Bl
14.6%, B 2.4%, BT 12.2% THYH, Bk -
WA CHEZRRE ML FcHET MZPC B ERDIZ 5 AT
&¢h, HEZE (P<0.05) %#ZHic (Table 22),

SRR O By 5% T 5 108 cells/ml 35 X UF10% cells/
ml g0 MIC CRAI L& &, 10°cells/ml #HERs
1z 100 pg/ml Ll E% R LCfER T MZPC 5 FHIH %
R 13.9%, WA *%83% wWxfR222% ThH,

CBPC 5 BTk, ThZh, 2.0%, 5.9%, 13.7% T
Bote BEALE, B RPRTLThy MZPC
B s am <, AEEEA (P<0.10) 22, B
- P EERY ML B, HEE (P<0.05) %
Zarte (Table 23),

5O BRO BEK X DA LIcBE, Table 24
RRTERD, BR () DEMTKRENL - WPRRE
U, Bt - B BERY M 2ET, WThb
MZPC H5HDER 5 BV Ry ~L, H&F P<
0. 05) &%bf:o

UTI Biee o EERERC VB LTRHLLS
4, Table 25 @ &% b, § 3 Bicis\ T MZPC 5%
Tttt 87.5%, WA, BWER 12.5% T
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Table 23 Effects on' bacteriuria stratified by MIC of given drugs to causative organisms
.i?::n}um »6‘1\:/{&) " Drugs gios,e :f Eli?;g;md Sup&rg;sed Re&lzg:ed 3:;1”& S'tnti‘lt'i:cgl results
(e W | v sl |
w s [HEREL L M| N [ e | 3w
. : X2 =3.008* P = 0077
=w | MRS 8| HE0| 48 | D | B BN S g
<55 | Ggec | % | e | 00 | e | NS
20% so |MZPC! 2 | 1600) | 0 1500 | 0 ‘N.S.
cells/ml CBPC 6 106.7) | @ 1(16.7) 4 S
200 | ¥EEC| & | a0 | XiB | g | % NS,
Table 24 Effects on bacteriuria stratified by grade of pyuria
ltems Drogs| No-of E“'(";gjteds“"("%'fj*d Repleced Unchanged Statistical results
(#) 5~9 comst (CEEC § | XG0 |0 | S 4 ns
oo |8 0mmtener JBEC 2 [ (2031288 | 1
ms | (+4) Rleel WZPQ 25| S0 | 120 70| 10 NS.
et MG B |TER[50 | FSVRATRE R v

CBPC 5B Cizpat{t 161 (20.0%) THP, EXR
REbicind, BE{LR T MZPC #ERDIZ5 H K<,
FEEEG (P<0.01) ¥R L, HXRXAUAETIX
MZPC £ 58 DIz 5 CBPC ¥ E Bl LER (P<
0.05) EVWEEE R L

RWC, BEHO RPMEEARRERFEETH S
1002 /ml %3 ) 104ml RBIBP LIcb O HL & ¥
E77% FDA ¥ ¥ UTHE LAt Table 26
ER$T &b, MZIPC # 5 5 0 FHRIL 49.4%,
CBPC 58 Ti220.0% TH b, MZPC 45 HOH
RN KL, ThHTHLLEAEEZE (P<0.001)%
Bwdi,

¥, »7-7AEAROBETRILRNTSE, »
5 —F L IEHBEET MZPC B EHDR 5 1K WBHREY
AL, gbHTHLMLEEE (P<0.001) i,

4) MEFHHR

BABRRMALEHT, £0KEKE (MZPC 55 131
¥, CBPC #53 113 ¥) B ¥E L ME¥meR
% Table 27 TR L7

Y, 254 L LTOBEHARY A5 L, MZIPCHE
L Tid 58.0%, CBPC #5 BTt 41.6% T MZPC #
R0 5 1%L, FEE (P<0.05) 2@l

GNB £{kic o\ Tix, MZPC ¥ 5RT O MR 2
54.5% ThH, CBPC #EPETiX 36.7% T MZPC £
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Table 25 Effects on bacterlurla stratifled by group of infection
Group of infection Drugs L?.‘;f EHT%M'SW?%M R"(’%‘d Unchanged Statistical results
1st Group MZPC| 13 |0 0 4(30.8) 9 NS.
(Indwelling catheter) CBPC| 18 |3(16.7) |0 3(16.7) 12
5 2nd MzZBC| 7 [1(14.3) |0 1(14.3) 5 NS
B (Post prostatectomy) ~ [CBPC| 8 (0 1(12.5) [1(12.5) 6 "
2
- 2 14> Ju +
3rd mzec| 8 (7875 o 1028 | o | EEFSXez3seR=0064
& | Wpper U.T.) care| ¢ [0 o el I E+5+RX5=6107P=0014*
& >C
4th MZPC| 9 [4(44.4) |1(11.1) [1(11.1) 3 NS
(Lower U.T.L) CBPC| 10 |2(20.0) |0 1(10.0) 7 :
<| 5t MZPC| 19 (3(15.8) [2(105) [4(21.1) [ 10 NS.
.g.g (Indwelling catheter) ~ [CBPC| 19 |3(15.8) |1( 6.3) |3(15.8) | 12
]
SE 6th MZPC| 25 |6(24.0) 16.0) |5(20.0) 10 NS.
v (No indwelling catheter) [CBPC| 15 |1( 6.7) {1( 6.7) |{3(20.0) 10
i t
Table 26 Effects on bacteriuria by FDA method Fig. 10 Improvement of symptoms
Dey 3 Dey &
No. of |Effective| Not Statistical Sypiens lepocam ruie (%) [STT"  lprerment cte (%) —
Ttems | Drugs | c,c0s (%) |effective| results Lo ‘;L']f:ﬁ Lo _8_» %
Ferer 7 .
MZPC | 81 |40(494)| 41 |X2 o > 2 -
All cases =13469°°*  Pollatimaa| "< QU4 ' u'(@ e
CBPC 75 | 15(20.0) 60 M>C Pin e \fbm " o E.)m' s um
12 Mzec| 32 |10619)| 22 I Y] R
[3] residual wrine Al s a3 s
§ |3 NS. VA EXE XL
§ 2|cBPC| 37 | 70189)| 20 we |4y, T Y N
‘B | Zmzec| 49 “|3o6r2)| 19 (X2 — zec
g = 12.454000 === CBPC
S2(CBPC| 38 |s8@eLD| 30 [M>C

Efoiz 5 CBPC 5B LEL, HEX (P<
0.05) 7, ¥1-, GPB £ Tix MZPC 58T
DOWERIL 79.0% T, CBPC 58T 73.3% Th
hERFIRMTEREZIZED LR o1

FTEEENCHEARY LB LTRSS E Ecoli Tl
Tit MZPC 5B Cit 84.6% Th b, CBPC #¥50
Cix 33.3% THbH, MIPCBEFHDIZ5 2 EL, BE
2% (P<0.05) % ¥ o % I, Proteus, Klebsiella
pneumoniae, Pseudomonas aeruginosa (% LT {H%
it MZPC B EHOR S HPPHVERYRLTW
B, WTFhLERZIRD e o1,

5) R#E IUCARERCHTHHR

EBEBCHETHLELORDILOXERE, RER
Y BT B IERIETEIR Y B K3t L, Fig. 10
FTikh, BEMEBE3IER, 6 RHOWThORA
EEWTh, ThPhOEROBEEC, WEARMET
HEERBHOhih ot

5. FAHECIDIHE

1) 2BAKE

FBEI A O ERTIT - 7o FEEEHEIL Table 28
IKRT X 51 MZPC #¢ 5.5 84 b, ZHHE 17T A
(20.2%), hSEH®H 19 f (22.6%), BEXF 226
(26.2%) T& b, CBPC # 5% 80 gk, EHH 13
Bl (16.3%), hBHE 3 20 B (25.0%), EEEIF
13 fl (16.3%) Th-tz, BENFU LEHEILL
LI, Th¥h 69.0%, 57.5% T MZPC #&5KD
135 D Fh o 7, AEERBDLhith -t KIS,
PT—TLBROFRTEILEN LR, »7-7
AIERR O FERic L, MZPC 58 T+ EhaEE
i (P<0.10) #Fadte,

2) BmELRLeH

BERTHE, @4 0EMICOWTEIERER, BKKR
ARBORFEDEH CRER L TEREIRE LA
KR OBHER LMD\ Tid, Table 29 kxRt iED
'C'bbo
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Table 27 Bacteriological effects

Drugs MZPC " ¢BPC -
No. of |Eredionsed Statistical results
0. of radicate No. of |Eradicated
Isolates strains %) Persisted | % (d%) Persisted
E coli 13 |u(se) | 2 12 | «x:3| 8 | P=0osM>C
P. ‘mirabilis 5 4( 80.0) 1 1 0 1 N.S.
P. vulgaris_ 4 3( 75.0) 1 2 1( 50.0) 1
_P. morganii ] 6 45 66.7; 2
P. retigeri 5 4( 80.0) 1 5 3( 60.0 2 N.S.
P. inconstance 3 1( 33.3) 2
Proteus spp. 1 1(100.0) 0
K.pneumoniae 15 7( 46.7) 8 20 5( 25.0) 15 N.S.
Klebsiella spp. 3 1( 33.3) 2 4 3( 75.0) 1 N.S.
Ps. aeruginosa 17 7( 41.2) 10 18 6( 33.3) 12 N.S.
Ps. cepacia 4 3( 75.0) 1 L4 1( 25.0) 3
Ps. maltophilia 1 1(100.0) 0 4 3( 75.0) 1 NS.
Ps. putida 1 1(100.0) 0
Serratia 17 5( 29.4) 12 12 2( 16.7) 10 N.S.
Enterobacter 11 3( 27.3) 8 4 0 4 N.S.
Citrobater 7 4( 57.1) 3 2 1( 50.0) 1 N.S.
Other GNB 7 7(100.0) 0 2 1( 50.0) 1 N.S.
Total 112 61( 54.5) 51 98 36( 36.7) 62 P=0.013'M > C
S.- aureus 1 1(100.0) 0
S. epidermidis 1 1(100.0) 0
Str. faecalis 18 14( 77.8) 4 14 10( 71.4). 4 N.S.
Total 19 15( 79.0) 4 15 11( 73.3) 4 N.S.
Grand Total 131 76( 58.0) 55 113 47( 41.6) 66 P=0.015"M > C
Table 28 Final global improvgment rating judged by doctors in charge
No. of| Markedly Moderately Mildly Unchanged| Aggravated| Statistical
ltems Drugs | ces Improved(%) | improved(3§) | improved(34) % (%) results
MZPC | 84 17(20.2) 19(22.6) 22(26.2) 26(31.0) 0
All cases NS.
CBPC | 80 13(16.3) 20(25.0) 13(16.3) 33(41.3) 1(1.3)
MZPC| 49 | 15(306) 11(22.4) 13265 | 10204) | 0 Zo = 1915
. | Not indwelled M>C
% CBPC | 39 5(12.8) 11(28.2) 9(23.1) 13(33.3) 1(2.6)
3 MzPC| 35 | 259 822.9) o257 | 16457 | 0
O NS.
Indwelled
CBPC | 41 8(19.5) 9(22.0) 4 9.8 20(48.8) 0
Table 29 Overall safety rating judged by doctors in charge
s Treatment continued Treatment .
Drugs }:\Iag.eso f X[S}ﬁ?%) discontinued Statllst;l cal
Mild ADR(%) |Moderate ADR(%) | due to ADR(%) | Te!
MZPC 98 94(95.9) 1(1.0) 1(1.0) 2(2.0)
N.S.
CBPC 102 95(93.1) 4(3.9) 1(1.0) 2(2.0)
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Table 30 Global utllity rating judged by doctors In charge
Drugs lgggegf \Y:e% (%) Useful(36) sl.':ft'll(v%) Useless(%) | Undesirable { Unknown f::gl!“ﬁcal
MZPC 98 16(16.7) 27(28.1) 32(33.3) 21(21.9) 0 2
NS.
CBPC 102 14(14.1) 30(30.3) 30(30.3) 25(25.3) 0 3

T2 BRI L] 2 MZPC $y45.8¢C 98 fch 94 1
(95.9%), CBPC #r&£.8¢C 102 fdh 95 4 (93.1%) ¢
Botzo TRED SRS RICEA CHaffkket] 1%, £
hxh 26 2.0%), 56 (4.9%), TRIfFACHME
Ik, ¥fcixpledREE o] LHBEIRLLORX, |
EFpEL L 20 2.0%) THY, HERARMTHEERR
B bhileh ot

3) HAK

RER, BIFRER, BRKKEHEORKILEYHR
LTERELHE LI-ERAEFO R BV TOIE
ix, Table 30 K;RT &3 h MZPC £ 52% 98 FiF¥E
DicShi-Did 96 FIT, WHTHA 16 #| (16.7%),
B 27 41 (28.1%), ®°HA 32 fl (33.3%), &A
21 1 (21.9%) T& b, CBPC 5T, 102 fihy
FEDOHLERI-LDIL 99 fIT, WHTHA 14 6l (14.1
%), HA 30 §] (30.3%), **HA 30 f (30.3%),
4R 25 B (25.3%) ThHoto PORALLEZHES
& MZPC #59%C 78.1%, CBPC 50T 74.7% T
»Y, BEAFBTHEZIBD LI o1,

6. ®EEAR
1) EIfeRER

BEx @Mz MZPC #5652 98 4, CBPC # 51
12 ThHotco 2D 5D, BIFRERD R LI ER
i%, Table 31 wRT X 5ic MZPC 5B 46 (4.1
%), CBPC 5Bz 58 (4.9%) Bwbhiehi, th
SEIERERD BB CHEABM THEELBH
Mmaoilse

BIfERERD RBEHH T 25 L, MZPC 581 T6
# (6.1%), CBPC 5B T 54 (4.9%) THh -1 Bl
YERERDOARIE, MZPC 5N TRRES 44 (RB 3
H, RER14), RB14, BK14THD, CBPC &
EHTCIIER, |\, BN OEE AKX ThER
1#43F2oZ D bhils
- ieds, BWFREERK X 28 5H LMz MZPC H 58
T20] (&2, RK%& 14D, CBPC #EHT24 (8
&, BHE16D THH, WTFhifbdbik, Eon
%k Lo

Table 31 Side effects (symptoms)

Drugs MZPC | CBPC Statistical
e I
No. of cases 44.1) | 549 | NS
with ADR (%)

No- of incidence | 66.1) | 549 | NS

Skin rash 441) | o

Drug fever 1000 | o0

s Nausea 1.0 | 1.0

§

E- Vomiting 0 1(1.0)

o Headache ] 1(1.0)
Vascular pain | 0 1(1.0)
Stomatitis 0 1(1.0)

2) BERREMAOREER

BKREMO REERL Table 32 K ZRTX 5K,
MZPC £ 5B THAMEKMKD 1.1% (1/95 §), AMmEKRMK
P 1.1% (1/95 f), ~= /e € HET 1.1% (194
B, mMREMY 1.2% (1/83 §), GOT LR 2.2%
(2/89 #1), GPT LR 2.2% (2/90 f%) », CBPC #t&
BT, FMEKY 1.0% (1/99 H1), GmERMD 2.0%
(2/99 B), ~=tr 2y , MEET 1.0% (1/98 #), ~
€78 EVEET 1.0% (1/99 f), m/h&R¥Ey L1%
(1/89 @), GOT L8 3.1% (3/96 ), GPT L%
3.1% (3/98 §1), ALP LR 2.2% (2/91 f), BUN £
7 1.0% (1/99 #) 2AZ@bHhts,

ThORMEHORBRRC OV TRARANMTHE
ERBH LRI -1

IV # %

BV R ERIE I, RO ABIBECHRBCRE
FRLLTWBHIbE —RICI BEET S50 S
Vo BEED 77 ABHRE, & {12 E.coli, Klebsiella,
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Table 32 Abnormalities of laboratory findings (all cases)
Troms Drugs Mases | Mool et | Ty | St

RBC CBPG H i Vesin | NS

e | mE | N

I s % P S | ws
H]

Flw e 5 o

Placles Cabe & i vean | NS

§| cort CarC % 3 Yossn | NS
1

gl oceT | 2 oy | s

Flwre | e | g e |y |

R e e | e

Bl [ wE | 8 o |umg | s

* Clearly or possibly related to drug and unknown were included.

Proteus 134, BiL Serratia, Pseudomonas 0 3§hn
NEEIRTV 5%,

DX BBERBBRIECH Y IEROARITIZ
ZLWV b opipptean,

SE, BRAZHLIBARIhI-EEAR =) V%D
HEMETHD MZPC OFHE, LL&EXEBROCH
s _—EEREC I IBRPETL-1

ML ABE BN RRRIE & L, AR ER I
CBPC # AN, HEEED BIR, HBEHRO HEX
UTI &0 LD RE R U 1o

AHEBEOERBAT Y HEARM CHERHN LICAH
BB hieh o CORER, RAREOEFRK
KRED e, HEWTETHD EEL LRI,

LEFD £FMEAB T BEAFEO HRY HETS
t, BABKSHR CORREL, MZPC HERT 37.0
%, CBPC ¥ 55T 24.0% Th b, MZPC BEFEDIZ
SRETFEL, AREERLRBD I, MERCHTH%
RTi, MZPC #5HOBMLRIL 25.9%, KBHAL,
BARiz 34.6%, BRREHED L 54.3% THY,
CBPC #yEgtcit, Fh¥h 13.3%, 17.3%, 32.0%
b, WEhoSETH MZPC BE5HDIZ 5 AEL
BRETRL, BHEACRTHEEEEAY, B - Blds

IV hicEBEREMLICOET, LLCHEZEZED
too RRIST 588 T, MZPC #5800 EELER
21.0%, E#{L - 3%#&ER 39.5% ThbhH, CBPC 58
TiX, Th¥h 21.3%, 36.0% TEEAHEOLEC
BFREXTEDILI) -1

MEREMYHRE TR, BOMHARIL, MZIPC HET
58.0%, CBPC 5P it 41.6% TH b, MZPC # 5
Bor5 " ARCEVCHAEYRLI,

FEEHE TR LIS, Table 33 ZRT&%
b, MZPC #5035 BBV R ERL, FEEDOR
Bdhhtc HB, RABRKHRTWE, »7-713ER
& AT -—TAEBBOBEEL BROBE (),
UTI GEFREREIETHY, MERCHTIHET
X, »7—-7AEEE, BB, BROBE (),
HBEEH x5 MIC (10° cells/ml BfE) 1 100 pg/
ml Ll EDfEF, UTI RBFRBHS 37, FDA HETD
#» 5 —F L IEABOFEF T MZPC #E5REDIZ 5 HE\
HEHREEYRL, FEEY DD, ¥, FEEFEANE
»HLRCEB, BEBRKHRTE BERERX »7 -
7L IERB OB S T MZPC RERDIZ 5 K BVER
¥R, UTI KRFRENE 13T, CBPC &5HD
BB EYRY TR LT W, MERCNTIHET
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Table 33 Summary table of ‘the results of statistical analysis
o] G | g | Pen | Bt | onYe | Gae | G
Items Stratified Effloacy yurls scteriuria by FDA Charge Chrge Charge
E M>C'
All Case M>ct NS, |Eys M3C | M>C NS, NS, NS,
Pyelo-
nepheitla M>C* NS N.S.
Cystitls NS, NS. E+4S: M>C*
O
Pyelo-
nephiile + NS. NS. E+S+R:M>C*
Cyatitis
Others N.S. N.S. N.S.
Tatho I M>Ce
Not Inc. M>Ce NS. | E+s  M>Cee| M>ce M>c
Catheter éwa:l:xl F4+84+RiM>C
atheter
Todweling NS, N.S. NS. NS. NS.
Pyelo- E+S:  M>C*
nephritis M>c E+5+R:MS>Ce
Catheter Cystitis M>C* E+S: M>C*
Not Pyolo-
Indwelled nephritis + N.S. N.S.
Cystiuy
Others N.S. N.S.
Pyel
neph‘r’;ﬁ! NS. NS.
gl:iwzlled Cystitis NS. N.S.
Pyelo-
nephritis + N.S. N.S.
Cystitis
Simple N.S. N.S. E+S+R:M>C*
Type of .
Infection
Mixed NS. NS. NS.
(£) NS. N.S. NS.
Crade of (+) NS. NS. N.S.
WBC in
Urine (+) NS. NS. NS.
E+S: M>C*
(++) M>C*® NS. EreRiMSCoe
s25 NS. NS.
MIC in
10% cells/ml 50 NS. NS.
2100 NS. NS.
=25 NS. NS.
MIC in
10 cells/ml 50 NS. NS.
= =
Z 100 NS. E4s:  M3Ge
E+S+R:M>C*
1 st Group C>M* N.S. NS.
2nd NS. NS. N.S.
. E: M>C*
Group of 3rd M>C NS E+S+R:M>C*
Infection
4th NS. NS. NS.
5th NS. NSS. NSS.
6th NSS. NS. NSS.
M: MZPC *: P<0I10 E: Eliminated FGIR : Final Global Improvement Rating
C: CBPC }}::gg? S : Suppressed OSR : Overall Safety mu
s © B S 0001 R: Replaced GUR : Global Utility Rating
: N



VOL. 28 NO. 10

CHEMOTHERAPY

i3, MBEYS, BIBtH EWEWROHRMN, »F—-F43k
FROVNERS L X UBMHE T, \TFht MZPC #4
BORSAMUHDRLTE L, £O4M, WA LLAB I
0Tk, WTFh P ARANMOBRIRI-ERELE
Do e

FHREK X52UBBWEHE 20Tk, 2 UM
PEE HEX hicb Dt MZPC 5B Cik 69.0%,
CBPC #y&5B¥CI2 57.5% T, MZPC ¥ 58Dz 5 i
PEHOCHERLRULICY, HRBR Nt #F-F
VTEROHEETRNTHE, AT - TFAERBOERNT
MZPC B 5RO 52 g\ - FWEY KL, HEBET
RO, BELLECHTIRM Tz, £<BIfFAR
LEHEZh - b DI, MZPC 58T 95.9%, CBPC
BEBTIE 98.1% THH, HEARMCIZRERET
b, BAMEKTIRE TR, LPHRMLELFES
hi=b DIz, MZPC #5453 T 78.1%, CBPC 45K T
2 74.7% THH, REARMTHEZIRDLRIEN
o'f:o

B, SHEERBRRREYNRE LTRES WK
RRTOX=) Y REFOMREL D L, REEKY
Bof%Riz, CBPC T 27.4% (32/117 f1)'?, Sulbeni-
cillin ¢ 42.9% (21/49 fD® L WEXT hTWw 3, &
E, R4OB-RELiz, RERH, BERWRRTRY
RENDDZELEL LR, —RIZHBIZ TRV,
MZPC oF%E 37.0% (30/81 f) it hbD BRI
BB ELBLTEWLDTHEEELLRD, X1,
MZIPC D4 E#H DR Y 55 & (W BHE RS RS
EenTaERIT 44.4% 32/72 ) THH, ETH
WESTHBH, EHULERRATHD LEE 2D,

ElffBiz D\ TAh3 &, MZPC 5B 1 5 BIfE
BERORBERIT 4.1% (4/98 f) TLEEH"DHE
D 3.3% (17511 f) LRERETH -7 1o, K
REMBOREE®ICOVWTH, HBNHEFETHD, &
RicbourZdsohichsis

SERNR LS TBREDERATFINO AL S
K, B4&%E ERYEREBERLISLOLEN ST

ek, ARRBEAOPRY, REEDOE
RATHDLEALR, LMBRCHTIHNREN
M%&¥ET CBPC it L, AR T Sh TV &Mk,
P B BRED R LW AR OW KA THD L X
A&,

X .3

1) BAY £1353 (Mezlocillin) ® 3, -4 =/ R
(%), 1976 (personal communication)

2) MEZTGER, K.: The antibacterial activity of a
new broad spectrum penicillin ; Mezlocillin.
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5) BAMNK— WH X mHR ¥ RREXHH:
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6) ABIEH:UTI FRLRHWMEROKE KT 2
W, #25 HAKLEREFLRAEXIMES,
1978 (W70

7 avie-7-FAL: RKYFM A7 »BH
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8) MKENAM: MREFRELEL T, 7 AEHR
W, HXEEK 35(3) : 21~25, 1977

9) XMIEH, MHMk, MEAKRT, B X: 8L
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FEF 31(7) : 12563~1257, 1976

11) MAKBEAR : MREOKR L HERNOHR, B
L 4R 66(3) : 361~364, 1978

12) WESEN, fi (14 HEEL : M BM K REEERIE
e+ % piperacillin & carbenicillin © ZEK&
REC X 5HRO LK, W R RCE 23(7) : 713~
742, 1977

13) AWK, fib (15 K& : Apalcillin O BMHER
B M 30 5F 1o 5 3 5 B R BE{fi— Envelop method 1o
X % Sulbenicillin & © L& RHAM—, Chemo-
therapy 26(6) : 794~818, 1978
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A MULTI CLINICAL DOUBLE BLIND COMPARATIVE STUDY
OF MEZLOCILLIN AND CARBENICILLIN ON THE TREATMENT
OF CHRONIC COMPLICATED URINARY TRACT INFECTIONS
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Sercr TsucHipa and Osamu NisHizawa
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Yosuiro TAKAHASHI
Department of Urology, Fukushima Medical College

Koicur DecucHi
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In order to evaluate the effectiveness and safety of mezlocillin (MZPC), a multi clinical double blind
comparative study against carbenicillin (CBPC) was conducted in patients with chronic complicated
urinary tract infections. The patients were treated for 5 days with a dose of 2g b.i. d. of either
MZPC or CBPC i.v. Total 203 patients were entered into the trial. Out of 203 cases, the comparison
of the efficacy judged according to the criteria prepared by UTI Committee was made for 156 cases
(MZPC ; 81, CBPC; 75), whereas the comparison of the safety and utility judged by attending doctors
was made for 200 cases (MZPC ; 98, CBPC ; 102), and of improvement judged also by attending doc-
tors for 164 cases (MZPC ; 84, CBPC: 80).

Having no significant differences in the various background factors of the patients between the MZPC
and CBPC groups, the two groups were judged to be comparable.

Comparison between the two treatment groups was made in view of the over-all clinical efficacy,
the efficacy on pyuria and bacteriuria, bacteriological responses, improvement of subjective symptoms,
the final global improvement rate, usefulness, and occurrence of the adverse reactions to the drugs,
and the following results were obtained.

1) In the comparison of the overall clinical efficacy, the MZPC treatment showed its efficacy rate
of 37.0% and the CBPC treatment of 24.0%), indicating a trend of superiority of MZPC over CBPC.

In the comparison of the effect on bacteriuria, the elimination rate with MZPC was 25.9% while
13.3% with CBPC showing a tendency of superiority of MZPC. However, the trial showed a sta-
tistically significant superiority of the MZPC treatment to the CBPC treatment when elimination rate

and decreasing rate are combined as well as when elimination rate, decreasing rate and also replace-
ment rate are jointly judged.
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2) Bacteriological responses, i.¢. elimination rate of isolated strains, were 58.0% with MZPC
treatment and 41.6% with CBPC treatment. The difference between the two groups was statistically
significant. When stratified with species of isolated strains, MZPC showed superior activity against
E.coli to that of CBPC.

3) In the final global improvement rating (FGIR), overall safety rating and usefulness judged by
attending doctors, MZPC treatment showed a superior tendency to CBPC in the item of FGIR stratified
by catheterization. There were no significant differences between the two treatment groups in the
other categories.

4) Adverse reactions to the drugs were noted in 4.1% of the patients of the MZPC and in 4.9%
the CBPC treatment.

Incidence rate of adverse reactions showed no significant difference between the two groups.

The aforementioned results justify to conclude that MZPC is a highly useful and safe drug for the
treatment of chronic complicated urinary tract infections.



