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Oxacephem Rii4:#| 6059-S MMt RIMPIEICH T2 AL, REKB LIUCHBELEZN
BYIZBRfE 3 % H &Y, Sulbenicillin (AT, SBPC LBET) %1 fRIE L LT well controlled study %
fIle ot 6059-S |2 1H 1g %, %7 SBPC (25 &D 1@ 5g ¥ Eh¥h1H82E, 58MX
R Lico MEEERARIT 244 ST, TD 5D 6059-S H 5P 108 fi, SBPC #L5HD 102
BIrREUBONBRE L Y, TMRABROKRN, RERCHERIBDOIEMh -1,

UTI ERFMEMC X 2 EAMKHRIL, MBBROB2H, £ 4B ICRABRRON S FiC
VT 6059-S HEMHSRERITT LR T U, Eie, MIBRRLETE 6059-S HERIHEICT
STV, MIBRICH LTI, BEBRHIAC 3\ T LR s X OBRE{C+ KD XK L § ic 6059-S
BERNEEICT SR T o MEENTIRIZ, S faecalis UHNADTXTOBEMIZH LT 6059-S &
B0 NAEIRVHRECH > Tcledd, LBOMENKRIL 6059-S FERDOR S HEEC
M ot HRMBIFERARBEIL 6059-S H 450 0.8%, SBPC 58 2.5%, HEKRERBD
RUMERBERIBLERERTH - REHETL 6059-S {58 2.7%, SBPC 58 3.6%
T, BIfFAREARCHLTRARMCEREZIBHbhichot, ¥ RMBYEC X 5HAKD
HETd, BEEMBRRHIZI T 6059-S ¥ EHic AR - MELALEL HR TV

BED X5z, 6059-S (2 SBPC iz 5 & 44 bRV HMERL, BMEAVWHABARZ FS4LHK
WHEh XS, T ChcBRBRLREMT 5, BFAOPRVCREURATHS Z EXEDS
hio

MAY 1981

i L & [

6059-S 33 BF | MIKIF 77T CHAR X hiz oxacephem
FOEHAFERT, Figl RFT L5 clisobEm
BEYHET B, Thbd, $E%k0D cephalosporin F# D H
HETF (S)¥"RRET (0) cBRIHh, H27 KX
methoxy 43773 % =3, cephamycin R[4 # D F|
RLBbRESTWH, ARIXZ DX 5 infbFEME LD
RN OEHENC LS OBBEEFL, LLHbLW
5% 470 B-lactamase L X » T HINKS M ST
VCRBMEC RO WRFFTCH B, HIEARZ +F 4l
KL, 77 sBHERS X 07 7 sBHERE RV, Entero-
bacter, indole (+) Proteus, Pseudomonas, Serratia
Ix £ OHEFR D cephalosporin RIEAIFEECHL THH
WREFRAYRAL, RSHEBECHL T HREHEAEL
T3,

AEIBETLRBEC L TELHRERBE~BT
L, 030 CRIPB IVCBHHI~HRECH] X

Fig.1 Chemical structure
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nBo M REE DM 1g A BME DB, a-phase
11 4, B-phase 108 5 & & &, Reh~iz 8HMLAK
85% MHEtE I h B,

COXSuMADKHEB LA THRAEIUNLERRER
FEERHL T T SChBRGRXHMEIh 50T, XK
DEBEREBRPIECK T 550, KBS XCHA
BEYEBONCHMT 5 BT SBPC (ARR=>9 V)
%A L LT well controlled 3k X 3 KRN T
Ro o WA SBPC ¥ R|A 7 B d 1%, 6059-S &
Pseudomonas L iM% BT 5L » b, Pseudo-
monas b HYHT, 2o 6059-S r [ BMELVHE
AR P T ARETHENT, BREHLTETD),
B, SUXERBERREACLILSERZH, EOBK
PHREYTHFHMOEBEEL T 2HNLENLDL T
%o

bt PP EX. 1393

1. BERH

1979 4£ 6 AA LA 10 A ¥ COMMic, Tablel TR
LIRS IMBO AREE T, REBCERKELAL
RO BT HRME RS RPEAL R E LI

1) 4% 16 XL ECHHIxMbIL

2) HXIEGAMABTDMRIRH 2S5 cells/hpf

3) HIBALART O Reh 4 B H A 2104 cells/ml

IR OIER S X CEAHRDOMA, Openicillin Fis X
¥* cephalosporin RIEWEILT VI ¥ —DEEDDS
EH, 3 XUBRHEMCHT 5 KARGRRIBIEOE
Bl, @BRBIEALKE D W T 6059-S ¥ fid SBPC
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AEAIhEN, OENTRE X UFFREO D 5EN,
@7reiF, =22V VM, TAX=FRREOERY
pELTHEN, OOMEWER, »7 -7 FERR
FEMMER (L, RN - FARREATIZON
a1 TN LTIREYEOHMIC X HAlE LT#
¥y BFHT ER LI

2. W5, BiEME

D¥IBY SRS T HEMT, BRADB VLB
#: UTERBRONERT bV C &k L,

BT

1) HeEBFIVRERE R LIER

2) %o0ffi, key code BIFINICHRHERRSL R
HeBDIEER

@E @ Be

1) BRHECLBERREIRE IR TV IeVER

2) BRERKRBOHMEBIRTHIEN

3) HELRFOEEIhh - ER

4 BERORHEESRIEIhIER

5) BT key code W Pl¥t U/I-fEM

6) BRSECEED) EEXORIEN I ZAR
AR ShEER

N %0ft, HRHUEERLIKE B &TBdi
M

ThHDHEIL, TRTRIR T, key code B AT
EARUERRA S TRcbhi, vk, HEHE
FR&, REFRE (ENER), 8HOBRAWRE
(BR ¥, ARES, IREX, KR, BRFER,
BHEX, BEH—F IV BA) THRIh, @8
FkaHENE (LB—B) $X¥avie—-5— (B
HER) OAVDECHEYX TR -0

K HE S

6059-S (EEFRMEHR LS HRED 1% 12 ()
% SBPC (REKRTEMRLHNSRED 1252 (S
W) RAETEALTARMML, &4 1l A4 TA%
HERR ELTHAB IR ID, FARBEYHRL
o FRHID LB RN 134 5 L RAOER L Wi
BBBE L, 6059-S K MENFRELHEHR (= v
2h=alel) oFInE R Lk, KEDO~v=F—
VOB X T 6059-S DEEHMRTIRVE VS B
YRR D, BATE SRR LB oMM TER
DT well controlled study CK3t35 = iz Lizo L
Bl AATA, SRAKLVF*y » 7RAEHELR
“ObOREAL, 1/HOERT, 6059-S FINHI:
HOEKR SBPC Lo mREDS I H4T 5 W SR
MLARB T LTR—L L, ARONED HIXTRAD
AT X 5 e Liso

EROWMTE, 2 v b o—9 - 2RIERICTRL,
¥D key code i3 ¥ | = — 5 —IMINR T RS & TR
L7

FERMO S RRBRIE, RMNEI2 Y e -5 -2
TEARH L7y v 70 k2T, B P L TR
KEBLT, BXALHRERREND D ERBRE R
> CTRRNBEORER T - o

4 ¥VEXAE _

RFBBOECEIS, WRALL 1@ 171 %
WD 5% +~ 9 b2 200ml W LT, 1H 20
(M XUS), 5AMARME L, AR 185
M&L,

6059-S D5 WX 1H 2g & Lictt, Thit, R
WRIEIC 3T 5 AFK|D open study DEBY Hhbht
MITLIRR, AFORAHDRIZ1E 1g B50BS
73% (61/83 fl), 2g 5T 70% (39/56 #) &A%
iXie b DD, P.aeruginosa MRIERIT i35 B D
HER+BOEN, 1g H#EDOHAE 18% (211 §), 2¢g
BEOBE 60% (12/20 fl, = DREIXHEIET TR
Blrich o) &, 2g CHETHZ LRI DEDOHE
R—B LB REIhIIHTHB,

—7, SBPC i1 6059-S o 5f#&D1H 10g &L
A, ThixETF P aeruginosa Tkt LT 6059-S &[4
DYRYHE LI &, XUV P aeruginosa LIHDOE
MoV Th BIC X - THBIALKhZH, —#ic
6059-S DHE A SBPC it i LEELIET ChTw3
CERESCTWB, Zoff, MHAOMF, RPRES
X O¢ SBPC »Bi7E, HEMmHEECH LTHAVWHORT
WB—R T B 5ROk AR HIBT LT, 6059-S
i%1[E 1g, SBPC (X1[E 5g D1 H 2@HENELYL
Ex 1o

HEREE UTI ERFMEERE F 20> cAILT
5 ML Lichs, ERTBEEARHBRALICBE, 5\
ILEERCHT AN B LABERIL, £HEERLYEOHIN
THRELHIETESZ LR LIS

5. EBEZHROAE

BAEKDE, RESICEERCH TR, M8
epp@ BRI T AR E XUFEREOHE,
SR EBE, B MIC EHMENAR S
DWTREA LA, Thbid T UTI EZhFmEsE
GE2IR) Cf->TloTo TOf, HRENED M
g oYM X 2 ERGREOHE S HHRTT > 1%

6. RIfkmO®KE ' '

BENEERIEEBEL, BffANRRELIRAK
12, FOEE, BE, REA, Hl 486 IUES
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FLBEN 3 AL X URERTH 3 BHAK, @
W—htds X OFFAE, WRHRAET: Lo BT B MAAEL¥ER
HETEV, BERFOKEYRN L1

7. MIC ol

SREXh MBI, TRTRZARES (b S VS
SITRR ¥ foi% dip-slide ) 12 TlkRAFEFMM
SHEERRERCEM L, FMT key code BARATIC
BRE L, 6059-S & SBPC @ MIC % B & by Mik¥
SEMBTHE - TRUE Lo 7ads, FAIE LTRAERR
IR A E SR BRRIEW O MY AT ST
&L

8. Key code OM$}

HRBMELRDOIE Db &T, R, BTk, Rk
REIUVRBIEROHEIC RO\ EXHER L1,
key code 2MH Xt Tod, MMM key code
PMHXRAEANZ1FL M1,

9. M

F—RDWTIXEL LT/ vATAMY o 7 8%
v, AR XE RN, B5\ITEERKHNYE,
WiLcoxon DIREIFIRER s EXAVTH RV, HEA
BTN 5% & L1 7ok, EMNTAEOHHIRE
TRARKBY L &, BEIC LI,

# »

1. MEXNOSRRE

Table 2 Patients studied
Patients 6059-S SBPC Statistical test
Total number of cases 124 120
No. of cases excluded 14 15 .
No. of cases dropped out 2 3 g’f =0.3404
No. of cases evaluated for clinical efficacy 108 102 p =0.8435
INo. of cases evaluated for side effects 124 120
Table 3 Reasons for exclusion and drop out
I. Exclusion
No. of cases
Reason
6059-S SBPC
Bacteriuria less than 10* cells/ ml 6 9
Bacteriuria less than 10* cells/ml and others 4 2
Pyuria less than 5 cells/ hpf 0 1
Infection of yeast like organism 2 3
No underlying disease 1 0
SBPC was administered just before this study 1 0
Total 14 15
No statistical significance between 6059-S group and SBPC group
II. Drop out
Reson 6059-S SBPC
Discontinuation due to side effect 1 1
Discontinuation due to changes of the patient’s
condition of disease 1 1
Combination therapy with another antibiotics 0 1
Total 2 3

No statistical significance between 6059-S group and SBPC group
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A Table 4 Background characteristics
Characteristics 6059-S | SBPC Statistical test Validity of randomness
Male 84 79
Sex Female » P NS. p =1.0000 0.4984
16—19 1 2
20—29 5 3
30—-39 5 4
40—49 9 8
Age P . = NS, 2o 04208
60—69 32 17
7079 30 39
80— 12 )t}
-39 4 3
40—49 32 34
Body weight | 5059 3 3l Ns. Z =028 04707
60—69 18 19
70— 3 1
Kidney 36 37
Site of Bladder 71 64 ns. &2 g0 04851
Prostatic bed 1 1 P =05024
Urinary obstruction 20 26
gnsg: ;ying CachquS or tux.nor 38 41 NS. f:g.dslﬁ 0.4401
Benign prostatic hypertrophy 40 29 p =0.3232
Others 10 6
Catheter Indwelt 4 % NS. p =0.1286 0.4431
Not indwelt 61 46
* (5—9) 3 4
Gyr:fiea of + (10—29) 31 26 Ns, 2 08306 04559
?cellslhpf) ++ 41 33 p =0.4062
+++ 33 39
Normal 92 84
BUN “Abnormal 19 27 NS. p =0.2462 0.4640
Unknown 2 1
Normal 97 99
sCr Abnormal 15 12 N.S. p =0.6821 0.4871
Unknown 1 1
B
) .,1 st group 30 21 -
3rd group 15 14 P éf =5
Type of 4 th group 18 16 p =0.0486
infection .
uTr Mixed 5th group 17 35 *
grouping) infection 6th grom 20 12 p =00123
Single infection 71 55 NS. p =0.0917
Mixed infection 37 47
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BEMRNORRTIZZRFD 11 7rh0aHE
(i) i3 6059-S 1.03g (103%), SBPC 5.1g (102
%) THD, ¥RTHRORRTIZ 6059-S 1.06g (106
%), SBEC 4.85g (97%) Th b, WRHAIL bEWICH
FHLTWAZ EHAHMBINTI,

2. MEMK

BN ORI Table 2 R X 5 ic, RESIERN
iz 244 BT, T D5 LERAMERS X OBREEALER.
7= 6059-S #¥ LM 108 fl, SBPC #4-8¢ 102 fjizo\»
THRETFH L URRGROMN LT oo BRADD
V2B O E iz Table 8 1o —3iE L7cAl, TRABOLR
5, BIBRC HRE BdORh ol HFAD R
Mz, ChODEML S0, 6059-S BN 124 4,
SBPC #58 120 it 2o\ TfTle» 1

Fig.2 Age distribution

3. ANME

1 wREF

BB Ry TSI Mz LI 210 HIZOVWT M0
WREFLRMN LR, Table 4-A K RLIEX 5K
#, 4, GEILEOVTRORREAFC L NEARN
CHEREIRED RN o1, [ Table DAFOD MKk

Table 5 Organisms isolated from urine
Organisms 6059-S SBPC Statistical test
E. coli 22 17
Citrobacter 3 7
Klebsiella 20 13
) Serratia 21 27
GNB Proteus indole (=) 5 8
Proteus indole (+) 5 15 N.S.
Pseudomonas 28 32 £ 253.5788
Other GNB 29 17 p =01342
Sub total 133 136
S. faecalis 19 21
CPB Other GPB 12 14
Sub total 31 35
Total 164 171
GNB 133 136 NS.
GPB 31 35 p=0.7840
Table 6 Type of infection
Number 6059-S SBPC Statistical test
Single infection 71(65.7%) 55 (53.9%)
Mixed infection NS.
2 species 24 (22.2%) 28 (27.5%) zi—(l)gégg
3 species 7( 65%) 16 (15.7%) p= o
4 species 6( 5.6%) 3(29%) -
Total 108 (1009%) 102 (1009%)
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ARG ORLURERT 1 2ONEE LT, WHFR  ZULbOISMENRTFTES L5, otz 1) OF
COSWRRTE LB 6059-S WEH L SBPC HEMD  RETFLHGTMN Lo UTI ZMBELI 1 B> 38
%ﬂﬂﬁ&t§ﬂ‘i‘bﬂ¥t-’a‘-if:g SRR BT R CHETOLM, MIMLLH 4TS T MY 3 X
RECRERANOME L RHE I TV SREICHLT UMSHEEME ROBABRD Lh EhOEAMIC DL
B, COMEN 0.5 THIILELT randomness ¥ B CTRIRAIRM% 0 L2, Table d-B 1R Liet 3
%150 4EOMRNTIZ, Table D 9 2DRFDO WP 2, &tk IU“%M*K*’W‘T*E!#:E» bt

rOBED 0.5 KiEL, KAD MM TORLKE RN o X nMERTFOMIIC & 5 EAROERIZNNT

Bohto DRUEXTETS L0 T, LRTONMEICKT
nk, HRELCEARKAOBELSSC, Thiz¥ 38N T, COBERTR L5 MIOLEE Y RET 5,

REFRERECARBEDL LR INHTHS (Fig. 2 3) WEMAMN

Table 4-A)o 6059-S ¥4 B 5 164 #, SBPC #AEMMS 171
2) UTI &k RMBE BRI h, TIRHAIBL 4 ic Serratia, Pseudomonas

UTIREFRRENF I EEOFEOME (MK LUMNB XU S faecalis 1'% <, ZHEOHMHEE K LTH
FRRSHCHBTS) YEATED, & F4RED EARM FEEI Wb Shich ot (Table 5), #
VHOIRENRTF LIXRRD, AMPRCRAETE &, HENOHABECM LT HEANMCERZIED

Fig.3 Sensitivity distribution of isolates Inoculum size : 10%cells/ml

(Cam. X) Statistical test
100y A : C N.S. 1=—0.6115 p=0.509

B . D N.S.2=-0.3663 p=0.7142
A 1 D e 3=-83381 p<0.0001
A+C:B+D o 1=-11.4339 p<0.0001

Cumulative percentage of isolates
S

0- T —rrT—TTTrTrT
ml- a:%" wed M 1 C (/D T Total
ered |measuremeat  |<0.80.05]0.1]0.2]0.39[0.78]1.56[3.13]6.25]12.5] 25 | 50 ] 100 ] 200 400 800 160>t
§056-5 6059-S(e—:A)| 1| 5{15[19| 4|6 |12 |8 |16({12; 8] 5|4 | 4]1{17| 1| 12
SBPC (o--<:B)[ 1 | 1 111 5/6(4[6)9 2 6/1(11]6| 6{43] 129
SBPC 6059-S(e---:C) 2(12|/15(11|5(5|8(7|I5 144}4?[_54_6 2/ 4 NY 1| 138
SBPC o—=:D)| | 3[4[1/9] 4,020 10,7 10/7]1042] 138

Fig.4 Sensitivity distribution of isolates  Inoculum size : 10°cells/ml

(Cam. %) Statistical test
10, A : C N.S. z=-0.3350 p=0.7376

B : D N.S.z=- 0.1716 p=0.8638
A . D e z=- 82685 p<0.0001
A+C:B+D o 2=-11.5314 p<0.000

Cumulative percentage of isolates
S

04 s

Drugs | Antibiotics used M I C(u/ml JTM
o il for MIC ot [coel0.050.1] 0.2J0.3[0.76]1.56[3.1306.2[12.5] 2 | 5 | 100| 00| 0 00, 16001

6059-Se—eA) 1|9 |24| 10| 4|4 2] 6[12f1s| 7| 9[4)LjL L jI| 1] I

60555 | SBpC (0-oiB)| 2 3 815! 5|5(uf19]6]7]4]6]5/4] 129

6059-S(e--=:C)| 1|4 [26]12] 7 9|3 (nl12|e|n| 85| 41 4(12] 1] 138

SBPC I SBPC —=iD) 1 214]6/10] 9] 9(19[9]12{4]9]5/%) 13
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bilgh -1 (Table 6),

SECHMECH T HHRFDO MIC 2o THRML
too MIC DRIEMT b BiEkEi: 6059-S &M
129 Bk (78.7%), SBPC #y&8¢ 138 ¥ (80.7%) T,
FEFBEMDO MIC IERCMLTARERRD LA
hatse

10% cell/m] A&y MIC BRSO iy Fig. 31
iR Ltz 6059-S @ MIC 4#iss L ¢ SBPC o MIC &
A1 6059-S #¥ 5.7 & SBPC #r EBOMIcHEZILED
bihishots (A:C, B:D)o LML, 6059-S #4515
OEiRIcT 5 6059-S » MIC £77 (A) & SBPC #
LSBROEE T 5 SBPC » MIC 44 (D) DMIicix
HEENTH bl (z=—8.338], p<0.0001), £
T, COHKOMED BEY MHENT, MIC 4%
(A) & (D) DEDEDIT2OWT MIC HRRFIDOFH
EREBE RO THE LIc L 25, 6059-S (MIC 41
(A)) A S HIRET ST, —F, BEEAIH
1<, MIC DRIFEH e S h oL Bk (267 Bk T2\
<, 6059-S @ MIC 4% (A+C) & SBPC o MIC %>
#i (B4+D) X H#ELicl o h, R EEENADLR
7= (z=—11.4339, p<0.0001), FiFicAEDEHER

w¥ox keT 5 &, 6059-S (MIC 4375 (A+C)) miz5
P 4.7 TR T, S0 MICHRORY A+
C:B+D) ngEik, £BD%h (A:D) LBIERE
EThHBHZ EmD, £D MICHHORY (A:D) tK
REHEOAMNAHDRCESLDOTHY, RFRLT
DRI E LD TRV L E LRI,

—7, 10%cells/ml #EMAFIZb, Fig.4 RTI5
10% cells/m] MO BE L FMOAEY A SN, ik
AHRIOHEHOHEDOBREL, HMICX > THYRLS
DT, Chi—ELTHRLSC LTXMERDEN, £
HiImDWTRICHE, #5FBE 6059-S Dk 5 HgL
ZEiRTEBo

4) HEMAKER

AF—FLEAMILEOERAT, BRICBTIERDR
ShiEVERAS VA, FERIE IV L260 Bi
RRCBM LT MERNEC AEEZXBHLH ihote
(Table 7),

R OMERFIZ X5 MIOLECES, LRTIIE
BRERO HINNL HABI T ¥ LD /-7
(LUF, B (O 1-4 80 LHFT), F5JHEIUE
6D IODRMEHT TR THAZLITLI, TDLS

Table 7 Frequency of subjective symptoms
Symptoms 6059-S SBPC Statistical test
237C 32 31
Fever N.S. p=1.0000
<37C 68 64
+~+++ 29 18
Pollakisuria N.S. p=0.8377
- 30 22
+~+++ 34 20
Pain on urination N.S. p=0.2186
- 41 38
+~+++ 33 20
Discomfort on urination N.S. p=0.3631
- 38 33
+~+++ 33 20
Sense of residual urine N.S. p=0.3666
- 40 35
+~+++ 28 25
Lower abdominal discomfort N.S. p=0.8581
- 42 34
Lower abdominal pain oAt 2 28
: N.S. p=0.2877
and/ or lumbar pain _ 45 35
No. of cases with symptoms 71 65
No. of cases without symptoms 37 37 N.S. p=0.7744
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Fig.5 Senlitivity distribution of isolates (single infection:1st—4 th group) Inoculum size: 10%cells/ml

Statistical test

(Cam%) 4 2 € NS, 4==0.5148 p=0.6087
1007 B . D NS s=-1.4538 p=0.1460
AT D s =5 9756 p<0.0001
% A+CIB4D o y1=-7.503 p<0.0001
=
% 501
i
i
gl e e ———————————
“Drugs | Antibiotics used M 1 C (sg/ml)
for MIC
et oeciranent_|OMOB[01]02 0,501 5.1z 5 50 [ 100 20] 400 000> Toul
-5 |5 [swls[v] [vizi2fafafr] [1] |5 56
SBPC (>+-<:B)] 1 2 2]3(s5|3f6l6]a]al2]a]1]1s]
sppc |8Se—=0f [ fwlsfa] Jifs/s[siaf[s]s2]1][1]1 i
SBPC (o—o:D) 113l 2fa]s]a]al2l5]1[5] ®
Fig.6 Sensitivity distribution of isolates (5th group) Inoculum size : 10%cells/m!
(Com. %) Statistical test
1000 A : C N.S. 2=-0.1729 p=0.8627
B : D NS 1=-1142p=0.2652 p
k] A 1D e z=—4.5125 p<0.001 S/
5 | AtCIB4D »e z=~6.8984 p<0.001 "7
)
s
EREY
£
3
R -
Drngs | Astibiotics used
dminat| for MIC M1 C ) — Totl
ered Imeasurement  |<000.05[0.1]0.2]0.39]0.78[1.56'3.13.6.25.12.5] 25 | 50 [100] 200] 400] o0o] 1600 >1m
. T r ry
ws}ssoss-sp—o..«);3733121\2221 1] [1]s]1] =
SBPC (o--<:B)]| 1 3 vls|7[21] 1] T =
sppc |9Se-wOl 1]z {uis[s|1[v]s]e[s/2[¢[2[1] |3[8]1] ®
SBPC f—o:D) 1)2]3]3]susle[1]e]3][0r] 65
ERMN B oW TH BT 2 R 4 BEERDR

holE, RRTE6HD MIC /10 kbt
% WIThoRNFEECHE LT AEREZRZD LR,
oke #ED BMENH%Y Table 8 it, FEE 10°
cellsiml @ & © MIC H4i% Fig. 56,7 KRl
B, MIC A4cBl L CBMRSg (3 14 B) S IV
szﬁiﬂz?k Fig.3,4 LAKOFHHIHRLRI,

Hs#w:, 6059-S HEED EkexiT% SBPC ©
MIC 4% (B) & SBPC Hr5BoEitkic+5 SBPC
D MIC 44 (D) D, fhBt0Ki L iXREPFR
EXBobhtc, Thbd SBPC HEHOEKDRD
#6059-S B £ B OBH X H SBPC IR D b DA S D
FRLERI D, HMEE 10° cellsiml OFA b FAIHRD
ﬁmiaa}mo

BERZRE, MR LAL S RERERBF LRI
BMERL (F 1-4 B kowTRE XTS5 ERL
foo ¥ L LTERARXACOVTOKRL & Table
D_F&V:ﬁga Lf\'_o

1) REEERDR

Table 9 R TL¥h, BEREYE F 1-4 3D, HS
BE IUE 6 HOThEFhOERH+EHE UT, e
AH® L HT) 1k, 6059-S FEFH 77.5%, 58.8% ¥
X 0% 70.0% T, SBPC #5834 52.7%, 25.7% ¥ X
U 83.3% Thbh, HHMRYE (OF 148 LESHOK
AR NICERD LR E TRESLABOAAIC
BWTHERAECHRENAD ORI, ¥, HHRR
RBDOS D, BoRLEAROLGO B LUH2H
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Table 8 Distribution of isolates classified by type of infection
UTI group| 1st—4th group 5th group 6 th group Total
Isolates 6059-S SBPC 6059-S SBPC 6059-S SBPC 6059-S | SBPC
E. coli 14 7 3 5 5 5 22 17
Citrobacter 1 5 1 1 1 1 3 7
Klebsiella 7 6 5 5 8 2 20 13
Serratia 9 8 4 17 8 2 21 27
Proteus indole (—) 1 1 1 6 3 1 5 8
Proteus indole (+) 2 5 1 10 2 0 5 15
Pseudomonas 18 12 6 16 4 4 28 32
Other GNB 10 4 10 6 9 7 29 17
S. faecalis 6 1 8 16 5 4 19 21
Other GPB 3 6 2 2 7 6 12 14
Total 71 55 41 84 52 32 164 171
! I‘{'255';413 q’f&us 7 Nész'zss Nl'ssi;m
LTy x =12, =14, =0. =1J.
Statistical test X1 Aty At . A
p = 0.1653 p = 0.1015 p =0.7168 p = 0.1342

Fig.7 Sensitivity distribution of isolates (6 th group) Inoculum size : 10°cells/ml

(Cum. %) Smistic_al test
100- A . C 3

N.S. 2= 0.3284 p=0.7424

g B : D e 1= 2.8262 p=0.0047 /o

2 A D« 2=-22815p=0.025 f

3 A+CIBHD v 2=-5.4099 p<0.0001 pr, !

= /. "-

A

g '

§ 50 o

= -4

2 o

£

=

2

|

(&7

0
Drugs | Antibiotics used M C 1
administ{ for MIC . . M1 {ug/ml) , . —r Jrom
ered |measurement  |<000.050.1]0.2]0.39]0.781.56[3.13]6.55T12.5] 25 750 7100, 200" 00 8001600 >
we.s rSe—) |1]uj3lal2] [2]3[3}2(5 2] 7 [
SBPC (-~:B) 1 3i2] T1i3lelnizizf2[4]n] @
sapc |2¥SE-=0l T2 sl T1lnalafals 1fih 3 v
seece—m)| | i [ ToaiaTe el Tatnfan] [1[4] a

DOREEDHRIE\ T 6059-S HERNERCT SR
Tl ThHORAMKNEY, BREEERCHT
BHEDBIHRMN S BE LIckR #—#E LT Table 10,
11, 12 R LA,

2 BRICHTIHR

BB (B 1-4 3D, £5HFIVE 6 HOBRD
ERE+HEEX LT, HEFREHT) 12, 6059-S &5
P 53.5%, 41.2% 3 X0° 60.0% C, SBPC # 5@
2 52.7%, 31.4% % X0 50.0% THDH, “hbHD
ThoRBRHCEWTHIHEARMCEEZRIRDLH
78hs - 7z (Table 13),

3) WERICHTIHR

AT B BRI T 5 Ry Table 14 KRL
Yoo BUMMRRI (B 1-4 BF) DRK(LR LBEL+HIE
(AT, RPREFHT) i 6059-S HERA 69.0%,
73.2% TH B D iz L, SBPC HLE A 41.3%
50.9% THH, BHELE, RPRE LVLEOAHCE
WIHEARMCARENZD bhis, ¥, BEER
D 2 BT H\T L FRIC 6059-S HERyARETC
R T, 6059-S B 5 ROM 2 Bk 8 i 7 B Btk
£ (87.5%) L, Thix@3WmsIvB4Fers LA
b, EEBEFRLEVBELRTH 10
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Table 9  Overall clinical efficacy classified by type of infection

Group Drug lfgg‘gff&:?)s Excellent | Moderate (;)oo_l? r) g}g?ll\lreness — Statistical test

ailed/ | rate Distribution Ex. Ex.+Mod.

Ist | 6059-S| 30(278) | 8 11 11 63.3% N.S. N.S. N.S.
gowp | SBPC | 21(206)| 5 5 11 47.6% ;:‘3%382 p=10000 | p=03894

and | 6059-S| 8( 74)| 3 4 1 87.5% * NS. *

z=-25331

sigle |F®|SBPC | 4( 39| 0 0 4 0.0% [p= 00113 p=04%09 | p=00101
infection {34 | 6059-S | 15(139) | 5 7 3 80.0% N.S. N.S. N.S.
gowp | SBPC | 14(137)| 5 3 6 | s11% |ez 08| p=1000 | p0zsst

ith [6059-S| 18(167)| 9 8 1 944% * NS. N.S.
gowp | SBPC | 16(157) | 4 7 5 | 688% bz 00| p=0117 | p=0072

Sgle |4/ 6059-S | 71(657) | 25 30 16 77.5% MRS * ¥
infection | oroup | SBPC | 55( 539) | 14 15 26 52.7% |p= 00162| p=02521 | p=00044

Sth | 6059-S | 17(157) | 2 8 7 #8% | x| NS *
Mixed | &ow|SBPC | 35(343)| 2 7 26 25.7% |p= 00250 | p=058%0 | p=00315
infection | 6 | 6059-S | 20(185) | 5 9 6 n0% | NS | NS NS.
growp | SBPC | 12(118)| 5 5 2 833% |p= 02782 | p=04382 | p=06757

6059-S | 108 (100.0) 32 47 29 73.1% * % N.S. * %
Total z=-3.3346

SBPC | 102 (100.0) 21 27 54 47.1% |p= 00009 | p=01536 | p=0.0001

Ex. : Ratio of “Excellent”
Ex. + Med. : Ratio of “Excellent”+"Moderate”

Table 10  Overall clinical efficacy (single infection:1st—4th group)

Pyuria
L Cleared Decreased Unchanged | Efficacy on bacteriuria
Bacteriuria Drug
. © 6059-S 25 8 16 49 (69.0%)
Eliminated [-------mmevecmeeeemeffermememecmmmeee e e e el
SBPC 14 7 5 26 (47.3%)
6059-S 0 0 3 3( 4.2%)
Decreased  |--e--eeeeeocnene B O R S SR
S SBPC 0 1 1 2( 3.6%)
6059-S 1 2 9 12 (16.9%)
Replaced [ o-mmmmeee e e e e
‘ SBPC 0 1 14 15(27.3%)
6059-S 2 0 5 7(9.9%)
Unchanged  |--------ceomsmememmedroccaccenmemecemenemedecnseccces e e
e SBPC 0 6 6 12 (21.8%)
e _ 3 (46.5% 71
Efficacy on | 6098 | 283049 | @) | @6 1 T Case total
pyuria SBPC 14 (255%) 15 (27.3%) 26 (47.3%) 55
) ——
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Table 11  Overall clinical efficacy (5th group)

Pyuria Cleared Decreased Unchanged | Efficacy on bactenuna
‘Bacteriuria Drug
L 6059-S 2 1 S _(?'(35.3%)
Eliminated [------ .S.é-é_é‘n"n_ ..........2.......... -.....-....0.........,-.......--...4. ......... 6(.13:‘.1,9,6,;””______
6059-S 0 ! S B 1059%)
Decreased """"" -s-'B'I-,-(-:"-""-'--""----0-"---'“-'-""---"'2' """""""""""""" 1' 3( 8.69-6;.------....
6059-S 1 2 3 6(35.3%)
Replaced  |------ SBPCOO .................... 1010(236%) ..........
6059-S 0 0 4 4(23.5%)
Unchanged ....... .s.é.é.é...................3..............-.......4..............-........9. ......... L 1é.(.4.é.:7.9.6.) -
Efficacy on 58S 3076%) ... 4235%) | 06BBRE) N ... " Case total
pyuria SBPC 5(14.3%) 6(17.19%) 24 (68.6%)

Table 12  Overall clinical efficacy (6th group)

Pyuria
Cleared Decreased Unchanged Efficacy on bacteriuria
Bacteriuria Drug
6059-S 5 2 5 12 (60.0%)
Eliminated = |-----o-eorermmermmmn e e e
SBPC 5 1 4 10(83.3%)
6059-S 0 0 1 1(5.0%)
Decreased —  |roeresromrommme e s oo s e
SBPC 0 0 0 0( 0.0%)
6059-S 0 1 1 2(10.0%)
Replaced D T T e S
SBPC 0 0 0 0(0.0%)
: 6059-S 2 2 1 5(25.0%)
Unchanged  [rrorrmrrommesmmme e e s
SBPC 0 0 2 2(16.7%)
Efficacy on | ____. 6059S 1..T850%) | 5@s0%) | Buoo®) | B Case total
~-byuria SBPC 5(41.7%) 1( 8.3%) 6 (50.0%)

BARBRROESHLE 6 HFORPEIT 6059-S #r&58%
EERER 41.2%, 65.0% ¢, SBPC ##LBirth ¥
h 25.7%, 83.3% TH-itcH, WMEAMEICHEEEL
BHLRIE - T,

4) HMEFABR

Table 15 wRLict kb, BMBY (B 1457 K
¥+ 5 6059-S 58 L SBPC 5 BONMEELEON
SKFi£ 4 85.9% (71 #ep 61 #), 74.5% (55 #k
41 #%) T, MRFAFHOMENARCEEEZRIRD LA

Hetrotee COMERYEEIICES L, 6059-S &5
BTt E coli (14 #), Citrobacter (1#), Klebsiella
(7 #), indole (—) Proteus (1 #), indole (+)
Proteus (2#) % XU S.faecalis JHo 77 2 BEE
(3#) PLHMELTW oML, SBPC #5HT
t% indole (—) Protesus ( 185), S.faecalis (15) ¥4
VEDMD 7 5 ABHE (68 FLHMERL T
%7z, Serratia & Pseudomonas DIEEFRIL 5059:5_?
LR T7.8% (98 7TH) £83.3% (18 fh 15K
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Table 13  Efficacy on pyuria classified by type of infection
Group Drug 79% gg tcoatﬁ Cleared | Decreased | Unchanged | C1.+Dec.(%) . Statistical test

Distribution | Cl. CL+Dec.

Ist |6059-S| 30(278)| 9 2 19 11(36.7) N.S. N.S. N.S.

group| SBPC | 21(206)| 5 5 11 10 (47.6) ;: 3%?2 p=07543 | p=05650

2nd [6059-S| 8( 74)| 3 1 4 4.(50.0) N.S. N.S. N.S.

Single  [87uP|SBPC | 4( 39| 0 0 4 000) |p= 010 | p=0ssos | p=020gs
infection 3.9 [6059-S | 15( 139)| 7 2 6 9 (60.0) N.S. N.S. N.S.
group| SBPC 14(137)| 5 3 6 8(57.1) ;:—gggll!g p=07104 | p=10000

4th |6059-S| 18(16.7)| 9 5 4 14 (77.8) N.S. N.S. N.S.

group| SBPC 16(15.7) | 4 7 5 11 (68.8) ;z;_(l)ggg p=01717 | p=0.7027

Sinél e |lst-ith/6059-S | 71(65.7) | 28 10 33 38(535) | NS. NS. N.S.
infection |oroup| SBPC | 55( 539) | 14 15 26 29 (52.7) ;;_g%% p=01278 | p=10000
5th |6059-S| 17(157)| 3 4 10 7(41.2) N.S. NS. N.S.

Mixed [EFOuP|SBPC | 35(343)| 5 6 24 11 (31.4) ;z_gﬁggg p=10000 | p=05439
infection g+ | 6059-S | 20( 185)| 7 5 8 12 (60.0) z=1:1.051.261 N.S. N.S.
group| SBPC | 12(11.8)| 5 1 6 6(50.0) |p= 08997 | p=07238 | p=07178

Total 6059-S| 108 (100.0f 38 19 51 57 (52.8) Frj.l%m N.S. N.S.
SBPC | 102(100.0§ 24 22 56 46 (45.1) |p= 01274 | p=00708 | p=02733

Cl. : Ratio of “Cleared”
Cl +Dec. : Ratio of "Cleared” + “Decreased”

THHDIH LT, SBPC 5| M 75.0% (8#+6
%) L 66.7% (12 #kh 8#E) THotoo ThHDEM
MREHARL AEAFM CHE LR, VW Tho®
BCBLWTLAERERTED bhih o1,

KERRBS 5 HTix, 6059-S 5L SBPC #587
DHRELEONERITE « 82.9% (41 Hh 34 #),
61.9% (84 ¥k 57 #F) T, MEAWUICEREZIZD
bhitiotc (Table 16), 75 ARMEhONERY
R3t, 6059-S ByLBCix Servatia L Pseudomonas
Ao 7 liMr 24 % LT\ B3 DiIcs L, SBPC #5
BTi2 indole (+) Proteus & £ DD 7 5 ARMEEH
BEL T\, ¥1=, Servatia & Pseudomonas D%
Xi 6059-S HLgnt 75.0% L 66.7% T, SBPC #
5R152.9% L 56.3% THoto ThHDZT AR
ML Mhctt LTiz 6050-S e B AR B HAEK
Thote,

%6 HTix, 6059-S BL5FL SBPC HEHOLSMEE
LD LRIZ 44 88.5% (52 b 46 #), 93.8%
(32 ¥ 308%) LR T, MEFMMCEEREITEDS
Hich ot (Table 17),

5 #5HHRAE

BESHBEOM%Y Table 18,19 IR L1 38
MRS (F 1-4 B) oW THRDE, 6059-S HEFEM
bix 27 (oEESh, o) LEEE (8% :29.6%)
B/ Bhotco —7, SBPC &ALk 6059-S #
EmL iEEB D 26 A2 h, K. pneumoniae
(5#:19.2%) HELELDBEIhI, Zhbo B
D MIC i3 £ EFKFH LTRWEXRTLONS
%, FO TR 6059-S 5 FTix 100~200 ug/ml 2
ETH B0 LT, SBPC #EFTIE 1,600 #g/ml L
LEBEDORERR LI, chit, £EHOHER, O
Wit BRRRED HEX RBREhI DL EXLR
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Table 14 Efficacy on bacteriuria classified by type of infection
- Statistical test
Group Drug | No. of cases| Elimi-
(% of tota) | nated | Decreesed | Replced  Unchanged El-+Dec(¥) Distribution | EI EL+Dex,
It | 6059-S | 30(27.8) 16 2 9 3 18(60.0) Nisl'm N.S. NS.
z=-1],
growp | SBPC | 21 (20.6) 9 0 7 5 9(429) |p= 02361| p=0575 | p=02651
and | 6059-S | 8(74) 7 0 0 1 7(875) * * *
2=~2393%
Slr;fnslq growp | SBPC | 4( 39) 0 0 3 1 0(00) [p= 00167| p=0001 | p=00101
infection
Id | 6059-S | 15(139) 12 0 0 3 12(80.0) Ni%m NS. NS.
z=-
grop | SBPC | 14(13.7) 8 0 3 3 8(57.1) |p= 02959 | p=02451 | p=02451
ith | 6059-S | 18(16.7) 14 1 3 0 15(83.3) Nis‘i.575 N.S. NS.
z=-L
group | SBPC | 16(15.7) 9 2 2 3 11(688) |p= 0.450| p=02743 | p=042%
Single Ist-4th| 6039-S | 71(65.7) 49 3 12 7 | 52(132) zzfzf's'gg . * *
infection | o0 | SBPC | 55(53.9) 26 2 15 12 28(509) |p= 00093 | p=00175 | p=00149
5th | 6059-S | 17(15.7) 6 1 6 4 7(412) Nisekss N.S. NS.
z=-1
Mixed | &0 | SBPC | 35(343) 6 3 10 16 9(25.7) |p= 01003 p=01733 | p=0340
infection [ g~ 1 6059-5 | 20 (16.5) 12 1 2 5 | meo | Ns | Ns T Ns
z= .
group | SBPC | 12(11.8) 10 0 0 2 10(83.3) |p= 02327 p=024m | p=04224
6059-S | 108(100.0) | 67 5 20 16 72(66.7) * *x %
Total z=-32147
SBPC | 102(1000) | 42 5 25 30 | 47(461) [p= 00013 p=0003%6 | p=0003¢

El : Ratio of “Eliminated”
ElL + Dec. : Ratio of “Eliminated” + ‘“Decreased”

%o —7, 6059-S Hr & h b B L /MBI 6059-S iz
¥ LTh SBPC ioxf LTHiHETH %43, SBPC 53¢
BB L-#E SBPC idfittd ¢H 5 KE 6059-S
X LTERED S DAK¥ETH Y, COFEHEIZLSBY
EDOLRT, 5D 6059-S FEFTITRENS
DI LT (THKF6H), 77 LBHEETPiehs
7o (1¥)o —7%, SBPC #EHT I HE X114 (21
Bep) &k, BEAEN 77 ARBEEBETH-T
(19 ¥)o H6HIMEAIHL bict ik B -1 A
AR BRID - T, 2RI 6059-S R EBLTEBEED
G5 EEHEL (B7.2%), Zhitx LT SBPC &4
P77 ABHBREDO D EEAMEI -1 (78.8%)0
6) BNRHMHELARE MIC) LEMWBIELR
HEE & 10°cellsiml T MIC ¥ HE LK R%
Table 20 iR Lico B bEV MIC fifii3, 6059-S #4

£ Cix 6059-S » MIC<O. 05 ug/ml, SBPC #5HTik
SBPC @ MIC 0.78 pg/ml & 5 %Ll EOB2HADA
720 —7, 1,600 pg/ml L E0E#kiL 6059-S HEHT
218 Bk (14.0%) Zbhidt, Zod5b 17 KETH
1,600 pg/ml > MIC {Hi%x R L, *OMHERIL64.7% T
Bt ZOMEEKITEE LT S.faecalis DPKERE
EENIcbDTH B, SBPC HEFTix 1,600 sg/ml B
Lo 52 # (37.7%) Bdvbh, 05 b 2 KF
1,600 pg/ml % kB3 MIC {H#iR L, £OHKER
57.1% TH-1-h, ThitEke Kiebsiella, Serratia
LU Pseudomonas O W&E% ik £HS hTv ko 10
cells/ml EEOBE L, FEME L MIC pETREN
KB LA M O RSB 10 cells/ml HEO#E
L AT -7 (Table 21),

HESH, KEXFMIEHERERT P.aergine-
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Table 15  Bacteriological response (single infection : 1st—4th group)

6059-S SBPC
Isolates g?iigg Eradicated (%) | Persisted gr?éigg Eradicated (%) | Persisted Statistcal test
E coli 14 14 (100.0) 0 7 6( 85.7) 1 N.S. p=0.3333
Citrobacier 1 1(100.0) 0 5 3( 60.0) 2 N.S. p=1.0000
Klebsiella 7 7(100.0) 0 6 3( 50.0) 3 N.S. p=0.0699
Seratia 9 7(77.8) 2 8 6( 75.0) 2 N.S. p=1.0000
B Protess 3 3(100.0) 0 6 5( 83.3) 1 N.S. p=1.0000
Proteus indole (-) | 1 1(100.0) 0 1 1(100.0) 0 N.S. p=10000
Protes indole (+) | 2 2(100.0) 0 5 4( 80.0) 1 N.S. p=1.0000
Poeudomonas 18 15( 83.3) 3 12 8( 66.7) 4 NS. p=0.3916
Other GNB 10 7( 70.0) 3 4 3( 75.0) 1 N.S. p=10000
Sub total 62 54 ( 87.1) 8 48 34( 70.8) 14 NS. p=00532
S. faecalis 6 4( 66.7) 2 1 1(100.0) 0 N.S. p=1.0000
GPB | Other GPB 3 3(100.0) 0 6 6 (100.0) 0 N.S. p=1.0000
Sub total 9 7(77.8) 2 7 7 (100.0) 0 N.S. p=0.4750
Total 71 61 ( 85.9) 10 55 41( 745) 14 N.S. p=0.1163
Table 16  Bacteriological response (5th group)
6059-S SBPC

Isolates No.of | Eradicated (%) | Persised | N | Eradicated (%) | Persisted Statitical tes

E. coli 3 3(100.0) 0 5 4( 80.0) 1 N.S. p=1.0000
Citrobacter 1 1(100.0) 0 1 0( 0.0) 1 N.S. p=1.0000
Klebsiella 5 5 (100.0) 0 5 4( 80.0) 1 N.S. p=10000
Stia | 4 3( 75.0) 1 17 9( 52.9) 8 N.S. p=06030

onp LIS 2 2 (100.0) 0 -16 15( 93.8) 1 N.S. p=1.0000
Proteus indole (-) | 1 1(100.0) 0 6 5( 83.3) 1 N.S. p=1.0000

* Proteus indole (+) 1 1(100.0) 0 10 10 (100.0) 0 N.S. p=1.0000
Poeudomonas 6 4( 66.7) 2 16 9( 56.3) 7 N.S. p=10000
 Other GNB 10 10 (100.0) 0 6 6 (100.0) 0 | NS. p=10000

Sub total 31 28 ( 90.3) 3 66 47( 7.2 19 * p=0.0402

S, faecalss 8 4( 50.0) 4 16 8( 50.0) 8 N.S. p=1.0000
GPB | Other GPB 2 2(1000) | 0 2 2(100.0) 0 | NS. p=10000
Sub total 10 6 ( 60.0) 4 18 10 ( 55.6) 8 N.S. p=1.0000
Total 41 34 ( 82.9) 7 84 57( 67.9) 27 N.S. p=00892
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Table 17 Bacteriological response (6th group)
6059-S SBPC
{sclates No. of | Erasicated (3) | Persised | NC,of | Eradicated () | Persiste Statitical test
E. coli 5 4 ( 80.0) 1 5 5 (100.0) 0 N.S. p=1.0000
Citrobacter 1 1(100.0) 0 1 1(100.0) 0 N.S. p=1.0000
Klebstella 8 8 (100.0) 0 2 2 (100.0) 0 N.S. p=1.0000
Serratia 8 7( 87.5) 1 2 2(100.0) 0 N.S. p=1.0000
Proteus 5 5(100.0) 0 1 1(100.0) 0 N.S. p=1.0000
GNB Proteus indole (—) 3 3(100.0) 0 1 1(100.0) 0 N.S. p=1.0000
Proteus indole (+) 2 2 (100.0) 0 0 0 0
Pseudomonas 4 3(75.0) 1 4 3( 75.0) 1 N.S. p=1.0000
Other GNB 9 9(100.0) 0 7 6 ( 85.7) 1 NS. p=0.4375
Sub total 40 37( 92.5) 3 22 20( 90.9) 2 N.S. p=1.0000
S. faecalis 5 2( 40.0) 3 4 4 (100.0) 0 N.S. p=0.1667
GPB | Other GPB 7 7(100.0) 0 6 6 (100.0) 0 N.S. p=1.0000
Sub total 12 9( 75.0) 3 10 10 (100.0) 0 N.S. p=0.2208
Total 52 46 ( 88.5) 6 32 30( 93.8) 2 N.S. p=0.7043

sa LREIRICERC Wit EZETRE) R
IREZWARENEY A\ T serovar © B T -
DT, &0 #EHE% Table 22 & ;5 L#=o Serovar (3
serovar A,B,E,F,G,H £ XU'1 D 7fE T iz un-
typable D d Z b ich?, serovar iILEBEEDR D ITARD
highotse LL, HHR LI 3IUTKOK 1 FlIIHE
BiD P.aeruginosa 1. 2 fED serovar BEDSht, ¥
1o, BIRE T P. aeruginosa DLHYWEXI W I-FEGIN 9 I
Blbb, ZD5H7IEMIFTEIRFE— serovar TH - 7
A, WERGH XUKD 2 EFLIIERHD serovar R
Ko TkY, BEPFCHEHZR LI L L EL LR,
#E, G XU HTIX, BENOEIF— serovar ¢
AR BEEIZTERVIEFAND L, TRy
ZHTH EL EABREY B RIZED Shich
2o TOff, serovar XREFVRILDOBIGRIL L1m D\ T
EROBRN LT - 7chs, Table 23 RLIcL 5
1B P.aeruginosa DIMEEEN B\ & b,
serovar & DBAGRCRAFIDEEL TS i - 72

D ARERCHTIHR

BUHRR (B8 1-4 5D RT3 £ HEERCOWTR
FLCRR, RET LT 6059-S #y 5.8 1> SBPC #
SHCHLTHBRCT ChicMBagRY & Lic (Table

24) THUADERCBLTIXEREEY IHT, ik
H5,6 HILH VT, WThoERICBLTHHEAR
Hic EEZ12BD Hhisd - (Table 25,26),

8) EIfeA

HEPEIER L 6059-S ¥y &5z 141, SBPC 45
3B oh, TORBBECL L THEAFMICE
BEIBDOLRRD -7 (Table 27), #5hEMTIE
EAFCE 2 1 FABDLRE, WihHEPEST
ZeMITIERA ML L TE D, EBMLZTDOhih-
oo

9HB DR EED M cHB % Table 28 IRL
oo T 5 LEEMEOMEMNEE R (D], RE-R
W OHB) (E) LEBL, HBiftENE SR L0
RETETE b - REHAHE, 6059-S H#EHTIX
GOT LR »24, GPT LR34 LU Alk-Pase
ERAMN14BD5RT1, —F, SBPC #EFTIX GOT
LR34, GPT LB 4 #3100 Alk-pase EH
N2 HBDOAL, Lo LGERARE b FREISOR
EECREERC LS L Ebh 3 REREHOLHRT,
MEABOREHERBBECATEZIR D b h ko
foo THEEMARTLS L, 6059-S H&EHIM (27
%), SBPC LB 44 (3.6%) T, T hboRFMER
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Table 18  Strains appearing after treatment (single infection : 1st — 4th group)
6059-S SBPC
MIC (ug/ml)
fooates No. of I goe9-s sepc_ | N of e
strains strains 6059-S SBPC
10° 10° 10° 10° 10° 10° 10¢ 10®

E. coli 1 ND. | ND. | ND. | ND. 1 ND. | ND. | ND. | ND.

. 0.2 0.1 (1,600< |1,600<

bacter 0 !

Cltro 2 | ND. ND. | ND. | ND.
0.2 0.2 |1,600< [1,600<
3.13| 1.561,600< [1,600<

Klebsiella 1 ND. | ND. | ND. | ND. 5 156 0.78 [1,600< [1,600<

ND. | ND. | ND. | ND.

ND. | ND. | ND. | ND.

50 125 (1,600 | 800 .
bacte 1 | ND. | ND. | ND. .D. e

Enlerobacter ND 2| 125 | 125 |1600< |1.600<
50 25 [1,600< |1,600< °

Servatia 0 3 25 12,5 [1,600< [1,600<

ND. | ND. | ND. | ND.
0.1 0.05 [1,600< [1,600<
Proteus indole (+) 0 3 (1,600 | 800 |1,600< |1,600<
125 6.25[1,600 | 800
200 100 (1,600 400
200 100 {1,600 800 25 25 [1,600< (1,600<
. 400 100 (1,600< |1,600<
Pseudomonas 6 lie00 [1600 | s0 | 50 2
. 200 100 400 | 400 100 125 |1,600< |1,600<
200 125 | 400 25
200 100 200 100
ot 50 125 | 50 50
GNB 4 | ND. | ND. | ND. | ND. 0
ND. | ND. | ND. | N.D.
1,600 |1,600 50 50
1,600 |1,600 100 50
S. faecalis 5 11,600< [1,600< |1,600< {1,600< 1 |1600 (1,600 50 50
1,600 {1,600 50 50
N.D. | ND. | ND. | ND.
625| 625/ 625 6.25
1,600 | 800 |1,600 800
Other GPB 1 1,600< [1,600< |1,600< [1,600< 4 0.05| <0.05 0.2 0.1
ND. | ND. | ND. | N.D.
Candida 3 | ND. [ ND. | ND. | ND. 0
. Fungi ND. | ND. | ND. | ND. 0
. Yeast like organism | 3 | N.D. | ND. | ND. | ND. 3 | ND. | ND. | ND. | ND.
Total 27 26

ND. : MIC measurement was not done.
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Table 19 Strains appearing after treatment
1) 5th group
6059-S SBPC
ol MIC (ug/ml) MIC (xg/ml)
solates
No. of " BP No. of 6059-S SBPC
strains 6059-S SBPC strains
10 10° 10° 10° 10 10° 100 108
) 25 12.5 100 50
E. coli 0 2 ND. | ND. | ND. | ND.
Citrobacter 0 1 N.D. N.D N.D. N.D.
. | 8P| 1B 1S R
Enterobacter 0 . . ,600< |1,600<
nie 1255 125 |1,600< |1.600<
6.25 3.13 |1,600< |1,600<
125 6.25 |1,600< |1.600<
50 125 |1.600< |1.600<
Serratia 0 7 1.56 078 [1,600< |1,600<
25 125 |1.600< |1.600<
<0.05 | <0.05 1. <0.05
1.56 0.78 |1,600< |1,600<
Proteus o 2 <005 | <005 | 400 400
indole (+) 0.2 0.1 25 25
8’%9 8'% 1 (1538 1 6(5)8
: ) ,600< | 1,600<
Other GNB 1 ND. | ND. N.D. N.D. 4 100 50 Leoo< |1'600<
50 25 1,600< |1,600<
Other GPB 0 1 N.D. N.D. ND. | ND.
Candida 1 ND. | N.D. N.D. N.D. 1 N.D. ND. | ND. | ND
Fungi 1 N.D. N.D. N.D. N.D. 0
YLO 4 N.D. N.D. ND. | ND. 0
Total 7 21
2) 6th group
6059-S SBPC
leotat MIC (ug/ml) MIC (u/ml)
solates
No. of No. of
strains 6059-S SBPC strains 6059-S SBPC
10° 10° 10° 108 10° 10° 10° 10°
Citrobacter 0 1 0.39 0.05 | 1,600< | 1,600<
Proteus
indole (—) 0 1 0.2 0.2 50 125
Pseudomonas 1 100 50 200 200 1 1,600 | 1,600 400 400
50 25 125 125
Other GNB| 2 200 | 100 200 100 0
S. faecalis 2 1600 11600 1 8% | Fo. 1 |1600 {1,600 50 50
Other GPB 2 BT BT T e 1 ND. | ND. | ND. | ND
Candida 1 N.D. N.D. ND. | N.D. 0
YLO 1 ND. | ND. N.D. | ND. 0
Total 9 5

N.D. : MIC measurement was not done.,
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Table 22  Cases with P. aeruginosa infection and its serovar
Serovar Serovar
Clinic | Patient UTI Clinic | Patient | UT!
nic group | Pre- Post- group | Pre- Post-
treatment | treatment treatment treatment
- 80 M 5 A A . gg DMA 4 E
1 B
81M 1 H H 58 M 4 o -
1M 6 G — v
_ 76 4 E E
A | BIM 5 G G 68M | 5 E o)
51M 1 (@) — oM 5 — 1
0F 1 O - oM | 1 F F
%M 1 O — H 65 M 1 F —
50 M 6 —_ G
83M 1 A A ™ 3 5
4 O E
BM 1 B - I 7B3M | 4 E —
B 82 M 1 G — 30M 5 G —_
72M 1 G — ] 65 M 4 EO —_
56 M 1 F — 72 M 1 o _
38M 1 A — X 63 M 4 B _
c | MM | 4 G - 52M | 5 BH o)
65 M 2 G —
66 F 5 o _ L 70 M 3 E —
vy 1 E — M 43F 1 A -
D 57M 1 G — N 24F 3 B —
BM o3 o - 0 78M 5 F —
9M 1 —
© P 60 F 5 H —_
68 F 1 F F " 1 G
E | e7M | 1 F — Q 67 -
48 F 4 — I R S50 M 3 — G
M:Male F : Female
O : Untypable
— : Negative culture of P.aeruginosa
Table 23 Correlation between UTI group and serovar of P. aeruginosa
UTI group
Ser 1st group | 2nd group | 3rd group | 4th group | 5th group | 6th group Total
ovar
A 3 1 4
B 2 1 1 1 5
E 1 2 4 1 8
F 5 1 6
G 3() 1 (§)) 1 1Q) 1) 7(4)
H 1 2 8
I 1) 1) 0(2)
Untypable 5 2 2 ] 10
Total 20 (1) 1 5(1) 8(1) 8(2) 1(1) 43 (6)

(') : Strains appeared only after treatment
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Table 24 Evaluation of efficacy on subjective symptoms (single infection : 1st—4th group)

Persited Total Resolved Statistical test
Sympt Dr )\ Improved ersist ota +
ymproms ug. | Resalved () | Improved &) Improved (%) | Distribution| Res. | Res+1mp.
6059-S | 6(28.6) | 1(4.8) 14 21 7(33.3) " * *
Fever z2=-2449%
SBPC | 0(0.0)| 0(0.0) 15 15 0(00) |p= 00143 p=00304 | p=00273
6059-S | 8(40.0) | 0(0.0) 12 20 8 (40.0) N.S. N.S. N.S.
Pollakisuria z=-03712
SBPC | 4(33.3) | 0(0.0) 8 12 4(33.3) |p= 07105 p=10000 | p=10000
6059-S | 9(37.5) | 0(0.0) 15 24 9(37.5) N.S. NS. N.S.
Pain on urination z= 03216
SBPC | 6(429) | 0(0.0) 8 14 6(42.9) |p= 0.7478| p=10000 | p=10000
Discanfort on 6059-S | 7(35.0) | 0(0.0) 13 20 7(35.0) zsz§.5 " N.S. N.S.
urination SBPC | 6(42.9) | 0(0.0) 8 14 6(42.9) |p= 06476 | p=07282 | p=07282
Sense of 6059-S | 11(44.0) | 0(0.0) 14 25 11 (44.0) z=Nb§bss NS. NS.
residual urine SBPC | 7(583)| 0(0.0) 5 12 7(58.3) |p= 04206 | p=04%51 | p=049%1
Lower 6059-S | 9(45.0) | 0(0.0) 11 20 9 (45.0) Z=N6§9.7 ” N.S. N.S.
abdominal discomfort | sppc | 7(63.6) | 0 (0.0) 4 1 7(63.6) |p= 03284 | p=04578 | p=0.578
Lower abdominal | 6059-S | 9(56.3) | 0(0.0) 7 16 9 (56.3) N.S. N.S. NS.
and/or z=-17713
Lumbar pain SBPC | 4(25.0) | 0(0.0) 12 16 4(25.0) |p= 00765 p=01489 | p=0.148
6059-S | 59(40.4) | 1(0.7) 86 146 | 60(41.1) NS, NS. NS.
Total 2=-0.7222
SBPC | 34(36.2) | 0(0.0) 60 94 | 34(36.2) |p= 04702 p=05875 | p=049%0

" Res. : Ratio of “Resolved”
- Res. + Imp. : Ratio of “Resolved” + “Improved”

Fig.8 Usefulness of the drugs (single infection : 1st—4 th group)

(Cum.%) (Cum.%)

100, -0
g g D[ MenlSD Mo T Mel [N i
£ M i 1 ol 8 2
g SBRC!S7.436] .70 11 |50.000) 100 o I
S ST o - 40
: ] —:6050-5 | ¥
é " o----0: SBPC L %0
= I
S . L100

__ Usehuness T 09 10-18] 2029 0-39 | 40-49 50-59 6069 7079 8089 0100 Tl _

s O |0 1 U2 [ 3 |4 [ (6 |w |6 |18 m
| Cm% _—Oilwli 42| 85| 141 | 296 | 38.0 | 66.2 | 74.6 | 100.0
SBRC Cases 0 Ll 2 12 7 9 3 9 5 1 55

Com % | 0.0 [ 18| 55| 21.3 | 40.0 | 5.4 | 61.8 | 78.2 | 8.3 | 100.0
Wilcoxon test : 2=3,0400 p=0.0024 oo
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Table 25 Evaluation of efficacy on subjective symptoms (5th group)
R . .
Symptoms Resohed (%) %0 Persisted| Total ml:ed Statistical test
Improved (%) | Distribution |  Res. Res.+Imp,
ot 6059-S | 2(333) | 0(0.0) 4 6 2( 333 N.S. N.S. N.S.
2=0.2097
SBPC 5( 385) 0 (0.0) 8 13 5( 38.5) | p=08339 | p=10000 | p=1.0000
6059-S | 0( 0.0) 0(0.0) 0 0
ulkisaia 0( 0.0)
SBPC 1(100.0) 0(0.0) 0 1 1(100.0)
6059-S [ 0( 0.0) 0(0.0 0
Pain on urination 00 0 00 00 g
SBPC 0( 0.0) 0(0.0) 0 0 0( 0.0)
Di nfort on 6059-S | 0( 0.0) 0 (0.0) 0 0 0( 0.0
urination SBPC 0( 00) 0(0.0) 0 0 0( 0.0)
See of 6059-S | 0( 0.0) 0(0.0) 0 0 0( 0.0)
residual urine SBPC | 2(1000) | 0(0.0) 0 0 2(100.0)
Mw:lm y 6059-S | 2( 40.0) 0(0.0) 3 5 2( 40.0) I\(I)gl 0 N.S. N.S.
. . Z=\.
abdominzl discomfort | sppc | g(667) | 0(0.0) 3 9 6(66.7) | p=03519 | p=05804 | p=05804
Lower abdominal 6059-S | 2( 40.0) 0(0.0) 3 5 2( 40.0) N.S. N.S. N.S.
adfor 2=08433
Lumbar pain SBPC 4( 66.7) 0(0.0) 2 6 4( 66.7) | p=03991 | p=05671 | p=0.5671
6059-S | 6( 37.5) 0(0.0) 10 16 6( 37.5) S. N.S. N.S.
Total 2=13221
SBPC | 18(581) | 0(0.0) 13 31 18( 58.1) | p=0.1861 [ p=02270 | p=02270

Res. : Ratio of “Resolved”

Res. + Imp. : Ratio of “Resolved” + “Improved”

Cumulative percentage of usefulness
g

Fig.9 Usefulness of the drugs (5th group)

-+ (Com.%) (Cnn.?é)

"

Dreg | Mean [ 5.D. | Min [ Med | Mux
o-S[5. 52191 71 [s8.000] 91
SBPC [53.6% 5.000] 93

o——e :6059-S :60
o----0 : SBPC

L100

Usefal

0-9/10-19] 2029 30-39 | 40-49 50-59]60-69 {7079 {80-89 | 0-100| Total

6059-S

Cos | 0 T0 11 |3 |0 |6 [2 |1 |1 |3 ] 1

Cam % | 00| 00| 59| 2.5 2.5 5.8 | 70.6 |75 ) 824 100.0

SBPC

Cases | 1 0 1 1 6 5 5 1 1 2 3

Cam. % | 2.9 29| 57027 | 49]5.1]74]914 94.3 | 100.0

Wilcoxon test : 2=0.6618 p=0.5081
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Table 26 Evaluation of efficacy on subjective symptoms (6 th group)
Total Resolved Statistical test
Sympt Resol I d(%) | Persisted | Total +
ymptoms Drug | Resolved(%) | Improved (%) Improved (%) | Diserution Re. Tl
6059-S | 1(20.0) | 0(0.0) 4 5 1(20.0) S. N.S. NS,
Fever 2= 07146
SBPC 0(0.00| 0¢0.0) 3 3 0(0.0) |p= 0438 | p=10000 | p=10000
6059-S | 5(55.6) | 0(0.0) 4 9 5 (55.6) N.S. N.S. NS.
Pollakisuria z=-12413
SBPC 1(20.0) | 0(0.0) 4 5 1(20.0) [p= 02145| p=03007 | p=0.3007
6059-S 0( 0.0 0(0.0) 10 10 0(0.0) 5. N.S. NS.
Pain on urination z= 18898
SBPC 2(33.3) 0(0.0) 4 6 2(33.3) |p= 00588 p=01250 | p=0.1250
Discomfort on 6059-S | 2(154) | 000 | 11 | 13 2054) | NS | NS | NS
urination SBPC | 2(33.3) | 0(0.0) 4 6 2(333) |p= 03853 p=03573 | p=05573
Sense of 6059-S | 3(37.5) | 000) | 5 8 | 3619 | NS | NS | NS
residual urine SBPC | 1(167) | 0(0.0) 5 6 1(16.7) |p= 04106 | p=05804 | p=05804
Lover 6059-S | 1(33.3) | 0(0.0) 2 3 1633 | NS | NS | NS
abdominal discomfort \ sppc | 2 (40.0) | 0(0.0) 3 5 2(40.0) |p= 08500| p=10000 | p=10000
Lower abdominal 6059-S 1(33.3) 0(0.0) 2 3 1(33.3) N.S. N.S. NS.
and/or z= (04472
Lumbar pain SBPC 3(50.0) 0(0.0) 3 6 3(50.0) |p= 06547 p=10000 | p=10000
6059-S | 13(25.5) | 0(0.0) 38 51 13 (25.5) NS. N.S. NS.
Total . z= 04383
SBPC | 11(29.7) 0(0.0) 26 37 11(29.7) |p= 06612 | p=08089 | p=08089

Res. : Ratio of “Resolved”
Res. + Imp. : Ratio of “Resolved” + “Improved”

Fig.10 Usefulness of the drugs (6 th group)

m?
gl Dma [ Menn [ 5.0, Wi | Mok |
w159 5 o] 9

SBec et a1 % {0

P2

’
o——= : (059-S
# o----0: SBPC

L=

Cumulative perceatage of usefulness

i

" Ueshiness | 0-9 10-19]20-29 | 30-39 | 40—49 50-50 6069 70-79, 80-89 S0-100] Tota

o | Cases |
6059-S Con. %

—_
SBPC |

o |1 T ]

n ol [

2
07 0.0 5.0 100 3.0 4.0 | 9.0 901100
2

-

Cuses 1o 10 1 s 11 (1] &

Cm. %! 0.0 D00l 83 83 167 | %3] 0 83 | 100.0

™ Wilcoxon test: 2=—0.8047 p=0.4210
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Table 27 Side effects
Side effect .
Drug | Sex | Age Type Appeared | Dissppeared | Administration 1::;;‘; r:gce Sta&i&‘“‘
ate date
6059-S | M | 61 [ Thoracic discomfort [ 3rd day | 7th day | Discontinued (%/ 81364)
M| 69 Eruption 1st day | 3rd day | Discontinued —I‘(I)'Séss
; 3/120 p=0
SBPC | M | 64 Fever 1st day | 4th day | Continued 25%)
M 78 Itching 3rd day | 8th day | Continued -
M : Male
Table 28 Changes in laboratory test results
No. of cases with changes in laboratory test result | Deterioration TR TE
Total No. ; Statistical
ttributed
flem | DI | of cases' | B c D to dng test
'T 6059-S | 112(100%) | 70(625%) { 3(2.7%) | 20(17.9%) | 16 (14.3%) | 3(2.7%) 0(0.0%)
RBC NS. p=10000
SBPC | 109(100%) | 60(55.0%) | 5( 4.6%) | 14(12.8%) | 22(20.2%) | 8(7.3%)| 0(0.0%) ——
b 6059-S | 112(100%) | 71(634%) | 1( 0.99) | 22(19.6%) | 15(13.4%) | 3(2.7%) 0(0.0%) NS L0
- SBPC | 109(100%) | 58(532%) | 7( 6.4%) | 14(12.8%) | 23(21.19) | 7(6.4%) 0(0.0%) > P
H 6059-S | 112(100%) | 73(652%) | 2( 1.8%) | 20(17.99) | 15(13.4%) | 2(1.8%) 0(0.0%) NS L0
t S. p=1
SBPC | 109(100%) | 62(569%) | 6( 55%) | 12(11.09) | 23(21.1%) | 6 (5.5%) 0(0.0%)
6059-S | 112(100%) | 69(61.6%) | 29(25.9%) | 7(6.3%) | 3(2.7%)|4(36%)| 0(0.0%)
WBC NS. p=10000
SBPC | 109(100%) | 68(624%) | 20(18.3%) | 6( 55%) | 7(6.4%)[8(7.3%)| 0(0.0 )
- ! 2( 18 3(27 3(27 1(0.9%) 2(1.8%) .
cop | B85S | HIamK) | 102619%) | 2(18%) | 3(27%) | 3(27%) | 109% NS, p=L0M0
SBPC | 112(100%) | 100(89.3%) | 6( 54%) | 3(2.7%)| 0( 0.0%) | 3(2.7%) 3(2.7%)
; - I A 1(09 4( 36 3(2.7%) 3(27%)
B | G 6059-S | 110(100%) | 99(90.0%) | 3(27%) | 1(09%) | 4(36%) |3(27% NSyl
" SBPC | 112(100%) | 100(89.3%) | 4( 3.6%) | 1(09%) | 2(18%)|5(45%)| 4(36%)
- . .0 4(36 1(0.9 1(0.9%) .
Alk. | 6059-S | 111(100%) [ 90(8L1%) [ 6(54%) | 10( 9.0%) | 4( 36%) | 1(09%) | 1( . % s -
Pase SBPC | 108(100%) | 90(833%) | 2( 19%)| 9(83%)| 4(37%)|3(28%)| 2(19%) -
-S- . 9.1 2(18%)2(18%)| 0.0.0%)
BUN 6059-S-| 110(100%) | 89(80.9%) | 7( 6.4%) | 10( 9.1%) | 2( 18%) |2(18% NS. p=L000
Renal SBPC | 111(100%) | 84(757%) | 13(11.7%) | 8( 7.2%) | 6( 54%) | 0(0.0%)| 0(0.0%)
factin c 6059-S | 111(100%) | 95(856%) | 7( 6.3%)| 7(6.3%) | 1(09%)[1(09%)| 0(0.0%) NS, p=10M0
o SBPC | 111(100%) | 97(874%) | 4(36%) | 4(36%)| 4(36%)|2(18%)| 0(0.0%)

A : Within normal range

B : Improved

C : Abnormal value (no deterioration)

D : Abnormal value (deterioration)
E : Deterioration from normal range
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Table 29 Cases with deterioration in laboratory test results
o of -
Drug Age | Sex Items and changes of abnormal values agp‘;:%n‘ée Sta:és‘ttxcal
61 M GOT (24—47) GPT (24—71) Alk-Pase (20mMU-102[U) 3/113
6059-S 54 M GPT (40—59) (2.7%)
65 M GOT (42-64) GPT (35—69) NS.
3| M GPT (13-58) Alk-Pase (26mMU—98IU) p=07216
SBPC 64 M GOT (16—64) GPT (10-84) Alk-Pase(1.8-3.7) 4/112
79 | M | GOT(17-58) GPT (10-57) (36%)
43 F GOT (30—72) GPT (22-69)
Table 30 Changes of mean value of laboratory test results
6059-S SBPC
Items Total No. Mean value+S.D. Total No. Mean value+S.D.
of cases of cases
Before After Before After
RBC 112 394£59 394£52 109 391+58 382454
— Hb 112 122+1.9 122+1.7 109 12.0+1.9 11.7x18
(o]0]
Ht 112 36.4+5.3 36.6+4.9 109 36.0£5.5 349450
WBC 112 8,186+3,413 | 6,838+2,454 109 8,050+3,067 | 7,323+2,987
GOT 111 245+189 24.8+14.0 112 232+14.1 23.1%11.0
Hepatic [py 110 214+182 | 206%168 112 163+123 | 187+142
Alk-Pase (KA) 69 7439 7234 64 7.1+32 6.9+3.0
Renal BUN 110 16.7+5.6 14.8+55 111 16.8+6.3 14450
function | ocp 111 1.20£0.42 1.11%0.37 111 1174035 | 111+0.33

FOHDORET, \WThd 1~2BMURCEREL
TWB T EnD, —BECEE L % 2 b h ic (Table
29), ¥ Table 6l TERB IO T3 I BHED Alk-
Pase DB ARHATME TR - TV 585, Thbidis
B ER CTOREFEVEEIRLILDTHY, |
EFE SBEREOENREMETH > Tods, REME
DEREEDOF#E% Table 30 it—#E L TR L1

9) HAK

B (F 1-4 B) Tk Fig.8 kiRl X5,
6059-S #¥ 5Bt SBPC #y 5.8 b AHICEVERAKD
FHEA S b, BAMELX MEFRFELL FA 11 T
Dol LR FA 60 LI EOFHEA L X A RIS
i 6059-S #EEEA 50 $(70.4%), SBPC # & B At
24 B (43.6%) & 6059-SEEBIZ %L Hbhts,

HEBLIE LTI LIHENRECEE

ZRXIH LRI, -7 (Fig. 9,10),
% ;3

SEOREH T, BEREL LTOBENRETFTHS
KEFRBHCAREENRD LI, TOXELLFERIINT
-7 BERASRRRIEN (5 4 SBPC #EHKS
Mol b Xb, D, BERGROHBI DI
TRARFARDEALEITOVTORY, H5VIRES
BELE 6L Y LORBARRBEML LTOMTIITE
WrE2, FREREHRNOLELE 1 RIOEIFY
F Lot BUBRRRUE ST OV T O B R 1T » 7

BORROMERT S5 1-4 B0 KT, 6059-5
B 5B L SBPC RERORAEHRL 77.5% & 52.7
% T, 6059-S HEROFAF R T <ChTWIo &
D X5 6059-S FERI B\ BAEHENBL R
P, FOEEO 102, BRIk LT SBPC BEFHL
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pERICR MR (69.0%) LRPE (73.2%) %
FLETER XD, &R, WMMMATEERETHSM
2 BOMIE(LED 87.5% LMETH - LikEAR
5o ¥, AF-FLEARENTHEH 1 RORD
£ 60%, MoK 3,4 HTY 80% ¥ EMAMIEA
fibhio

¥, MEEHRNICEVTH, FRELEONAXR
ERLTRARABMICER2RRD O hkd o 10,
Kiebsiella 35 X0 7 5 AL HIC 3 3 5 HEAER 2
6059-S HEHO FA MR EKEDD (p=0.0699,
p=0.0532), =D & 6059-S WHEBEORSHIHEMN
FERTVWR—RER LTS EEX i,

6059-S V5L 77.5% &\ 5 2HDTRVBAH
BERTCH 1A, ThEBEIHERRBRICY - TRNZH
EOHAR O BIBMBRBRORIME R L THS &, #
%0 cephalosporin &2 % \ i penicillin RITEFIT L
k1Y, Cefoperazone! (18] 1.0g, 1 H2M@E, LV,
EAEDR 69.0%), Cefotaxime® (18 1.0g, 1 H2

E, D.I, & A& WYX 66.7%) 2 X Ut Ceftizoxime®
(1@ 0.5g, 1H2ME, LV, RANHEK 68.4%) O &
RAFSHRY—BLEEEALDTH 10
BEARRCLAL AT —FA 0 LTHEE 5 B
—RICEATHRIZE DN BHTH DA, 6059-S
SRORA WML 58.8% &3 <¢h, SBPC #ERD
25.7% L O WRIZE\ RMTH - fzo =hik 6059-S
5RO MEYAR . SBPC 5B D 75 slkitE
LETRRABITT SR, ho, HRELETLESED
YRLIA (p=0.0892) RERIZL D LHEBINI, DL
51288 1 BB 5 it » TR 6059-S 5
HOoRSNBRVERRTH -, —F, H6HIAENR
B E2IRDHhish -7, BABDRS B
MERIC T 5MPRIL 1L SBPCHR EH D H 2%
WHEER R L COREYEARN LR, F6ln
5K X hi- SBPC HEROEK:, MIC 41 (Fig.
7 © (D)) XRBREMICERITE > TV o —F, 6059-
S #5880 MIC 446 (Fig. 7 ® (A)) izfoRE L i3

Table 31 Overall clinical efficacy (all cases)

Pyuria .
Efficacy on
Bacteriunia Drag Cleared Decreased Unchanged bacteriuria
Biminated  Loo.- 6059—8 __________ 32 11 24 67 (62.0%)
SBPC 21 8 13 42 (41.2%)
6059-S 0 1 4 5( 4.6%)
Decreased  |-----eemmemmmmmmm e e el
SBPC 0 3 2 5(4.9%)
Replaced 6059-S 2 5 13 20 (18.5%)
SBPC 0 1 24 25 (24.5%)
Unchanged 6059-S 4 2 10 16 (14.8%)
nchanged  |-----e-meermemmemdor e e
SBPC 3 10 17 30(29.4%)
: 6059-S 38(35.2 19(17.6%) 51(47.2%) 108
ll;:ffxc_aacy R S ( ----- % ) ------------------------------------------------------ Case total
» yuri SBPC 24 (23.5%) 22 (21.6%) 56 (54.9%) 2
==
o 6059-S 32(29.6%) Overall Statistical test
f- : effectiveness
Excellent SBPC 21 (20.6%) rate Distribution Ex. Ex.+Mod.
6059-S 47 (43.5%) 6059-S (32/119%8) NS. -
Moderate SBPC 27 (26.5%) ) g=—3.3346
6059-5 29269%) | ppc ff{ }% p= 00009 | p=0.153 | p=0.0001
Poor (or Failed) SBPC 54 (52.9%) :

Ex. : Ratio of “Excellent”
Ex. + Mod. : Ratio of “Excellent” + “Moderate’”
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Table 32 Relation of overall clinical efficacy between evaluation according to
criteria of UTI committee and evaluation by doctors in charge
Dr. in charge . .
Excellent Moderate Fair Poor Total

UTI

Excellent 28 21 4 0 53

Moderate 13 48 12 1 74

Poor (or Failed) 0 13 27 43 83

Total 41 82 43 44 219

SPEARMAN rank correlation
. Correlation coef. =0.739* *

Table 33

and controlled study

Comparison of efficacies of 6059-S in complicated urinary tract infection between open study

Dose of 6059-S : 1gx 2/day, 5 days

No. of cases
Ig%e;g?gy 1st group | 2nd group | 3rd group | 4th group | 5th group | 6th group Total
Open study | 27(26.2%) 11 (10.7%) 15 (14.6%) 18 (17.5%) 20(19.4%) 12 (11.6%) 103 (100%)
Sontrolled | 30(278%) | 8(74%) | 15139%) | 18(167%) | 17(57%) | 20(85%) | 108(100%)
Oveall clinical efficacy
Excellent - Moderate Poor (or Failed)
omuer| w7777 7 ) ——=n
/4

7 —
s | ww i
Efficay on bacteriuria

Eliminated Decreased Replaced  Unchanged
Open study 65.1% ;%és\\(\\{& 22.3%
Controlled TN N
Sonyote 52.0% A==
LLLDN
Effi i
feacy on pyuria Cleared Decreased . Unchanged
)
Open study 23.3% //22.2///// 5
0 2y //é/// —

Controlled
Coele i) i
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ARTHSZDT, M6 HOARWEKHMD MIC SHoM
gpp&lh, 6059-S DXL E D5 EEED
SBPC D¥ 4R & DM EH MIC SO EY EE -1
$RSBPC R &> THALRER E L bDE Ha b
ho, .

T, BIENLE NI TLADLGORAHY
Xit, 6059-S ¥ 5FDI12 52 SBPC &8 L b AR
AR E Lo 7=d (Table 81), L L SBPC 58
ki s ROERBA RIS, ZOENKOMY
SBPC BEHLAORKLT I 2 THCW2TREDOS S
LERFR LT hER SRV, £ TET, SBPC
EROBSHOBRARYR (25.7%) S LULE&ORSA
R (7.1%) ORYMY ASENT, ARO &5
& BSHETHO BEK MM L = SBPC #5EH
IBADERIEHBELTAB E, FORAHDRIL N
5B 2L 1%, 24T 4.4% LSEORREZIER
BETH ol LItH-T, $ED SBPC 5BORMK
Robk ) HENLRAENREELZ LT, &
SVRULAGEDRMO IS5 BEFTEhTVWBE L
ho, PR ELSEDOMMIZBR > TESBHD 1L
HORMIMELS b Ciz i\t ¥ X bh3, —F,
BIR~H6 HHIBTRTOBI I\ T 6059-S #

SROWT LIS S NIL, ENLHKICITSD 6059-
S EROWUM L ERMEINDE Lick s, 4EOR
N T2 6 B2 SBPC B EMD RARYRK &0 3
WER L Shik, WA L7 X 3 ic SBPC S50
ARMTRRILR ) BREE LI ADTHD, coLdh
BRI —BANIZ IR Ue\ &% 2 3 DR o,
LA, ZOMORKTIINIBOM 4 HORAHYEK
LOEVDLHE T BB, MMOFETIHICHRN L1
SBPC {5 G 6 BROKAHMEIL 41.7%Y L ED
RRE D HLEVCREEYETH -0 ShHDALHE
BT3E, W6 RTI\ T 6059-S 845 B 0 4 B
SBPC 58X W EMTH - - BHIT KRBT RRC L 5
bOTHY, ERLEORMCI LT, 6059-S B
DREAZEN SBPC HERDO RAFVRL VAR
TEATUB LU LTI Lo e L Bbh 5,

Z D UTI ELHIMHERIC X 2 ¥ e BUE4E T T
DHEEGFHE X HBIL T, Y (Table 32),
BURICLDHETH, 6059-S HEBROEYHE (67.6
% XK EKRL) »%, SBPC #&5H (49.0%) X b
LHEREECRRTH - ¥z, 6059-S WERDR
% open study DR (SEIDKRM LA UELERE “1
Bl1lg, 18 2E" OEMIKETLBAL) LHELTARS

Table 34 Bacteriological response (all strains)
6059-S SBPC

Isolates gg&i :: Emﬁj/s)ated Persisted g&i gg Era(d;:;:;ated Persisted Statistical test
| coli 22 | 21(955) 1 17 | 15(88.2) 2 | NS p=05703
3% | Citrobacter 3 3 (100.0) 0 "7 4(57.1) 3 N.S. p=0.4750
o Klebsiella 20 20 (100.0) 0 13 9( 69.2) 4 * p=0.0175
Serratia 21 17 ( 81.0) 4 27 17 ( 63.0) 10 | N.S. p=0.2135
Proteus 10 10 (100.0) 0 23 21(91.3) 2 N.S. p=1.0000
ONB Proteus indole (—) 5 5 (100.0) 0 8 7( 87.5) 1 N.S. p=1.0000
Proteus indole (+) 5 5 (100.0) 0 - 15 14 ( 93.3) 1 N.S. p=1.0000
Pseudomonas 28 22( 78.6) 6 32 20 ( 62.5) 12 N.S. p=0.2594
Other GNB 29 26 ( 89.7) 3 17 15( 88.2) 2 N.S. p=1.0000
Sub total 133 | 119( 89.5) 14 136 101 ( 74.3) 35 %% p=0.0015
S. faecalis 19 10 ( 52.6) 9 21 13 ( 61.9) 8 N.S. p=0.7496
GPB |Other GPB 12 12 (100.0) 0 14 14 (100.0) 0 N.S. p=1.0000
Sub total 31 22 ( 71.0) 9 35 27(77.1) 8 N.S. p=0.5867
Total 164 | 141( 86.0) 23 171 128 ( 74.9) 43 *  p=0.0131
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&, Table 33 @ X 5 Ic W EMICI: LAY B IF fo — Bk
A& bhiz, Open study DEHHEASPEDILRR
DEHICRIEV =D TH b, controlled study D
RELSV O EERZE EOMBENME LTWSD T
e b#E2 6505, open study TORRDENKLE
AMEVEB /L, open study TO» 7 —F A HMA LB
LIRS MBRAE B D &3+ A% controlled study iz bk LTH
FH bt d#E L HRh DA, open study & controlled
study DRROMEBIZBI LTI, SHRBMCRHTS
FETH %,

MEFODRYEANSECOVLTHRS L, 6059-S #
EBDIZ5 2B EKRKRY T L, Klebsiella wi LTk
SBPC #5588k b L AR <h T 7 (Table 34), &
& Serratia ¥s X V% Pseudomonas vzt LT 6059-S #%¥
EBTIX, £4 81.0%, 78.6% L xbd TR\ HER
T3 - 7=, Cefoperazone*, Cefotaxime® ¥ X ¥ Ceftizo-
xime® @ Pseudomonas (Zxt3 5 EEKILE 4 52.4%,
39.0%, 48.4% TH b, *ic Servatia DIELRITE 4
50.0%, 56.0%, 83.3% T»H2DT, 6959-S (% Pseu-
domonas X LTULZAH3FHL DL A1 T<¢h
T D, Serratia w3t LTH 3HIHFR L B - IHRELR
L7z Ceftizoxime & F%ETHh » oo Ticb b, 6059-S ik
Serratia & Pseudomonas © HHEiL # LT EhDT &
WHERRYRTH LY 21 7D KHTH2, IbK,
Serratia |3 6059-S 5 Bh I ER BB L LT
BLZRD ST, open study Tfffg-» R 2ELEHY & &
S HRHMENE R RIE COR S HINBIE 80 #ihicd 18
LBBLR T &k, 6059-S DA Z R BETH
%o LML, 6059-S BEBED S.faecalis it % Mk
it 52.6% LMEEOBARILLTETFSY, By
BRHEBEE LT MBS Q@IIS HEN 250
o

BREERORESL, BEERD S TR FHMCT
fliL55bDT HBA, 6059-S HrHEEE 3, BIREYR
(F 148 T WTSBPCHER I VIEBIT ¢H
TRRBHRER LI, THIL 6059-S DL EN L

RMENIHEREEL LN S,

BiERORBAE L, MERKFELEGEMTHY, 21
REUEDORTECMBL LS X5 EBMOBIERI R
E LI » 1z, 6059-S EBETIE, EMAIRIER 14
0.8%), BRRER¥3IN (2.7%) THH, #*ko0
cephalosporin R EFXd & X b, Cefoperazone? (g
RGBIER AR (2.8%), BEKREMRKESH B.7
%)), Cefotaxime® (H RAIBIEA 1 61 (0.6%), MKk
EMERKE 3 (1.9%)]) 3 X U Ceftizoxime® (& ¥AE
e 26 (1.5%), BKREMRY 3IM (2.3%)) ti
BLTY, TORAKIASL LMELS, EREAL
LMW EL LR B,

LlEDRRERM D, 6059-S (X, Serratia, Pseudo-
monas KT U ETH BEAETRTO BiMic k5%
W21 7 OWKEEREERIETH LT, T<hIBES
REIhIZLETHAEORV-HENTHS LiEEXh
60

X [

1) REEE ZHRET, CHEAFL FED &
RIS, fEilG—, BEEXS, &K W:H0
FERCEREFZLTEARLBRE, FE v #
oY A 6059-S, 1979 (KER)

2) UTIHRL:UTI ¥ FMmME R (B2K),
Chemotherapy 28 : 321~341, 1980

3) TFHEZEH, EHNE: REBEBRECKT s LR
EHOEKYGFMEIL OWT, H28, HEERE
RERAE 3517 5 IR X M, HRRAF 70:
534~545, 1979

9 B’ HEA f 12 BERFICEOBARR)
¥ERBERIEIC ST 5 Cefoperazone (CPZ)
DK 3¥ fli—Carbenicillin # %8 & L =t ER
#o Chemotherapy 28(s-6) : 947~974, 1980

5 WMAKRK, fi (14 BRF I ORAEKR) : &
HHERBERRELN T 5 Cefotaxime (CTX) &
Sulbenicillin DR D K&, Chemotherapy 29
107~131, 1981

6) LMEK, fii (10 BHE IEOBHERR : F
2608 B KL EREFARAEIBRELRER, FX
v v K2 v A Ceftizoxime : —EHERAB, 1979
R3O
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In order to evaluate objectively the clinical efficacy and side effects of a new oxacephem antibiotic
“6059-S”, a well-controlled study was carried out using Sulbenicillin (SBPC) as a control drug in
patients with complicated urinary tract infection. 1g of 6059-S or 5g of SBPC was injected intrave-
nously (drip infusion) twice a day (2 g of 6059-S or 10g of SBPC per day) for consecutive 5 days.
Both drugs were administered to 244 patients, and the clinical efficacies of 108 patients who were ad-
ministered 6059-S and of 102 patients who were administered SBPC were able to be evaluated comple-
tely according to “Criteria for Evaluation of Efficacy of Antimicrobial Agents on Urinary Tract In-
fections”.

The overall effectiveness rate of 6059-S group with single infection was 77.5% (55/71 patients) and
that of SBPC group was 52.7% (29/55 patients). This effectiveness rate of 6059-S group was signifi-
cantly superior than that of SBPC group by statistical analysis. Concerning to mixed infection, the
patients were separated into two groups, one group was the patients with indwelling catheter and
another group was the patients without indwelling catheter. As to catheter indwelling group, the effec-
tiveness rate of 6059-S group was 58.8% (10/17 patients), which was significantly superior than that
of SBPC group (25.7%, 9/35 patients). As to the group without indwelling catheter, the effectiveness
rate of 6059-S group was 70.0% (14/20 patients) and that of SBPC group was 83.3% (10/12 patients).
There was no significant difference between those effectiveness rates. Bacteriologically, the eradication
rate of 6059-S group against E.coli was 95.5%, and 81.0% against S. marcescens and 78.6% even
against Pseudomonas species. Against all species of bacteria except for S.faecalis, 6059-S was con-
firmed to show the excellent eradication rate.

The subjective side effects were observed in 0.8% (1/124 patients) of 6059-S group and in 2.5%
{(3/120 patients) of SBPC group, and deterioration in laboratory hematological test values were obser-
ved in 2.7% (3/113 patients) of 6059-S group and 3.6% (4/112 patients) of SBPC group. There were
no significant difference between the side effects of both groups of drug. All side effects were transient
and not serious.

Based on the above results, 6059-S was considered to be less toxic, safe and clinically extremely
useful drug for the treatment of complicated urinary tract infections.



