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#1 cephalosporin RIESFAIEHF cefamandole sodium (LLF CMD L lg3) D 8E#EME FRIE RG 2y
T2 LORLE X EBRINCIHET 5 BT, cefazolin sodium (LI'F CEZ LBg3)
PIRIEE LEEREC X5 HERHZT o, MAIL b 1@ 1.5g # 1 H 2E5 HfE one
shot #E Lic, BEBESESRIL 273 HIT, 5% CMD #5455 102 4, CEZ #55 100 # iz >
WT UTT ZERRHEEREIC G » THEERT, UTORBRERBL.

REEKGRE, CMD RERTIXESR 15 ) (14.9%), F% 33 #I (32.7%), EXH+HERHH
1% 48 B (47.5%) Thotco CEZ BEBETIX, %% 18 H (18.0%), K% 25 #l (25.0%), &
B+HRH 43 B (43.0%) ThH, EPHRI IVEPDRCIIHEEFBRECAEZTZZTD bhich
oo LAL UTI REFRBE 6 B (7 — 7 VBB RARLRHA) s\ T CMD #5813, CEZ
BRERIVAERCHVWESRLMERGE,ZBD O (P<L0.05),

BROBIFA S X CHBERREBOREERBHEE L CMD H58MNE « 7.2%, 4.8%, CEZ &
SR 5.3%, 8.1% ThY, MEARMCAEBRZIAD O ole ThbOEIERIEHEIEHR
HLdnThi—BHT, ERAZ1AIRDORE T, L kb D, CMD i 28HHE R RS

IERRTHWREEL LT, CEZ AN, IVADHOR, RELEHLEELbhT,

% £

CMD ix, *%HE Eli Lilly #CH L BRI hic k5t
F cephalosporin R¥T4EMHE T, Fig 1l i© & T
BREET 5,

A7 7 ABYRE S X0/ 7 ABRBECH L THW
HEAXEFLTx D, & &, Proteus, Enterobacter
B XV Citrobacter et L Tit CEZ 2 ma» & THREK
O cephalosporin FRFEHIC LB L TEL T <hicih
ENERTERESATOL BT,

FEAXBEFELH»CRIR Eh, BEBCHAL L
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Table 1 Collaborated clinics

Department of Urology, Sapporo Medical College
(Dr. YOSHIAKI KUMAMOTO, Dr.AKIRA NISHIO, Dr. MASAFUMI MIYAKE)
Department of Urology, Sunagawa Municipal Hospital
(Dr. SHIN-ICHI MIYAMOTO, Dr.TAKAHIRO TAMIYA, Dr.KEIJI TAKATSUKA)
Department of Urology, Akita University School of Medicine
(Dr. SEIGI TSUCHIDA, Dr.KIYOSHI ISHIKAWA, Dr. TAKASHI SHIOYA)
Department of Urology, The Jikei University School of Medicine
(Dr. TOYOHEI MACHIDA, Dr.SHOICHI ONODERA, Dr. TAKEJIRO OKAZAKI)
Department of Urology, Tokai University School of Medicine
(Dr. MASAAKI OHKOSHI, Dr.NOBUO KAWAMURA, Dr.KEISHI OKADA, Dr.SHINICHI
AOKI, Dr.YASUHIDE MURAKAMI)
Department of Urology, School of Medicine, Kanazawa University
(Dr.KYOICHI KURODA, Dr.MITSUO OHKAWA, Dr. AKIRA OKASHO, Dr. SHOJI HIRANO)
Department of Urology, Takaoka Municipal Hospital
(Dr. SUSUMU EJIRI, Dr.MATSUO ORITO)
Department of Urology, Tonami Welfare Hospital
(Dr. AKIRA KOJIMA, Dr.SHOICHI KAWAGUCHI)
Department of Urology, Fujita Gakuen University School of Medicine
(Dr. YORIO NAIDE, Dr.TAMIO FUJITA)
Department of Urology, Hiratsuka Municipal Hospital
(Dr.KEIZO SUZUKI)
Department of Urology, Shizuoka Red Cross Hospital
(Dr. KENJI NIIMURA)
Department of Urology, School of Medicine, Kobe University
(Dr. Joj1 ISHIGAMI, Dr.TOSHIHIKO MITA, Dr.SANTARO OHNO, Dr.0SAMU TOMIOKA)
Department of Urology, School of Medicine, Tokushima University
(Dr.KAzUuO KUROKAWA, Dr.NOBUO FUJIMURA)
Department of Urology, Hiroshima University School of Medicine
(Dr. HIROMI NIHIRA, Dr.SUSUMU MAEHARA)
Urological Clinic, Hiroshima Prefectural Hospital
(Dr. MITSURU FUKUSHIGE, Dr.TAKASHI KUME)
Department of Urology, School of Medicine, Kyushu University
(Dr. SHUNRO MOMOSE, Dr. JOICHI KUMAZAWA, Dr.SEIICHI NAKAMUTA, Dr. ATSUSHI
IGUCHI)
Department of Urology, Sanshinkai Hara Hospital
(Dr. SANSHIN HARA, Dr.TAKAHIKO HARA, Dr.KAZUSHIGE NANRI,
Dr. AKITO YAMAGUCHI)
Department of Urology, Kyushu Koseinenkin Hospital
(Dr. TETSUO OMOTO, Dr.KENJI ITO, Dr.NORIYUKI KURODA, Dr.TETSURO TAKESUE)
Department of Urology, Hiroshima Red Cross Hospital
(Dr. HIROSHI HIRATA, Dr.HIROSHI KURAMOTO, Dr. MASAO OHKUSU)
Department of Urology, Miyazaki Prefectural Hospital
(Dr. TAKESHI NAKAYAMA, Dr.SADAMU HIEDA)
Department of Urology, Kurume University School of Medicine
(Dr.KosAKU ETO)
Department of Urology, Faculty of Medicine, Kagoshima University
(Dr. KENICHIRO OKAMOTO, Dr.YOSHITADA OHI, Dr.TAKASHI KAWABATA,
Dr. TOSHIHIRO GOTO, Dr.MICHIO OBATA)
Division of Urology, Saga Prefectural Hospital
(Dr.KENICHI JINNOUCHI, Dr.YASUNORI MAEYAMA)
Department of Urology, Gifu University School of Medicine
(Dr. TSUNEO NISHIURA, Dr.YUKIMICHI KAWADA, Dr.YOSHIHITO BAN)
Department of Urology, Toyota Hospital
(Dr. TATSUO Dor)
Department of Urology, Toranomon Hospital
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(Dr. TOYOKAZU SAITO)

Department of Urology, Kanto-Teishin Hospital

(Dr. YOSHIO IKI)

Department of Urology, Mitsui Memorial Hospital

(Dr. YOJI NISHIMURA)

Department of Urology, Tokyo Kyosai Hospital

(Dr.ISAO SAITO)
Controller

Department of Clinical Pharmacology, Medical Research Institute, Tokyo Medical and

Dental University
(Dr. AKIRA SAKUMA)
Bacteriological Study

Department of Bacteriology, Gifu University School of Medicine
(Dr. SHOICHIRO SUZUKI, Dr.TAKAYUKI EZAKI)
Institute of Anaerobic Bacteriology, Gifu University School of Medicine
(Dr.KAZUE UENO, Dr.KUNITOMO WATANABE)
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B, 3 XOFFORARGRRD B L In - E, ©
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RE L1,

EHoSERBZ, EHOHNTENLLRIGEET
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WTEN FHEETRAMCEE L TiT o 7o TRER
T b, BENGEMFRCHE LAEEAICOWTHE
BCEBRAREYToTco ABRARDOIEIZ, WAL D,
AT A HEERZEEC RO DHRBRECHE - T,
B. subtilis ATCC 6633 ¥ BEH & Li-ABFERER X
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3. #EHEK

EHO®XEREZ, EHBESORFCE-T, MAlL
P1IE1 A TARERAER 20ml 2R L, 182
[, Bi& & 3 /I kAT T one shot ik Lico

BEEOBRER, CEZ ORACKT 5 HE5EEN EF
1~3g THHC L, CMD om+iEE 1 CEZ cit L%
ME L, MmeEpRgRE S E v 2, RE, RPEERS
, LicA->TRFERES CEZ XhEmwTE, &
OHBEHOETE CMD 28 CEZ k b #Eh TW5HRE
P 55N, SBRMTIIITEUL VAT L, Tk R
2 3L » TfT» 7= CMD o pilot study @ B 2 b
CMD 1[d 1.5g, 1 H 2[E® one shot ik TIEMHEHE
MRBRGIEC T AR ERLUNHER IR &,
X homEE bRIED1E 1.5¢, 1A 2E(1H 3g)
#E L Lo

PRI 5 AL Lichd, EEAEIEROHER,
fER, RIS OBEAR ELIBATI, EHRED
IR CRERRETED L L,

4. EERBHEOFIE

BB ME R X ABHROHE LG, BEBAER
}IO5 AMIDOEERTRAR, BIR, REEZTV
BRIAERE2ISEL T5 UTI M (F1
MR)ME X » THRIRBROHE R T - 7o R UL E DR
FERIVBROBEDOSES UTI ERHPMELE (58
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Fig. 2 Criteria for clinical evaluation
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FMEENHROHE L, BERRALEDT, &
BEEKBECHEELRFROVThMCHEL, chy
WREFMENAERL LTHET L, TOBE, BEMC
D LRIEMAN, BRERCEDOh ko Ed
ML, BEMEDONRICEELR UEMEN, B
BT bBRDORIGHA I, BHBIR S L HE
Lo

5. BisHE

BREBREIIC L O UH0¥ O X 5 kEEHREYE

», HRHUTEERLT, TOWThMCHEYETS Lyz
UciERIE, Bi%EAIE U CBEERSEDHEIZThio o
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. BEEBAMGEE E i, RTRORR(ANEREK), F
%E(ﬁﬁ ) M Thh T oW ER
ii. BEDRENREDHIITITHR T\ EH
iii. FEBER D REI NI - T ER
iv. BIffOISEEIFIE S icER
V. BFTHF— =2 — FAHH I ES
vi. BRDRCEE LD LD LI BEFNGH IR
T fER
vii. ZOfh, BHRUBEBELH % & RBDIFEH
ek, BRI, Bi% s X OCBESROHE I REHEE
(FEHEL), =V rr—5—(EAK R)KLU840
WRPEE (BAE—, WffEX, ALES, =08E,
BBR%—, KIFFRE, WHEZEE, K’ HA) »6R5%
BHERRETHWT, F—3— FEHINCT 1,
6. MIC oflE
BRI S SR B, TRUKEAYEY
HHEDFEES L UMK ERBRAER T o\ CHH
CHEREL, CMD & CEZ & MIC % fI&E L, ME
BERAACEREFSEERC R, EEEE 3 100
cells/ml %s X 0% 10%cells/ml @ 2 BB L L, KAIBE
1% 0.2~400 ug/ml @ 12 PEEDOWTIT» 10
7. BB
BEMEERIEABERL, EIfFARRE LLEAR
&, XOER BE, RBB, Flk, LAERIVES
TnEBBE L,
¥le, #EAM3AUAR I V®REE 3 BUAKR, T
DERBRERT, EFHOBEKREMECRIETHEYR
%’J‘ L‘/’Co
i. Mm#HEZE : RBC, Hb, Ht, WBC, COOMBS’ E#K
s
ii. BFH$#E : S-GOT, S-GPT, Al-Pase
iii. BFHgE : BUN, S-Creatinine
8. FRtOHE
REBRKBHR L IF, BEEYEAEHOBHEL
EfFREXRANCIHEL T, £ & 100mm 07 Fw
Ay =N FEXHIRRATEZ LX) ERERHE
Llco 788, HHAUD, [HAMSD 1\ FHERF
DY 60mm L EDFERE Lico
9. B #H
BRERT %, AEELERL, TATHEOESE, Rt
B LOBRBERDHERITV, TLCHERMGEHIL
TREFITDOWT, oo UbEbi R HEEECE
THRHERBEVERDROHER T »To E1EF
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Table 2 Patient studied
. . Statistical
Patient CMD CEZ analysis
Total No. of cases 138 135
No. of cases excluded 31 28
N.S.
No. of drop out cases 5 7
P=0.806
No. of cases evaluated for clinical efficacy 102 100
No. of cases evaluated for side effect 138 133 N.S.
: | P=0.244
RieounTh, BRI - BAGIF, BIfF AR ATREDE Table 3 Reason for exclusion and drop-out

Mz, EHOEEC XD H00LELDOEHEZIT- 1

ThbDHTBEN L THRBYURORFEN VLY
BEL, ¥t MIC ORERZRYEZ LIcd X T, P&
BMELEVHEL, REFRERIV 2V IR -5 —
TAWD L ETHF—=2— FAHHEIhi, A, BEY
Bdiciy, 3EOF —=— Fi, WTFhLBEH I hieh
Py

10. HEETHIRRAT

F=XDOBITEEL LT/ vR7 ALY » 7BEE,
EHMIE X BREE S B\ 3, FISHER OEBERRGE
¥, WILCOXON o EfzfikErE (MANN-WHITNEY O
UBRE), STUDENT O t gk Ex A v TiT» %o
LOBE, Tl 5% HEEKEL L1,

: % g

1. REEHOSERR

REBMA AT OB E T, BEFDOEHEEIX CMD
1.62g (108.0%), CEZ 1.53g(102.0%) T#hb, *i-
KTHoBmETI1X, CMD 1.57g(104.7%), CEZ 1.54g
(102.7%) ThHy, TEE BEECEEL T &

AIhitc,

2. BREHEAIK

BEHERIDAFRIL Table 2 127k U too B 5 RERIL
1% 273 B¢, CMD # & 2% 138 i, CEZ # &£ 8 135
AThoto &0 5 LWSEGNE CMD #2532 31 4
(22.5%), CEZ #53% 28 B (20.7%) Th v, ¥t
BEERECMD 52850 (3.6%), CEZ # 5 17
Bl 5.2%)Chh, Bt BBERCIEEANMCER
ERZED ORI doto

BRAt, B o Table 3 KR Lico & @ 5 b
FHDMEER ¥ 7oL R B MR EAR I i fo 7 hs o e
SONBLE bRt

1. Exclusion

Reason CMD| CEZ

Pyuria less than 10 cells/ HPF 10 8
Bacteriuria less than 10* cells/ HPF 15 12
Pyuria less than 10 cells/HPF

5

and bacteriuria less than 10 cells/ HPF 5
No underlying disease 1 3
Total 31 28

No statistical significance between CMD group and
CEZ group

1I. Drop-out
Reason CMD| CEZ
Examination at a later date 2 3
Error of dose and dosage 2 3
Discontinuation due to side effect 1 1
Total 5 7

No statistical significance between CMD group and
CEZ group

BIEGIA BERA, BEEGIZ B 7c CMD 58 102
%, CEZ 5% 100 floit 202 flic 2\ T, HEHA
Fleb CRBRAROBHLT 2 120 BIFFADWTIZ
Bxot, BU%EEG S BIfE AR FTREESC Iz, CMD #
57 138 B, CEZ #58 133 flDit 271 flicowT
Bt Lico eds, EIfFAREHEANO IR LI 28D
PR, RARGBED SO 16, £5RE1XEL L
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Table4 Background characteristics

Characteristics CMD CEZ Statistical analysis
Male 79 75
Sex Female . 2 N.S. P=0.742
10 — 19 3 0
20 — 29 4 2
30 — 39 12 5 Z=-1.386
Age 40 — 49 8 13 N.S. P= 0.166
50 — 59 16 18
60 — 69 26 22
70 — 33 40
30 — 39 2 4
40 — 49 37 30
Body weight (kg) o e N NS o
70 — 1 2
Unknown 4 1
Kidney 30 33 x2=0.419
Site of infection Bladder 53 51 N.S. df=2
Prostatic bed 19 16 P=0.811
Urinary obstruction 27 21 2 2,435
N I I
P=0.487
Others 19 16
1st group 24 27 N.S. x2=2'377
2nd group 12 8 NS. df=5
Type of infection 3rd group 20 17 P=0.795
(UTI grouping) 4th group 22 21 Simple or mixed
Sth group 14 12 anec'tion
6th group 10 15 NS. P=0.628
Indwelt 38
Catheter Not indwelt 64, 2? N.S. P=0.885
10 — 29 cells/HPF 36 34 7=0.337
Grade of pyuria - 34 % NS p—o.13
-+ 32 34
Normal 102 103
BUN Abnormal 32 28 N.S. P=0.661
Unknown 4 2
Normal 108 1
s-Cr Abnormal 16 12 N.S. P=0.548
Unknown 14 10
Other than
Pseudomonas
. and/or 74 7
Organism Sorvatia infecti N.S. P=1.000
erratia infection
Pseudomonas and/or
Serratia infection % %

PD1HT, LIRCRHFERARZRE IR otcdDT

560
3. BERE

BE &ML L 202 Al oW TEER Tt
OB EHTERIRET R ORE 217 - 7o

i) EREF

Tabled4 WRL I & & b, ¥, &4, $H, Rpif

i, EBEB, UTI ZBHEHE X057 —710FH
I EOERRFRIVTH A EEARCERLREY
REBBLRIh - To TWEKIBEL bIT, FLTET0T
BOERAM (Fig 3), itz ElR, SORER
AL TIX BB R IS X & & h feo 7o¥s, UTI
ERBRBRINL, UTI BFELOKMI o TROL)
CHEEh w5,
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1R BERY, T —TARHBES

o B B, 7 — 7 AIERBE G TR IR
BREYHES

% 3B BMRY, b7 —F AVIEHBES T LMK
RRYLFEB

# AT BEMRY, W7 —-FAIEHBES TTMRE
REYFER]

55t RARY, »7—FAEEED

HORE: BARY, »7—FAIHBES

DL, HIBILEABETCOBMRER S L U

12100 BUA D 134 BAGEES R, ThEEECLS
L Table5 wRT&ED, 77 2AEHERE N CMD #
BB 107 # (79.9%), CEZ # 5 Bt 116 # (86.6%)
LRERR DT, Lnl, MEXHBMOSEAECE
BEIZEDLRILD - T

D5, Serratia, Pseudomonas O 53BERERFIIT
CDOWTAHRTAR B &, CMD #5% 29 #k (21.6%),
CEZ #5% 30 # (22.4%) & 3 ERAKT, FEHRE
BOSBERECEEZIRDbh o1,

5, 6 HOBRSREOE A  XHEAEMCAEEEZ LR Table 5 Organism isolated from urine
» 6}17’.{1" 2 TCo Isolates CMD | CEZ Statistical analysis
i) #EATIRR & BEeE E. coli 29| 33
Table 4 R Lick kD, BENBROBECIIME Citrobacter 3] 2
B ABZRRD bRith ot ¥ RS TR Dol S
LLTO BUN $k0 S-Cr o\ T %, £HFoeiBs ol | Protes 18| 21 |Ns
DEFNHEYERCLTEY, 2% O HELT> i g ;:33:3;; I ESX
£, MEARMCABZIRD bhish o1, £ || Proteus 1| 1 |df=10 NS.
iii) SRR | |Auaicenes 0 2 PR0M9 xiet0.
inetoba 1 df=12
QD 5B 102 i 14 4, CEZBSET  F| e | )
& Sub-total 78 | 86
Fig.3 Age distribution Serratia 18116 )¢
B Pseudomonas 11 14 P* 6
2 Sub-total 29| 0| 080
40 .
OCMD g/ Subxtotal 107 | 116
CEZ % g) S. au'reus - 2 2 NS.
30 td % g S. epidermidis 7 5 x2=0 923
gg/ § GPC| S. pyogenes 1 0 - :
% é S. faecalis 17| 10 P——O 820
207 % ;:- Sub-total 27 17 e
0 % GPR| Gram positiverod 0 1
104 5 Sub-total 27 | 18
Total 134 | 134
L v v
, 7
- 7 % I.; ) 4 é
16~19 20~29 30 ~39 40~49 50~59 60~69 70~ yr-
Table 6 Type of infection
Number CMD (%) CEZ (%) Statistical analysis
Single inf. 78 (76.5%) 73 (73.0%)
Mixed inf. 24 (23.5%) 27 (27.0%)
Z=-—0.492
i .79 21 (21.0% N.S.
2 species 17 (16.7%) ( 6) P— 0623
3 species 6 ( 5.9%) 5(5.0%)
4 species 1(1.0%) 1(1.0%)
Total 102(100.0%) 100(100.0%)
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Fte, 75 ABEEIEOWTY, Zohs T AR
BEEN1EROR B, X TXTr T ABHRET,
AL e S. faecalis PR L%, MEXRFERO
SEBEECEEEIRD LRI o

S¥r, BEKE LT, Table 6 i3 X 5 1cBih
Ry, 278, SERIVABERARRW ST TR L
foo BJHREYuT CMD #: 5.8 78 # (76.5%), CEZ #
L2 73 4 (73.0%) LWEEHBEL LT 70% % LH-
TRYH, 2BEARYT CMD #58# 17 4 16.7%),
CEZ #58 21 # (21.0%) & it b, SEEERFIC
LB E DAEFIFEMCERZIRDOhId - T

—%, SEEEET X > T Serratia, Pseudomonas &
YufEF| & F RIS OB X BRRPER L 5T THRB

Fig. 4 Distribution of sensitivity (108 cells/ml)

(%)

100.0- Statistical analysis
A:C Z=-0.478 P=0.633
B:D 'Z=-1.018 P=0.309
A:D Z=-0.692 P=0.489

A+C:B+D Z= 0.191 P=0.849

B o8t

/.
/

50.0- D

&, Serratia, Pseudomonas BEILTEHFIFL b 28 i
BATHD, FrezhLlStOMBERL CMD #5874 4,
CEZ B58 72 GICHEABMCER BV IZIADS
highroie (Table 4),

MIC D@l fThh Bz CMD HERA 134 #
g 114 # (85.1%), CEZ # 5B » 134 #eh 112 #
(83.6%) T, WEFBMO MIC HIERCAHE =132
Bdhh -, 108cells/ml E#rs o MIC 1k Fig.4 o )
%D, CMD,CEZ pwTho MIC 44w § CMD #
L53tLr CEZ B EHOMCARERRD bhithaote
(A:C X0 B:D), EHhic CMD #EH K 1T 5
CMD o MIC(A) & CEZ #5155 CEZ
MIC(D), % X OBEFEH BRI MIC O HIE2fF

Fig.5 Distribution of sensitivity (108 cells/ml)

(%)
100.0q Statistical analysis
A:C Z=-0.677 P=0.499
B:D =-—0.415 P=0.678
A:D Z=-1.433 P=0.152
A+C:B+D Z=-1.214 P=0.225

Drug| MIC (ug/ml) |0.20.39]0.781.56{3.13,6.25(12.5| 25 | S0 | 100 {100<| 200 | 400 |400<| Total _Dﬂ _ MIC( ug/ml) 0.2[0.39 0.7811.56(3.136.25[12.5] 25 | 50 | 100 [100<] 200 | 400 |400<| Total
| CMDO—0Tm [T [0 |7 [a |4 [0| s s[5 1|44 a|ns owp| CMDU—TA0[ 2 \z w9 s 7(ar|iz[3 o 4[4fafm
CEZ(¥%---Xx:B)| 1 1 312 |7 |13|14[14| 8[3]0 |3 |5 ][40]114 CEZ{x---k1B)| 0 | 2 313 9|14 6|14 92 |0 |2|2][38[14
cez|eMpO-—ocifo [T 16 37 [u| afnfiwole[ofz]alealu cEz|CYMD —:C)| T] 6 F‘ 9[13] 5| 4|10]| 3|a|0|3|4a[afm
cEz(x—x:D)] 0|2 |2 |38 |w]1s]| 8| 2{5 |o0]2]|4]st|me cEz(e-+:0 |2 2] s| oliz| slis| 3| 2|3|o]s]|s|afjm

Table 7 Frequency of subjective symptoms

Symptoms CMD | CEZ Statistical analysis

Fever 34 28 N.S. P=0.450
Pollakisuria 48 48 N.S. P=0.619
Pain on urination 27 24 N.S. P=0.710
Discomfort on urination 32 26 N.S. P=0.454
Sense of residual urine 15 15 N.S. P=0.818
Lower abdominal discomfort 23 23 N.S. P=1.000
Lower abdominal pain and/or lumbar pain 17 9 N.S. P=0.169

Total No. of symptoms 196 173
No. of cases with symptoms 73 65
No. of cases without symptoms 29 34 NS P=0.447
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oi4 226 #Rw o\ T CMD o MIC(A+C) & CEZ
o MIC(B+D) #H#E LIBRIT 3\ T b REHFRM
o MIC B LTERERRY XED bRtk -1,
—F, 108cells/ml EfERED MIC BE S f 5 %
Fig.5 @R L7k, ZOBFED 108 cells/ml # & D
LLAKR, WThOoEARC W TIBMEFREECE

TeZ EERLTW S,

iv) #5ATEEER
BREERCX T 5 FERK S Table 7 12R Lico 15
POIERF 12 THHE LT ERARIE, CMD #5

Table 8 Overall clinical efficacy
Pyuria Cleared Decreased | Unchanged Efficacy on
Bacteriuria Drug bacteriuria
CMD 15 9 12 36 (35.6%)
Eliminated = ool
CEZ 18 5 11 34 (34.3%)
CMD 3 2 4 9 (8.9%)
Decreased e e
CEZ 1 0 1 2 (2.0%)
CMD 1 2 16 19 (18.8%)
Rep]aced .......................................................................................................................
CEZ 2 5 12 19 (19.2%)
CMD 5 3 29 37 (36.6%)
Unchanged =~ b e
CEZ 2 1 41 44 (44.4%)
Efficacy on CMD | 24( 23.8%)| 16(15.8%) | 61(60.4%) 101
I ] S B B SRRAIITIETE RETSESETR case total
pyuna CEZ | 23(23.2%) | 11(11.1%) | 65(65.7%) 99
@ CMD | 15(14.9%) Overall Statistical analysis
effectiveness
Excellent CEZ 18(18.0%) rate Ex. Ex.+Mod.
:l CMD | 33(32.7%)
CMD 48/101
Moderate CEZ 25(25.0%) (47.5%) | N.S. N.S.
I:l CMD | 53(52.5%) P=0.573 P=0.572
CEZ 43/100°
Poor (or Failed) CEZ 57(57.0%) (43.0%)
Ex. Ratio of "Excellent”
Ex.+Mod. : Ratio of "Excellent” +

”"Moderate”

® Added one case whose overall clinical efficacy could. be evaluated, but efficacy on

bacteriuria could not be determined (replaced or unchanged).

Bl IBDORhich ot 2O L IHHOREE
FREL LREROREVNAENOATEZYTH-
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B 73 01 (71.6%), CEZ #5758 65 6 (65.7%) LW
AL ILERTH Y HEABMCEEZIRD LA
tholce ¥llADERORERERS, WMEAFMCHE
BEIZEDLRI 5T,

DEDExbh, BERTFIO V&SRR R
T, CMD #53Lr CEZ #E5BEMO HBRFART-
R, WThIEELEY X@ZD AT, FRARE
DEMYE, Be&ME X OERBECET S BB A TTHE
TH D LI Ehic,

4. FEERHE

PEEB LY EL A L CMD #58 101 & (UTI
FERDFFMEHE X D HEREES 1 IR B<), CEZ #%&
100 Flie oW TIRABKDE, BReT2 5 2,
MIBERICH T 28R % L OHEFHOELREL, 25
CHRBFEMEDHE (CMD # 53¢ 102 #i, CEZ 5
¥ 100 #) X EEKRSE R XOHEERCS 3 2%
R LDV TR BT » 10

i) BREBEKHE

REBEKSE X Table 8 17Tk 51 CMD #5p
W, E% 15 Bl (14.9%), H% 33 61 (32.7%), &%)
53 B (52.5%) T, ZEXELEHRAb ¥, WhbWw3
BHE (UTEBHRE FT) 12, 47.5% (48 1) Th
oo CEZ $5 2%, #% 18 # (18.0%), A% 25
Bl (25.0%), #&%h 57 B (57.0%) THELRKIL 43.0%
(43 7)) tich, BHR, FHRE DCHEFBR S
BEIREDORIE) 5T

ChODEFAROWTIREERDR L EMR YL RS
By, »7—-F1VBEOFES X UKL B L
Tc#ER% Table 9 1R Lic, Bl X OHRARILTI,
BIW, H7-FABBOFEINCHICELR S L O
BRI L THEARMCEETLZRRZD LRI T,

UTI ZRBEMERE L B3R /e <, &, BEBY, Bizhgsk
DREPELC T TR LR, &, BitcksuvwTit
EDRELVBEHREL SETELED b T, B
UBRRBI LTk, CMD # &5 B o Z86 5 013t L
CEZ #533501 (31.3%) &bh, EHRi LT
FEAHECAEELNED LRI,

¥ UTI BB e Licks B %, Table
10 R Lico #1703 CMD 850 £ 5 K 16.7%
it LT CEZ &5 37.0% TH, HoRoEY
RIENZLh 54.5%, 75.0% Thoteo B3R, B4
BRI —RCBVCADROBORBETHY, SEDEE
THMEHFIBEDOBERHRIZ 50~60% FiE%TR LT T,
FIRLOLEABROLTHAEDR, FHRCLTH
EHICHELIBD b Igh 5o,

BERPTHT — T VBBIEGIDE 5 BEI— B

ROBWETHY, SEDOEETHARAFOEDRI:
25~30% LIEfERXAL, BEABRCAEZRZIA»
Nighotco —7, $H6HTIL CMD # & 3 oZgx
20.0%, HXR 80.0% wNL T, CEZ #5840 2y
RIX 6.7%, AKX 33.3% Thh, FHRHLT
HEFBECEEENRED bhic,

i) BRoxTAHE

HBIRe x5 %0 82ix Table 11 "3 & % H, CMD
BEFTIXEF 24 6 (23.8%), 3E 16 £ (15.8
%), T 61 Bl (60.4%) T, EFHLEE » fodkzx
(UATF3HEREHRT) X 39.6% (40 ) Thoto CEZ
BHEBIEF 23 4] (23.0%), %E 11 £1(11.0%),
TE 66 Bl (66.0%) T, 3xE Fix 34.0% (34 f) &
7Y, EHR, HERE DCHRFBRECEELRR
Hhhich oo

ZhHDEFACOWTRREATEHELXITF—T 1
DHE, BEHBROBE S X ORISR TR
LR %Y Table 12 iR, BABEKBEDER
LRKR, BT —TADFE RS5NBROBERST
IEFERS X UHER L SCARAFECAELZIR
DO h oo RGN A BT IRKIC 3T,
CMD #ERBERLAN 26 (11.1%) ZbHh 5 ik
LI, CEZ #EHTIIEEILS5H (31.3%), &
30 (18.8%) n&xbh, ERE L TREHRM
CHEBEVRRD bR, T ORBHLE DR IRKRS
FER BT 5B AEIRZR (Table 9) B BLRITL TH
BrEZbh%,

D& UTI KBRBRICHRET LIk £ %, Table
13 iR Lo B2tk TC, CMD # & B XERL
16, BEFD I EDOHRERX 9.1% Th b, CEL
BEFIEF 3B, HFEIHTHERT5.0% Thh,
HERC B THEFFMCEEENZ D bh o —
7, B3R RTL, CMD B EBEDIEF L 9 51(45.0
%), BES5B (25.0%), HEX 70.0% LT,
CEZ 5B ERBI 36 (17.6%), HE2H (11.8
%), HER 29.4% Thh, MEABHCEEELR
bbﬂf:o

BABRTHAESH, H6R XL L, 25~30%
DHEERT, EFR, HERL SAELBCEE
ZIXED bhieh T,

B I~H AT CORBRYSERA S LUE 5, H6H
DEEBPSEON T 5 BRH R, EFHLR, HF
REDHERHECEEZXADbhith oo

iii) MEFRCHT5HE

MBE Rt 3 5883 Table 14 273 X 51, CMD
BEBETIXEML 36 6 (35.6%), WA 9B (8.9%)
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Table 9 Overall clinical efficacy classified by type of

infection, indwelling catheter and site of infection

Excellent Moderate Poor Statistical analysis
Drug ( or ) Total
(%) (%) Failed Ex. Ex. +Mod.
) 12 (15.6) | 24 (31.2)
Single CMD 41 77 N.S. N.S.
3 36 (46.8)
3 o 15 (20.5) | 20 (27.4)
infection CEZ 38 73 P=0.525 | P=1.000
e 35 (47.9)
B . 3 (12.5) ’ 9(37.5)
g Mixed CMD 12 24 N.S. N.S.
2. 12 (50.0)
= o 3 (11.1) | 5 (18.5)
infection CEZ 19 27 P=1.000 | P=0.161
8 (29.6)
2 (5.3) | 6(15.8)
Catheter CMD 30 38 N.S. N.S.
8 (21.1)
, 6 (15.4) | 7 (17.9)
o indwelt CEZ 26 39 P=0.263 | P=0.307
Y 13 (33.3)
4
g 13 (20.6) | 27 (42.9)
il No catheter CMD 23 63 N.S. N.S.
40 (63.5)
, 12 (19.7) | 18 (29.5)
indwelt CEZ 31 61 P=1.000 | P=0.147
30 (49.2)
9 (30.0) | 8 (26.7)
CMD 13 30 NS. N.S.
. 17 (56.7)
Kidney
4 (12.1) |12 (36.4) ‘
CEZ 17 33 P=0.120 | P=0.616
16 (48.5)
& | (30.2)
g 6 (11.3) |16 (30.
° CMD 31 53 NSS. N.S.
=8 22 (41.5)
y|  Dledder (17.6) | 9 (17.6)
9 (17. 17.
% CEZ 33 51 P=0.412 | P=0.550
g 18 (35.3)
=
0 (0) 9 (50.0)
Prostatic CMD l 9 18 * N.S
9 (50.0)
5 (31.3) | 4 (25.0)
bed CEZ ( | 7 16 P=0.016 | P=0.744
9 (56.3)

Ex.: Ratio of "Excellent”
Ex.+ Mod.: Ratio of "Excellent” 4+ ”Moderate”
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A 19 4 (18.8%), RE 37 6l (36.6%) ThDH,
Bty 2o tB R UTRAR EHT) 1k 44.6%
(45 BI) Thotco CEZ HERFTINEMAL 34 §(34.3
%), B 26 (2.0%), BENR 19 Bl (19.2%), RE
44 ) (44.4%) T, BoEX 36.4% (36 Bl) &7th,
etbER, BRAREXIOTREROWTRIBI L THMEE

FIEMCAEZRRDbh o1,
CHODEACOWTHERY R E T —-F1r0%
fm, BEABROBE S X ORI KRR Licks
%, Table 15 TR Lo T —TAFHEBEARET,
CMD #HEBEOHAE 60.3% (38 #1) wxd LT CEZ#§
LB 41.7% (25 Bl) T b, MRAFECEEER

Table 10 Overall clinical efficacy classified by type of infection
No. of cases Poor Overall effec- Statistical analysis
Group Drug (% of total) Excellent | Moderate (Faﬁed) tiveness rate Ex. Ex.+ Mod.
Ist CMD 24 (23.8) 1 3 20 16.7% N.S. NS.
group CEZ 27 (27.0) 4 6 17 37.0% P=0.354 P=0.127
2nd CMD 11 (10.9) 0 6 5 54.5% NS. NS.
£ group CEZ 8 (8.0) 3 3 2 75.0% P=0.058 P=0.633
& ‘
® 3rd CMD 20 (19.8) 8 4 8 60.0% NS. NS.
5 group CEZ 17 (17.0) 3 6 8 52.9% " P=0.169 P=0.746
3 4th CMD 22 (21.8) 3 11 8 63.6% NS. NS.
S | grow CEZ 21 (21.0) 5 5 11 47.6% P=0.457 | P=0.364
Sub CMD 77 (76.2) 12 24 41 46.8% NS. NS.
ub total | g7 73 (73.0) 15 20 38 47.9% P=0.525 | P=1.000
= 5th CMD 14 (13.9) 1 3 10 28.6% N.S. NS.
3 group CEZ 12 (12.0) 2 1 9 25.0% P=0.580 P=1.000
o
B 6th CMD 10 (9.9) 2 6 2 80.0% NS. *
ES group CEZ 15 (15.0) 1 4 10 33.3% P=0.543 P=0.041
[}
5 Sub total CMD 24 (23.8) 3 9 12 50.0% NS. NS.
3 ub total | c gy 27 (27.0) 3 5 19 29.6% P=1.000 P=0.161
Total CMD 101 (100.0) 15 33 53 47.5%
CEZ 100 (100.0) 18 25 57 43.0%

Ex. : Ratio of "Excellent”

Ex. + Mod. : Ratio of "Excellent” + "Moderate”
Table 11. Evaluation of efficacy on pyuria
‘ Cleared | Decreased | Unchanged Statistical ‘analy51s
Drug Total )
i (%) (%) (%) CL ‘CL. + Dec.

CMD 101

40(39.6) (60.4) N.S. N.S.

23(23.0) | 11(11.0) 66 P=1.000 | P=0.465

CEZ 100

34(34.0) (66.0)

Cl. : Ratio of ”Cleared”
ClL.+ Dec.

Ratio of "Cleared” + “Decreased”.
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@Abbhiso Fobt, HeEII\T, CMD 5RO K 4 X 80.0%
UTI R BRRBRE A AR IR 53 % 2D Ri% Table extl CEZ B 58T 26.7% Lich, MEFHMCE

16 ERLICIIE, BIEMLESHEE TOBRMELR BENED LR,

BIUBARCIAEF R ETZIED ORIk I~ AR CORMBYER IS IOESEE, 26

Table 12 Efficacy on pyuria classified by indwelling catheter,
grade of pyuria and site of infection

Cleared Decreased | Unchanged Statistical analysis
Drug Total
(%) (%) (%) Cl. Cl. + Dec.
6(15.8) | 4(10.5)
Catheter CMD 28 38 N.S. N.S.
10 (26.3)
. 7017.9) | 3 (7.7)
o indwelt CEZ 29 39 P=1.000 | P=1.000
2 10 (25.6)
o
3 18(28.6) | 12(19.0
% No chatheter | CMD ( ) I ( ) 33 63 N.S. N.S.
30 (47.6)
16(26.2) | 8(13.1)
indwelt CEZ I ( 37 61 P=0.842 | P=0.371
24 (39.3)
14(40.0) | 0 (0)
+ CMD 21 35 N.S. N.S.
14 (40.0)
11(32.4) | 0((0)
10-29 cells/HPF | CEZ ’ 23 34 P=0.618 | P=0.618
11 (32.4)
;‘C? 7(20.6) { 7(20.6)
a CMD . - 20 34 N.S. N.S.
2 14 (41.2)
o tr 7(21.9) | 5(15.6)
2 CEZ : ' 20 32 P=1.000 | P=0.805
5. 12 (37.5) ‘
3(9.4) | 9(28.1
CMD ©-4) ‘ (28.1 20 32 N.S. N.S.
12 (37.5)
i 5(14.7) | 6(17.6)
CEZ : o 23 34 P=0.710 | P=0.797
11 (32.4)
10(33.3) | 8(26.7
CMD (33.3) . (26.7) 12 30 NS. N.S.
. 18 (60.0)
Hidney 8(24.2) | 4(12.1)
CEZ : . 21 33 P=0.578 P=0.079
12 (36.4)
S 2(22.6) | 8(15.1)
i cmp | 2 : 33 53 N.S. NS.
S, 20 (37.7)
5| Pladder 0(19.6) | 4 (7.8)
8 CEZ 1019, . 37 51 P=0.812 | P=0.300
g 14 (27.5)
2(11.1) | 0 (0)
Prostatic CMD ] 16 18 N.S. *
2 (11.1)
bed CEZ 5(31'3)| 3(18.8) 8 16 P=0.214 P=0.023
8 (50.0)

Cl. : Ratio of "Cleared”
Cl. + Dec. : Ratio of "Cleared” + "Decreased”
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BEORSRYPEACNTHHERYECE, BRORE
Ak, AEAFHECEEZIED bR oo
iv) ME¥HHE
BEARRAY D TOHEGRECHEENDRY, M
BOWHERCOWTRE LicksE% Table 17 /R L oo
Ltho%&RIL, CMD 55 61.2%, CEZ &%
58.2% Tlholo 2D 5 b, 77 ABEHELEDHE
iy CMD # 57 96.3%, CEZ ## 58 88.9% T, &

LIEWEERYRL, ¥ T ABREELADNAR
1. CMD #5.8¢ 52.3%, CEZ % 58 53.4% Th
tro 7T AAMEE %Y Serratia 35 X 0% Pseudomonas }
FHUNDOEB T TRETT S L, Serratia s k¢t
Pseudomonas DE%KIL CMD # 5 8 20.7%, CEZ
HBEH16.7% Thh, ThNDEEDHELRRIL CMD
58 64.1%, CEZ $ 55 66.1% TUROZ kippt
DREERIBE L SAEOBRRIBETLLL EbDTEN

Table 13  Efficacy on pyuria classified by type of infection
No. of cases Cl. + Dec. Statistical analysis
Group Drug (% of total) Cleared | Decreased | Unchanged %) a Cl+ Dec.
st CMD 24 (23.8) 3 3 18 6 (25.0) NS. N.S.
group CEZ 27 (27.0) 4 3 20 7 (25.9) P=1.000 P=1.000
» 2nd CMD 11 (10.9) 1 0 10 1 (9.1) N.S. *
& group CEZ 8 (8.0) 3 3 2 6 (75.0) P=0.262 P=0.006
o
- 3rd CMD 20 (19.8) 9 5 6 14 (70.0) N.S. *
% group CEZ 17 (17.0) 3 2 12 5 (29.4) P=0.094 P=0.022
(2}
5 4th CMD 22 (21.8) 6 6 10 12 (54.5) NS. NS.
= group CEZ 21 (21.0) 6 3 12 9 (42.9) P=1.000 P=0.547
CMD 77 (76.2) 19 14 44 33 (42.9) N.S. S.
Sub total | cpz 73 (73.0) 16 1 4 27 (37.0) P=0.704 | P=0.507
2 5th CMD 14 (13.9) 3 1 10 4 (28.6) N.S. S.
5‘ group CEZ 12 (12.0) 3 0 9 3 (25.0) P=1.000 P=1.000
2.
| eth CMD 10 (9.9) 2 1 7 3 (30.0) NS. NS.
% group CEZ 15 (15.0) 4 0 11 4 (26.7) P= 1000 P=1.000
[}
5 CMD 24 (23.8) 5 2 17 7 (29.2) N.S. N.S.
8 | Sub total CEZ 27 (27.0) 7 0 2 7 (25.9) P=0.749 | P=1.000
Total CMD 101(100.0) 24 16 61 40 (39.6)
CEZ 100(100.0) 23 11 66 34 (34.0)
Cl : Ratio of "Cleared”
Cl. + Dec. . Ratio of "Cleared” + "Decreased”
Table 14 Evaluation of efficacy on bacteriuria
Eliminated | Decreased | Replaced | Unchanged Statistical analysis
) . . . Total
(%) (%) (%) (%) B EL + Dec.
36(35.6)| 9(8.9) 19 37
CMD 101
45 (44.6) (18.8) | (36.6) NS. NS.
34(34.3) | 2(2.0) 19 “ P=0.883 P=0.252
CEZ 99
36 (36.4) (19.2) | (44.4)
EL Ratio of "Eliminated”

El. + Dec.

Ratio of "Eliminated” + “Decreased”
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Table 15 Efficacy on bacteriuria classified by indwelling

catheter, grade of pyuria and site of infection

Eliminated | Decreased | Replaced Un- Statistical analysis
Drug Total
(%) (%) (%) changed EL ElL+Dec.
5(13.2) | 2 (5.3
Catheter CMD ( ) ) 11 20 38 N.S. N.S.
7 (18.4)
11(28.2) | 0 (0
o indwelt CEZ (28.2) l ) 8 20 39 | P=0.160 | P=0.421
8 11 (28.2)
: | 7011.1)
ey 31(49.2) | 7(11.1
% No. catheter CMD 8 17 63 N.S. *
38 (60.3)
23(38.3) | 2 (3.3)
indwelt CEZ (38.3) ‘ ( 11 24 60 | P=0.276 | P=0.048
25 (41.7)
11(31.4) | 2 (5.7
+ CMD ( )l (5.7) 8 14 35 N.S. NS.
13 (37.1)
14(42.4) | 1 (3.0)
10-29 cells/HPF | CEZ ( L 5 13 33 | P=0.452 | P=0.623
15 (45.5)
g 16(47.1) | 3 (8.8)
3 CMD 5 10 34 N.S. N.S.
o it 19 (55.9)
14(43.8) | 0 (0
g cez| )| 0w 5 13 32 | P=0.810 | P=0.460
<3 14 (43.8)
9(28.1) | 4(12.5
CMD (28.1) [ (12.5) 6 13 32 N.S. N.S.
Ll 13 (40.6)
1T
6(17.6) | 1 (2.9
CEZ (a7.6) | (2.9) 9 18 3¢ | P=0.384 | P=0.109
7 (20.6)
15(50.0) | 1 (3.3)
CMD ( ” )( ls 5 5 9 30 N.S. N.S.
Hidney (34.4) | .1 (3.1)
11(34.4 .
CEZ 6 14 32 | P=0.303 | P=0.307
12 (37.5)
7 (30.2) | 4 (7.5)
5 16(30. )
. CMD 14 19 53 N.S. N.S.
EY 20 (37.7)
& Bladder 15(29.4) | 1 (2.0)
8 CEZ : ' 11 24 51 | P=1.000 | P=0.541
g 16 (31.4)
5(27.8) | 4(22.2
Prostatic CMD ( ) l ( ) 0 9 18 N.S. N.S.
9 (50.0)
8(50.0) | 0 (0
bed CEZ ( )l - 2 6 16 | P=0.291 | P=1.000
8 (50.0)

El. : Ratio of "Eliminated”
El.+Dec. : Ratio of "Eliminated” + "Decreased”
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Takle 16 Efficacy on bacteriuria classified by type of infection
No. of cases . El. + Dec. Statistical analysis
Group Drug (% of total) Eliminated | Decreased | Replaced | Unchanged (%) EL EL + Dec.
1st CMD 24 (23.8) 3 1 8 12 4 (16.7) .S. N.S.
group CEZ 27 (27.3) 9 0 6 12 9 (33.3) P=0.105 P=0.211
w 2nd CMD 11 (10.9) 4 2 0 5 6 (54.5) N.S. N.S.
g group CEZ 8 (8.1) 5 0 1 2 5 (62.5) P=0.370 P=1.000
® 3rd CMD 20 (19.8) 11 0 3 6 11 (55.0) N.S. N.S.
i group CEZ 16 (16.2) 8 0 2 6 8 (50.0) P=1.000 P=1.000
o
24 | oMD | 22 (2.8 10 3 5 s 13 (59.1) NS. NS.
= group CEZ 21 (21.2) 7 1 5 8 8 (38.1) P=0.537 P=0.227
Sub CMD 77 (76.2) 28 6 16 27 34 (44.2) N.S. NS.
total CEZ 72 (72.7) 29 1 14 28 30 (41.7) P=0.736 P=0.869
=z 5th CMD 14 (13.9) 2 1 3 8 3 (21.4) N.S. N.S.
-(;é' group CEZ 12 (12.1) 2 0 2 8 2 (16.7) P=1.000 P=1.000
= | 6th CMD 10 (9.9) 6 2 0 2 8 (80.0) NS. *
5 group CEZ 15 (15.2) 3 1 3 8 4 (26.7) P=0.087 P=0.015
o
2 | sub CMD 24 (23.8) 8 3 3 10 11 (45.8) NS. NS.
B total CEZ 27 (27.3) 5 1 5 16 6 (22.2) P=0.336 P=0.136
Total CMD 101(100.0) 36 9 19 37 45 (44.6)
CEZ 99(100.0) 34 2 19 44 36 (36.4)

El . Ratio of "Eliminated”
El + Dec. : Ratio of “Eliminated” + “Decreased”

olco TRHDHEES L — TR LOFEBEONERITIZ
AEFBERCEEZIRDOhish ot

BERMBECET AR, Table18 & ¥ L7
kb, CMD #58w 42 #, CEZ H53c 35 #32
bhhic, Serratia L Pseudomonas O HBRIIFh
¥h CMD #& 32 16.7%, 28.6%C, CEZ # &5 B
M 22.9%, 34.3% ThHhH, MEAHLICMBEEOH
BRI LTEI - o0

=75, ThODBREEBBAEDOMIC #2425 L, 75 A
BB O XIS H, 400 ug/ml L ETHBH, CMD #
58D P.rettgeri xt+% CMD o MIC 1 EEEE
X h MR, 108 cells/ml #ED H A3 100 pg/
ml, 10°%cells/ml EEDBEAIR 0.78 ug/ml Tho i,
77 ABHEE TS MIC (2 HEMEGD D 2345
B, ThODEKIFEA LM 108 cells/m]l I F T
7o

v) BREIERCKTBHE

BEERORA L Table 19 125R Lic, HRUMNDE
FEROBR+BRBIHEAFEL b 60% # LE K&K
Thotch, FRIL 20~30% LIEL, FhHiRXb
PBEREDOEIZ S BBV ARMBOIER OB & Ric o Tl
o Th HOEFERICET 5 FEFBM O i Tix, 4
KRB IVUBA+BRREICAEEFLZIAD ORI -
o

5 ®BIfE R

BEMEIEAX, Table20 i3 & b, CMD #
5w 10 6, CEZ B#5EH 7ARDLR 12, 20
EBFECH L THEFABEMCEEZIERD bhikbho
Tco BWFHORFVER, BER, RT, B, B8
EDOHBHBRELIDOTHY, EEREIERI1AR
BhRhiehotc, By, CMD #5881 64, CEZ#
S AMED LR, ThbiiwThd—E%T,
EHEEYRACTHE LR XD EEL, LkBEIfFR
DI AF OR 5%k L ERE CMD # i 2,
CEZ B2 168 % b h oo CMD HEFHOH5FILA
D 1 FNIEREEE (FERBORSHREIARE) $XUFE
BeERERB LT HHbAES T, CMD $#5% 108
CEL, THREE 2SBERSHBE LD, #52
BE (3E#S) L#Eo®s ek LickR, 9HER
T RTOIERAMEE LT i 1 Fkk, RN
PEBEBLTHEMAOESN T, CMD £1EEDH
Ehnb, BEERCELLEBABEL, LoERR—
BETRERTALHCEE L, F2EBEORST
LAFOERMHEL, o ERILE iR HAL
TeNUBOREXRIE LT, CEZ # 5B 16k, &
RBAEC X 2BEBAEAT, £ 1ERGECL2ICRE
ERDIIDLUEROFE S UicER, 6HBAETE
SELREBHIER Lo

BIRRAERSRY UTI ERHHEEE i - TRELE
fR%, Table2] WiRLiz, = D 5 LEGHKREMEDH
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Table 18 Strains appearing after treatment

CMD CEZ
M I C (ug/ml) MIC (ug/ml)
X No. of
Isolates No -of CMD CEZ o -o VD o
strains strains
10 10° 108 10° 108 10° | 10® | 10°
E. coli 2 N.D. | ND. | N.D. | N.D. 0 - - — -
. 400¢< 400¢< 400< 400¢< 400< 400< 400< 400<
Citrobacter 2 2
400< | 400< | 400< | 400< 200 50 200 50
Klebsiella 1 400 25 200 25 1 N.D. | N.D. | ND. | ND.

400< | 400< | 400< | 400<
400< | 400< | 400< | 400<
400< | 400< | 400< | 400<

Enterobacter 4 3 N.D. | N.D. | ND. | ND.

N.D. | ND. | ND. | N.D.
N.D. | N.D. .D. .D.
N.D. | N.D. | ND. | N.D. N.D. | ND

. 400< 400< 400< 400¢<
£ —
Proteus indole(—) 2 ND. | ND. | ND. | ND. 1 100 25 400 40Q

400< | 400< | 400< | 400<

A 100 0.78 200 50 400< 100 400< 400<
Froteus indole() * ND. | N.D. | N.D. | N.D. 2 400< | 100 | 400< | 400¢
N.D. | ND. | N.D. | N.D.
Alcaligenes 1 N.D. | N.D. | N.D. | N.D. 0 — - — -
(9]
Flavobacterium 0 - — — - 1 ND. N.D. | N.D. | N.D.
= 400< 400¢< 400< 400¢< 400< 400< 400¢< 400<
400¢< 400¢< 400< 400¢< 400< 400¢< 400¢< 400¢
A 400< 400¢< 400¢< 400< 400¢< 400< 400¢< 400¢<
. 400¢< 400< 400¢< 400< 400< 400¢< 400¢< 400<
Serratia 7 8
400¢< 400< 400< 400¢< 400¢< 400< 400< 400<
400¢< 400< 400¢< 400¢< 400¢< 400< 400< 400<
N.D. | N.D. | N.D. | N.D. N.D. | N.D. | ND. | ND.
N.D. | ND. | ND. | ND.
400< 400< 400< 400< 400< 400< 400< 400<
400< | 400< | 400< | 400< 400< | 400< | 400< | 400<
400< | 400< | 400< | 400< 400< | 400< | 400< | 400<
400< | 400< | 400< | 400< 400< | 400< | 400< | 400<
400< | 400< | 400< | 400 400< | 400< | 400< | 400<
Prondomonas 12 N.D. | ND. | ND. | ND. 12 400< | 400< | 400< | 400<
N.D. | ND., | N.D. | N.D. 400< | 400¢< | 400< | 400¢<
N.D. | ND. | N.D. | N.D. 400< | 400 | 400< | 400
ND. | ND. | ND. | N.D. 50 50 50 25
N.D. | ND. | ND. | N.D. N.D. | ND. | ND. | ND.
N.D. | ND. | ND. | N.D. N.D. | ND. | N.D. | ND.
N.D. | ND. | ND. | N.D. N.D. | ND. | ND. | ND.
25 | 12.5 ) 100 % 25 | 12.5 | 100 | 50
1.56 | 1.56 | 1.56 | 0.78
. .. 25 | 6.25 | 100 | 25
© S. epidermidis 5 3.13 | 1.56 | 6.25 | 1.56 4 25 12.5 | 100 | 25
o 0.78 | 0.78 | 0.78 | 0.39 ND. | N b ND. | ND.
e} ND. | ND. | ND. | ND. o o

] 50 | 50 | 25 | 25
S.  faecal: .D. .D. | N.D.
Jaecalis 2 ND. | ND. | ND. | ND. 1 N.D. | N.D. | N.D

N.D. : MIC measurement was not done.
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Table 19 Evaluation of efficacy on subjective symptoms
Resolved | Improved | Persisted Resolved Statistical
Symptoms D Total + .
ymp g (%) (%) ora Improved(%) | analysis
CMD | 19(55.9) 8(23.5) 7 34 27(79.4) 2=0.024
Fever CEZ | 17(60.7) | 3(10.7) 8 28 20(71.4) | NS P=0 981
s CMD 4( 8.5) | 11(23.4) 32 47 15(31.9) Z=-1.111
Pollakisuria CEZ | 4(83) | 6(12.5) | 38 18| 1020.8) | VS P=0.267
Pa'in on CMD | 18(66.7) 2(7.4) 7 27 20(74.1) NS 2=0.329
urination CEZ | 16(66.7) 5(20.8) 3 24 21(87.5) ~ P=0.743
Discomfort CMD | 17(53.1) | 4(12.5) 11 32 21(65.6) | g Z=0.103
on urination CEZ | 13(50.0) 6(23.1) 7 26 19(73.1) " P=0.918
Sense of CMD | 8(53.3) 3(20.0) 4 15 11(73.3) NS Z2=0.970
residual urine CEZ | 11(73.3) 1(6.7) 3 15 12(80.0) ~ P=0.332
Lowel: abdomi- | CMD | 13(56.5) 1( 4.3) 9 23 14(60.9) NS 2=1.265
nal discomfort CEZ | 17(73.9) 1( 4.3) 5 23 18(78.3) ~ P=0.206
Lower abdomi- | CMD 8(47.1) 5(29.4) 4 17 13(76.5) 2=0.714
| and . . . .
paland/or. | CEz | 6(66.7) | 1(11.1) 2 9 | 7(17.8) | NS P=0.475
Total CMD | 87(44.6) | 34(17.4) 74 195 121(62.1) NS 7=0.421
CEZ | 84(48.6) | 23(13.3) 66 173 107(61.8) ~ P=0.674
Table 20. Side effects
Side effect Administra- Ratio of | Statistical
Drug | Sex | Age Type é\aptgeared gaifzppeared tion | appearance | analysis
F 47 Nausea Ist day 9thday Discontinued
Edema
Pruritus
M 37 ﬁ?;ﬁihe Ist day Ist day | Discontinued
M 34 Eruption 4th day 9th day Continued
M 24 | Headache 2nd day 3rd day | Continued 10/138
cvp|] M 50 g:itseasensation 1st day 3rd day Continued
e o mtort md day | 6th day | Continved | (7:2%) NSS.
M 68 Heat sensation Ist day 4th day Continued
M 53 Heat sensation 1st day 5th day Continued
M 45 Heat sensation Ist day 2nd day Continued
F 43 Heat sensation 1st day 2nd day Continued P=0.619
M 43 Nausea 2nd day 2nd day Continued
F 39 g;igzes;:ric discomfort 2nd day 2nd day Continued
M 42 Eruption 1st day 6th day Discontinued /133
CEz M 35 E:ﬁ;easensation 1st day 3rd day Continued
M 68 Heat sensation 1st day 4th day Continued (5.3%)
M 71 Heat sensation Ist day 6th day Continued
F 34 Heat sensation Ist day 2nd day Continued

M: Male

F: Female
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BOENEF—EF, RE-RE (BB LEBHL, &
REME N AH & OBGREREE Lich» LBFHHFEL,

CMD #52:-Ci3. GOT 3 4, GPT 5 {4, Al-Pase 3 {f
EDbhic, CEZ # 58 Tk RBC, Hb, Ht it 2 4,
WBC 3 4, GOT 344, GPT 4 {4, Al-Pase 2 {f ¥ X
U BUN, S-Cr. e & 2 R » bh, TORBHEE L CMD
2 8.9%, CEZ B 17.9% kich, MEHIHHERE
BEDOLhich oo REBEREANDOHFL, Table

22 TRt Exh, CMD 5% 66 (4.8%), CEZ i
L5310 4 (8.-1%) H&ZdbHh, T 05 LEEELE
2 X b A & OBIFRARE & HET ShIcEERIL CMD #
LB 57 I B, T3 IBH, T T B HO3H (2.4
%), BXO CEZ B 58D 47 X BHE16 (0.8%) #
FChoteo ek, ThOLDEMIZLZDOERORERZED
wWh b 2 BELAREEECELTWSZ Ehb, -
BUEDEH THoIcLEL DR S,

Table 21 Changes in laboratory test results
Itern Drug Total No. No. of cases with changes in laboratory test result ® D:!t;f?;\;ﬂt;gm Statistical J
of cases A B C D E to drug analysis
RBC | CMD | 123(100%) 82(66.7%) 5 (4.1%) | 13(10.6%) | 17(13.8%) | 6(4.9%) | 0(0.0%) NS. P=
CEZ | 123(100%) 94(76.4%) 5 (4.1%) | 11 (8.9%) 9(7.3%) | 4(3.3%) | 2(1.6%) -5 P=0.4%8
v [ || B | WEw | (03 | Ve | G |8 [0 | v e
= %o 2% 3% 5% 8% .3% 1.6% -~ ‘

[=]

g_ Ht CMD 123(100%) 82(66.7%) 5 (4.1%) 20(16.3%) 14(11.4%) 2(1.6%) 0(0.0%) P

CEZ | 1220100%) | 87(71.3%) | 4 (3.3%) | 15012.3%) | 11 (9.0%) | 5(s.1%) | 2(1.6%) | NS P=0.247
CMD 123(100%) 72(58.5%) 27(22.0%) 11 (8.9%) 7 (5.7%) 6(4.9%) 0(0.0%)

WBC| CEz | 123(100%) | 75(61.0%) | 22(17.9%) | B (6.5%) | 9 (1.3%) | 9(7.3%) | a(z.4%) | NS P=0.247
CMD | 122(100%) | 103(84.4%) 4 (3.3%) 4 (3.3%) 6 (4.9%) | 5(4.1%) | 3(2.5%) .

3: GOT | CEz | 123(100%) | 103(83.7%) | 4 (3.3%) | 4 (3.3%) | 7 (5.1%) | 5(4.1%) | 3(2.4%) | NS P=1.000
- CMD | 122(100%) | 102(83.6%) 4 (3.3%) 5 (4.1%) 3(2.5%) | 8(6.6%) | 5(4.1% .
§5|OPT | CEz | 1220100%) | 105(86.1%) | 7(5.1%) | 6 (4:9%) | 1(0.8%) | 3(2.5%) i35 | NS PeLow
g [Alk- [cMD]| 121(100%) 89(73.6%) 8 (6.6%) | 10 (8.3%) 9 (7.4%) | 5(4.1%) | 3(2.5%) :

S | pase | CEZ | 119(100%) | 101(84.9%) | 6 (s.0%) | s (7.6%) | 2(1.7%) | 100.8%) | 201.79% | NS P=1.00
- CMD 122(100%) 92(75.4%) 17(13.9%) 9 (7.4%) 3 (2.5%) 1(0.8%) 0(0.0% P
Eg BUN | CEz | 123(100%) 91(74.0%) | 14(11.4%) 7 (5.7%) 6 (4.9%) 554.1"/:) 221.62; NS. P=0.438
gp CMD | 113(100%) 98(86.7%) 7 9 9 2
g § . (6.2%) 4 (3.5%) 3(2.7% 1(0.9% .02
S| Cr | CEz | 11s(100%) | 101(87.1%) | 2 (1.7%) 7 (6.0%) 3 (2.6"23 352.67:; gg?%ﬁ; NS. P=0.498
Direct | CMD | 52(100%) 52(100%) 0 (0.0%) 0 (0.0%) 0(0.0%) | 0(0.0%) 0.0%
Coombs| CEZ |  54(100%) | 54(100%) 0 (0.0%) 0 (005 | o (om | o00% | S6ose | NS P=tow
® A : Within normal range D : Abnormal value (deterioration)
B : Improved E : Deterioration from normal range
C : Abnormal value (no deterioration)
Table 22 Cases with deterioration in laboratory test result
Drug | Age | Sex Items and changes of abnormal values Ratio of Statils ti(_:al
appearance analysis
57 | M | GOT(39— 70), GPT(18— 35), Alk-Pase(316—323)
53 M GOT(17-138), GPT(11—498), Alk-Pase(7.9—24.5)
cvp | 7 | M | GOT(21— 52), GPT(13— 40) 6/124
63 | M GPT (30— 59)
37 | M GPT(19— 62) (4.8%)
16 F Alk-Pase(172—244)
34 M | -RBC(393—37s), Hb(12.8—12.2), Ht(37.3—-35.3), WBC(8,100—8,400) NS.
71 M RBC(390—327), Hb(11.4-10.2), Ht(35.5—-29.2)
47 M WBC(
4,300—2,900) =
61 | M | GOT( 32-103), GPT(19~79) WBC(4,500—3,400) | 10/123 P=0.315
cez | 4 | F | GOT(166—282), GPT(197—272), Alk-Pase(5.7-17.0)
28 | M | GOT( 21— 39), GPT( 31— 64), Alk-Pase(9.5—10.2)
33 M GPT( 14— 42) (8.1%)
70 | M | BUN(20.0-24.0), s-Cr(1.3—1.7) o
69 M BUN(18.9—20.4)
75 M s-Cr(1.9—2.0)
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BEMEDOREERBEEOFHEL S.D. % Table 23
LR Lto BMBREE CMD #: 5.8, CEZ#HEREL bic
BEFEN 8,000 BT TH - 7o b DA EKIZIL 7, 000
BECHAECEBHL TEY, Th X BEDECLD D
DLELbRI, ThiSOBEBEIRETIHRTAEIT
Fpbhiehote, s Al-Pase BIL Tid, &M
COEFEEMNRI S, 4 @it KING-ARMSTRONG
IR X B DROWTIITFHEEL KD,

6 F A %

CMD #5358 99 7, CEZ #53 97 flic o\ THEE
HYRZ X D2FAUDHIERERY Fig. 6 R L1, ME

FRORESMERL, BLAYEL-THh, HEH
HRCEEZIZED LR 512, 60mm [ F 0K
D h [BRAMS D | LHZE S hifEM: CMD 5
7% 65 41 (65.7%), CEZ #535% 59 7 (60.8%) T
b, MEAFMCEEZIRADLIAA 510 0~9mm
EEREIES TE  HIE S i fEMA CMD 5 8
68, CEZ 5Bz 5 & bntcn, & hbitvwTh
LIRER, HIERL D VIMERCHERED SRt
1eHThHY, BEMEIEAL B EREEBORE It
EDBHIZIBPDIZ1IFBED LRI, - T,
ZDEM, hT—TFTARBORE, B 5B RORE

Table 23 Changes of mean value of laboratory test results
CMD CEZ
Item Tcgtal No.| Mean value + SD. | Total No.| Mean value + S.D.
of cases
Before After of cases Before After
RBC 123 401164 395169 123 412162 | 412+63
Blood Hb 123 13.6£9.4 13.5110.0 123 13.9%8.9 13.749.2 7
Ht 123 36.6+5.9 36.416.1 122 37.9t5.6 .| 37.7+5.5
WBC 123 8,000+3,290 | 7,050+2,530 123 8,140i4,150: 7,040t2,660
| GOT 122 25.5+21 26.9+21 123 36.6+113 - |- 29.2+35-— -
Hepatic - -
. GPT 122 22.2+29 25.4+50 122 24.11+40 17.5+27
function | 54 pace - o
e 84 13.7+43 | 13.9451 79 7.4+4 7.2+4
Renal | BUN 122 17.6+7.5 14.91+5.6 123 16.6%5.8 15.5+5.8
function | s-Cr 113 1.231+0.82 1.09+0.49 116 1.1310.40 1.111+0.45
Table 24 Overall clinical efficacy except for Serratia and/or Pseudomonas infection -
Poor Statistical analysis
Drug Excellent Moderate ) Total
(or Failed) Ex. Ex. + Mod.
14(19.2%) | 26(35.6%) 33
CMD 73
0,
40(54.8%) (45.2%) NS. NS.
17(23.6%) | 23(31.9%) 32 P=0.549 P=1.000
CEZ 72
0,
40(55.6%) (44.4%)
Ex.: Ratio of “Excellent” .
Ex. + Mod. Ratio of ”"Excellent” + “Moderate” .
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Fig.6 Usefulness B, BRERy, UTI RERBRR X RS Fiex
(Cum2%) TBRAND LB LT o efER, WThbEEARNY
100 — o BEIREDLRIEI T,
onmr0 CEZ *# =
% ARROBERMOBERCOWTE, WThoks
60- BF e b O B 5 HIEERAT RicBI U T b AEAIR Ny
ol BIRYIBDORT, FRRTO LEO LU H Bt
Drug| Mean | S.D. | Min. | Med. | Max. Hohic,
204 CE2leo arular sorT o0 Te60 Tiu00 BABEBDECOWTIE, CMD REEDOEBR 47.5
v Ctest F g 20,360 (P=0.795) % wRtLT, CEZ BEBOEHRL 43.0% Thh,
U ((:,::;)s 9]00 ""4 “GS;‘S ﬁc'.'!“s 70| ;2 60,5 - "‘4"3 4"3190—30296—2019"-10 96—0 T;;al H&ffﬁl%@ﬁiﬁ&b\k%o : O CMD o %‘ﬁg&t%j’%
Z:: g::\!.jé :l ;:1! 1 2;.3 :24 (2527 7(71.7 7:.7 ?21!8 8:.9 9:.9 9?.9 5 %’%ﬁ;é@“%%ngﬁﬁlﬁ%ﬁ—? 55%&0E%§%E
Cum.%| 6.2 ]17.5]|25.8(38.1/60.8]68.0]73.2|84.5/92.8(94.8)99.9 -'C«é 6 el 2: _%:, K{J 40% 5& < Oﬁmji);j’ .7. _7—_}’,%&&

Wilcoxon test : Z =0.413 (P =0.680)

Table 25 Relation of overall clinical efficacy between evaluation according to
criteria of UTI committee and Dr’s evaluation
Dr. .

UTI Excellent Moderate Fair Poor Unknown Total
Excellent 22 10 1 0 0 33
Moderate 11 38 8 0 1 58
Poor(or Failed) 0 18 23 62 7 110
Unknown 0 0 0 1 0 1
Total 33 66 32 63 8 202

SPEARMAN rank correlation
Correlation coef. = 0.785"* « P<0.05
Table 26 Analysis of efficacy on prostatic bed infection
Efficacy Efficacy on pyuria Efficacy on bacteriuria’
Drug Clear- | De- Un- Statistical analysis | g | pe. Re. Un- Statistical analysis

Items ed creased | changed Cl. Cl.+Dec. | nated | creased | placed | changed EL El+Dec.
J|Singe |[CMD| 2 0 | 12 |Ns x 4 3 0 7_|ns NS,
i.g infection | CEZ 4 3 4 P=0.350 | P=0.017 6 0 1 4 P=0.241 | P=1.000
[}

8% | Mixea [CMD| 0 0 4 | NS NS. 1 1 0 2 | NS NS,
S infection | CEZ 1 0 4 P=1.000 | P=1.000 2 0 1 9 P=1.000 | P=1.000

o | Catbeter [SMD | 1 0 3 | NS NS. 0 1 0 3 | Ns. NS.

Dé indwelt CEZ 2 0 2 P=1.000 | P=1.000 2 0 0 2 P=0.429 | P=1.000
o
B Noer [SMD| 1 | 0 | 18 [N |« s | 3] o] 6 [ns [ns

indwelt CEZ 3 3 6 P=0.306 | P=0.026 6 0 2 4 P=0.692 | P=1.000
Cl.: Ratio of "Cleared” El : Ratio' of “Eliminated”
Cl.+ Dec. : Ratio of ”"Cleared” + ”“Decreased” El + Dec.: Ratio of "Eliminated” + "Decreased”
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BTHBHT &, ¥ X Serratia, Pseudomonas vz X%
BREAD SATHRENTHARETHB L2 ERT
HERYTSCRIEBEE V2%, BRiT Serratia ¥ X
0% Pseudomonas Vo k % RRHFEF BB\ TR @ kit 3
BREHERYBERZTH B L, Table 24 wRT X 51T,
CMD BB TIL 54.8% L 3bERIc BERBENE
bh, =0 X5 7cHBILEL % © cephalosporin RHi4
LT, EDEDHELIRVBETH 10,
SEOBREERDEDOBHR 47.5% &\ 5 REIL,
RITHELD &M TRIEINIREDEBERRBIC X » T
X hic cefmetazole (1@ 1.0g, 1 B 2[@#E) OF
MR 43.6% # LM, cefoxitin(l @ 1.0g, 1 5 2[F
£ 2B DT TRIGHHE) OBFREK 47.6% LIIEASE
DEE T - 11011,

ThERIE YR 0 $h B O FIlT T Ml B RERE o\ T
b, CMD #5H 0 B R (RLEMTEE ) 3
52.5%, CEZ 5RO ERHRIL 49.5% TH v,
BRHREL L {—H LT\, Bz Table 25 2R3
th, MHRHBMCIE, YROZ LN bEEDME
B ERD b,

R G AT B A FE RS R ORIILIR KRR 3 T,
EHRBILTHEEZE (CMD<CEZ) HE% b h feit
(Table 9), =ik CEZ #5812 5 BIOEZIBIA & &
haKiE, CMD BEFIIZEDAN Abhiehotcr
LR X %o BIMBRIRRGUE DM R X3 5 BRI
RARMCATZRED LR - 1edd, BREXT 3
BROFERC S\ THEEZ (CMDLCEZ) p b bR
o Lichis TIRR R 5 2R BI LT, BZIRKR
REER DN T, BPREH, HF—FALDEE
AR U-#sE, Table26 D lish M R B s

Ba

Table 27

A. Prostatic bed infection

Grade of pyuria before treatment and

B. The 2nd group

U 7 — 7 VIERESE §l i 3 W T EH M A EE
(CMD<CEZ) 2@E»bhic, & it UTI EEmEs
2HHEL, EE2HOBRCNTAIHRECLES
# (CMD<CEZ) R@Eb LI Ehb, ZhbizF—
DEHELEZBNRBDT, ROBRCHTHEDOER
RL"C&?TJ?‘Z)O

UTI HEMRES 6 Bt s\ T, CMD #5RDBAHEE
RBHREDOH#EK(80.0%) 1%, CEZ B E5HEDOEHK(33.3
%) CHLEBECER TV, i, £6HDBRC
MNTAHRCIIABEVBEDLNT, HERCAHT B
Rizks\T CMD #5800 B 4 & (80.0%) »%, CEZ
BEFHOBAE (26.7%) XV EERER T L
b, MBERCHTHROEVBEABRIRCRBI N
1bDEE 2bhb, CMD HEHOHERIRMNEE
CEVWEERE >R Bic B LT, BoMERCH
TAHHRDOFTERT 5,

R T 281, £65Th% L CMD B#E5¥DOK
FXK 39.6%, CEZ 5HOHER 34.0% LTRSS
DEETH»Tco The UTI EEREBHEIIC RS L,
58 2% (CMD<CEZ) %X 0% 3% (CMD>CEZ) k&
BENDDO NI, F2HOBRICHT I ECHEL
BRETEEXLRBARFELT, ¥TBSBROBE
DRY, MERCHTHHROMENELLRBN, &
AHORBELTRWTh I HEABMCEEEZIZD LN
7ehs» 7 (Table 27-B, 16), ¥ S EEEOSH LR
D BRBO Mgk o fedT(Table 28), X L FzBE
TR, MERE DWW THHE L Txic, Table 29
CRTERY, HRCBELTREIEEZIRDLR
Tedvotedl, AR EI L Cik CMD #5658 D3 5 A%
BERIC ) » 7o MIEPHARBRCGLTED X5 i

its changes

C. The 3rd group

o & H|+H | + | SA H++H |+ ] SA +HH+H | + | SA
g % CMD| 7 [ 6 | 5 NS, CMD| 5 | 5 | 1 NS, CMD| 7 | 76| o
Efcez| 7 |7 | 2 CEZ 41 CEZ| 6 | 1 |10
e e R E e s e e e e e e R
+H+ 2|5 ++ 1] 4 +H+ 2[3]1]1
9 CMD| ++ 213 1 CMD | ++ 1|3 1 CMD| —+ 21114
g + 112 1 + 1 + 114
S 3]z |1 1 | 1] 1 1|3 1011
CEZ| ++ | 1 21212 CEZ |+ |1 211 CEZ| + 1
+ 2 + 1 + 1{1]6f2
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BEYRIETHRREEL A TRV, EEREAFO
1orExbh, *OEEIRbhicLIEEIhD,

#333 CMD HE5HOR I NERLECH L THE
HEEERL, HERTXEEENADL I, H3H
wBI LT b AR & Bk, 5 TlRR O REE (Table 27-
C), MERCHT %% E (Table 16), HEESTDRY

(Table 28) I D>WTHKREL Ic &R, WThoRNER
CEWVTAEEZRRDLIT, REROKERCHEL
(CMD>CEZ) 73383 b icFERIZBHRETIX I Dotz
L LE SHEL SV THMBROMRPRERO N 7 -5
NMEADOEER IVOREEROHMMZFC LT, BROK
BREEY AL ELLRD, SEIXZ hbo

Table 28 Distribution of isolates classified by type of infection
UTéroup 1st G. 2nd G. 3rd G. 4th G. 5th G. 6th G. Total
Isolates * cmp| cez |cMD | CEZ | cMD | CEZ | CMD | CEZ | CMD | CEZ | CMD | CEZ | CMD | CEZ
E. coli 4 5 0 3 11 13 7 6 7 3 0 3 29 33
Citrobacter 0 0 0 0 1 0 0 1 0 0 2 1 3 2
Klebsiella 4 1 3 0 3 0 2 2 4 5 4 3 20 11
Enterobacter 1 2 1 0 0 1 2 3 0 2 2 4 6 12
Proteus: Indole(—) 2 3 0 0 0 1 1} 1 4 0 2 1 8 6
Indole(+) 3 5 1 1 0 0 1 0 3 6 1 2 9 14
Proteus 0 0 0 0 1 0 0 1 0 0 0 0 1 1
Alkaligenes 0 0 0 0 0 0 0 0 0 2 0 0 0 2
Acinetobacter 0 0 1 0 0 0 0 0 0 0 0 1 1 1
Serratia 6 4 4 1 0 0 2 2 4 5 2 4 18 16
Pseudomonas 3 4 1 1 1 0 1 2 4 3 1 4 11 14
Other GNR 0 1 0 2 0 1 1 0 0 0 0 0 1 4
S. aureus 1 1 0 0 0 0 1 1 0 0 0 0 2 2
S. epidermidis 0 1 0 0 1 0 1 2 1 0 4 2 71 5
S. pyogenes 0 0 0 0 0 0 1 0 0 0 0 0 1 0
S. faecalis 0 0 1 0 2 1 3 0 5 3 6 6 17 10
GPR 0 0 0 0 0 0 0 0 0 0 0 1 0 1
Total 24 27 12 8 20 17 22 21 32 29 24 32 134 | 134
N.S. N.S. N.S. NS. N.S. N.S. N.S.
Statistical X2=5.329 | X2=12,500 | X2=10.325 | x?=9.926 | X?=12.347 | X°=8.983 | X%=14.869
analysis df=9 df=8 df=9 df=13 df=9 df=11 df=16
P=0.805 P=0.130 P=0.325 P=0.700 P=0.194 P=0.623 P=0.534
Table 29 Methods of prostatic operation and post operative duration
Total Statistical
‘Drug Prostatectomy TUR-P Unknown
Mean analysis
CMD 5 4 2 11 N.S.
Cases ;fz_—__- 20 .369
CEZ 3 4 1 8 P=0.832
Post ope. | CMD |43,10,11,6, unknown | 30,7,30, unknown |15, unknown 19.0 NS.
duration Z=0.233
(day) | CEz 67, 21, 12 10, 30, 6, 3 unknown | 25.1 | P=0.816
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Table 30 Relation between MIC and bacteriological response in the 6th Group
MIC ug/ml
Inoculum 0.2 0.39] 0.78] 1.56| 3.13| 6.25 12.5| 25| 50| 100| 200 400| 400¢<| total
size | Drug
CMD 0/0| o0/0| 1/1| o/0| 1/1{ 1/1{ 3/3| 3/3| 4/4/ o0/0| 1/1| o0/0| 3/6| 17/20
[)
(%) (100) (100)| (100)| (100)| (100} (100) (100) (50)| (85.0)
10° cells/ml
CEZ 0/0f 1/1 o/0f o0/0] o/0 3/3| 1/1] 5/6| o/0| 1/1| 1/1| 0/1| 4/17| 16/31
0,
(%) (100) (100)| (100)] (83) (100)| (100)| (0)| (24)] (51.6)
CMD 1/1] 0/0| 2/2| 3/3] o/0| 1/1| 3/3| 2/2| 2/2| o/0| o/0] o/0| 3/6] 17/20
0,
(%) 1 (100 (100)| (100) (100)| (100)] (100 (100) (50)| (85.0)
10° cells/ml
CEZ 1/1f o/0f 1/1} o/0| 2/2| 2/2| 3/4{ 3/3] 0/0] 0/0| 2/3| 0/2| 2/13| 16/31
0,
8) | (100) (100) (100)] (100)| (75)] (100) 60| (] 15)] 61.6)
No. of strains eradicated/No. of strains isolated
Statistical analysis
8 . —_
MIC distribution of isolates { 10 celis/ml  CMD:CEZ ~ NS. (P=0.120)
10° cells/ml CMD : CEZ N.S. (P=0.134)
. R 10 cells/ml CMD : CEZ N.S. (P=0.318)
Eradicated tio. ( 1
radicated ratio. (>400xg/mi) { 10° cells/ml  CMD:CEZ NS. (P=0.262)

AEBTAREN TR Tnithoiclcdd, ZhEED
EENTETEROBELEX DR,
MERCXTHHR1E, &6 TAD LAEANERCE
FXuRI»Ohichot, 37— TAFBEFICKT S
B Rz CMD # & 2% 60.3%, CEZ & 58 41.7%
L CMD #5801 5 NEEIRE VR Th - o (Table
15), » 5 -5 E@BEREONE, UTI EKBRES 2, 3,
4 BRIV GBEICHMTEN, ZD5DE 2, 3 KIV4
BHORV R AERHECEEZRADLIT, 6
Fic 5\ T CMD B 53O ME R T 5B RNFE
TBZ & hb (Table 16), » 57— FAIERBEADH
BEREORTHEIRTHBLELLNRD, T TH
BB OV THBE S s LU MIC 5D fREY R &E
Lih, WIEhLEERREDY RADL R sT L
L, MIC 2% 400 ug/ml Ll E# R38O kK 13 CEZ
BERORS 2 CMD # £ B UEWERCH -7
(Table 30), % 7z, CMD ¥ E.coli % Klebsiella iz
$UTik CEZ X e\ 51 % & L, Citrobacter,
Enterobacter 3s - 7¢ indole(+) Proteus = b HE A
I VNS ARETHLINTHA DT, Thb T /T
BRI N ERE 25 L, CMD #E5F 27 Hhd 14 (14
%) BESLTW BT E T, CEZ # 5 B 12 £k
8k (67%) HEHE L TCvico Tib b, CMD & 53¢
TED MIC i3 4 kA% 12.5 pg/ml LITFT2BEHEEL,

fo> 3 ki3 400 ug/ml Ll ETh »7ohd, 400 pg/ml LL
LOBKD 5 b 2 HMEE LT Wi, —F, CEZ ®RER
i3 MIC 3.12~25 ug/ml @ 3#kikHE L L o A3, 200
ug/ml BLED 9 Bz TiE, 200 ug/ml D 1#R T
ML LT ¥l ot ThbDEND, CMD @
—WMEECHTAHE N O W A T ADIRK
2, BERRETHHE 6 HOBABERYRCEELR
1L, CMD #EHOEHR 80% LERERES BR
LhtolcbDEHEIND,

BEERC OV TR D ERCHEOTE 2 RBC
DT, FOMBEE L M EmIROFEREORERE
B EFNCBIER TR { OV TR S LR, Table 31
Rt sy, MEOMCERALEFRNZRD LRI,

BEMEWERORE 1, CMD ®#55 138 fiF
10 ) (7.2%), CEZ #58¢ 133 flH 76 (5.3%) T
b, TEABMCIEEZIDD bRt holo
35, EEPEEC LB EE L OB —BIED Bk i £ A
CMD #5261z 6 ffl, CEZ #58fic 4 FIE2» LA, T0D
EAZETHLREARIIOKIE {  Bo 7k, CMD
© open trial ¥} 2 WRBH RO £ EE 227 f
OEWERRBMAELE 13 # (5.7%), ERAKL 11 F
(4.8%) ThotcbBEIRTV5Y, SEOBAH T,
L EEFORBICE LRAEROBESNETR VA, &
E ORI\ L ER & DBREBFHELITHETH 5 —BED
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Table 31. Relation of changes between WBC and body temperature

Mean valuet S.E.

WBC(pre—post) X100
S

10
o temperatare| =1 | 0 | 1 |2-3| Total
Cases 10 136 25 16 187
Criteria of fall in temperature
Grade
fog 1
T2
ML : s
01
Table of ANOVA
S.S. D.F. M.S. F
Treatment 25354.37 3 8451.46 10.997%
{ 1-Order 23205.01 1 23205.01 30.196*
Other 2149.36 2 1074.68 1.398
Error 140634 .07 183 768.49
Total 165988.45 186
X :P<0.05
Test by Scheffé method
Comparison Mi — Mj
-1:0 —6.824
-1:1 —18.760
—1:2-3 —46.625%
0:1 —11.936
0:2-3 —39.801%
1:2-3 —27.865*
Mi : Mean value of ith grade
Mj : Mean value of jth grade
X :P<0.05

BREYTRTH T kb b E2bhb, —F, BKi
ERED REMBERBHE R, CMD £5# 64 (4.8%)
E~ 11 # (8.9%), CEZ #5% 10 #l (8.1%) E~
22 # (17.9%) Thb, ZOEBREKX CMD H#E%#
1325 MMERTH - 1o

HREOHET, 60mm LA EDOFIMNIThIEHTE
bbb LHEINEME CMD 55 65.7%, CEZ
L2 60.8% Tihotco Table32 BRZTL o, 75
v Ay — T 60mm RCHE I hic 71 fik 3
BIRBRNTTNT UTI ERhRPli AR CIrER L HE s
h, ¥E%EHTINIEEM DS L% 60 mm LS | 90
mm RKFBIA - TWBE &b, UTI Epapic
L HEIND S0, BFREYUESHEOFELT
LTWBZ NI b 2 de ZORRYELBAERYE
ORI IIBREOHEEEARD b,

L EDBRFBENOELT S &, CMD X HEKRE
RYEDOHREEL LT, FEcBIL Tk CEZ LR%
2, BRI T —FAIERBEORERIERNCH LT
i, Lo IhTEY, rorethicBiL Tk CEZ &
BIERECEERAO R WELIERA LW 25,

X 3

1) NEU, H. C.: Cefamandole, a cephalosporin anti-
biotic with an unusually wide spectrum of
activity. Antimicr. Agents & Chemoth. 6:
177~182, 1974
SHEMONSKY, N.K.; J. CARRIZOSA & M.E.LE-
VISON : In vitro activity and pharmacokine-
tics in patients of cefamandole,a new cepha-
losporin antibiotic. Antimicr. Agents & Che-
moth. 8:679~683, 1975
3) ERNST,E.C.; S.BERGER, M.BARZA, N.V.JaA-

COBUS & F.B.TALLY : Activity of cefaman-
dole and other cephalosporins against aerobic
and anaerobic bacteria. Antimicr. Agents &

Chemoth. 9 : 852~855 1976
4) VERBIST,L.: Comparison of the antibacterial

2)

Table 32 Relation between overall clinical efficacy and usefulness

Eifcay et | 0-9 10-19 20-29 30-39 40-49 50-59 60-69 70-79 80-89 90-99 100 | Unknown | Total
Excellent o o o o o0 ©0 7 5 1 8 6 0 33

Moderate 6 0o o 1 1 1 16 11 14 5 8 1 58

Poor(or Failed) | 11 6 13 20 7 11 21 11 2 2 1 5 110

Unknown 0 0 1 0 0 0 0 0 0 0 0 0 1

Total 1 6 14 21 8 12 44 271 23 15 15 6 202

SpearMAN rank correlation
Correlation coef. = —0.673*

+ P <0.05
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BIAFR, RER#E—, WHFEE: $ 26 EHRLFE
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In order to evaluate the clinical efficacy and safety of a new cephalosporin cefamandole (CMD), a
double-blind controlled study was carried out using cefazolin(CEZ) as a control drug in patients with
complicated urinary tract infections. Each 1.5g of CMD or CEZ were administered intravenously
twice a day(3.0g per day) for 5 consecutive days to 273 patients. Clinical efficacy was assessed accor-
ding to the “UTI Criteria for Clinical Evaluation of Antimicrobial Agents” in 202 qualified patients,
102 receiving CMD and 100 CEZ. There was no statistically significant difference in background fea-
ture between the two groups. Overall clinical effectiveness rate was 47.5% in CMD group and
43.0% in CEZ group with no statistically significant difference between them.

In the 6 th group of UTI Criteria(mixed infection without an indwelling catheter), however, overall
clinical effectiveness rate of CMD group was 80.0% and was significantly higher than 33.3% of CEZ
group. The superiority of CMD group was due to significantly higher efficacy on bacteriuria(80.0
%) in CMD group than in CEZ group (26.7%). In the 3rd group of UTI Criteria (upper urinary tract
single organism infection without an indwelling catheter), efficacy on pyuria was significantly higher
in the CMD group(70.0%) than in the CEZ group (29.4%), whereas in the 2nd group of UTI Cri-
teria(post prostatectomy single organism infection without an indwelling catheter), the efficacy of
CEZ group (75.%) was significantly higher than that of CMD group (9.1%). The usefulness of
CMD was assessed by physicians in charge to be similar to that of CEZ with no statistically signi-
ficant difference between them. The subjective side effects were observed in 7.2% (10/138 cases) of
CMD group and 5.3%(7/133 cases) of CEZ group, and abnormal laboratory findings were observed in
4.8% (6/124 cases) of CMD group and in 8.1% (10/123 cases) of CEZ group. There was no significant
difference between the two groups regarding those subjective side effects nor abnormal laboratory
findings. In two patients in CMD group and one patient in CEZ group, the administration of the drug
was discontinued because of subjective side effects, but all of the side effects were transient and
none was serious.

Based on the above results, CMD was considered to be a safe and clinically useful drug for the
treatment of complicated urinary tract infections.



