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Table 2. Overall clinical efficacy of SY5555 in acute uncomplicated cystitis
Symptoms Resolved Improved Persisted Effect on
Pyuria cleared |decreased|unchanged| cleared |decreased|unchanged| cleared |decreased|unchanged| bacteriuria
Eliminated | 8 ] 1 9
Bacteriuria Replaced 1 1
Unchanged
Effect on pain X
. - 10 patient total
on micturition 10
Effect on pyuria 9 1
L] Excellent 8 .
overall efficacy rate
_| Moderate 2 10/10 (100%)
/ )
[ Poor ‘including failure) ©

Table 3. Bacteriological response to SY5555 and strains appearing after treatment in acute uncomplicated

cystitis
Bacteriological response Strains
Isolates . . . appearing after
No. of strains Eradicated Persisted*
treatment

S. epidermidis 1 1 0
E. fuecalis 1 1 0
E. coli 9 9 0
Candida sp. 1

Total 11 11 0 1

* . Regardless of bacterial count

Table 4. Relation between MIC and bacteriological response to SY5555 treatment in acute uncomplicated UTI

MIC (ug/ml) Inoculum size : 10° CFU/ml Not
Isolates Total*
0.05 1 0.1 0.2 1039078 | 1.5 | 3.13]6.25 | 12.5 25 50 100 >100 | done
S. epidermidis| 1/1 /1
E. fuecalis 1/1 1/1
E. coli 1/1 6/6 1/1 1/1 9/ 9
Total 1/1 1/1 6/6 1/1 1/1 1/1 11/11

*  No. of strains eradicated/No. of strains isolated

Lh%L, 1Bz 5AR (Escherichia coli — Candida M RDUCGENFER X LT B Y, ER1K), Fxh1 6,
sp.) ub&)f HY, R 9BlREEME L L 72, bz kB X HR 1B THEMEIZ2.3% (12/1361) TH -1
KBRS W2, #5208 B, 4775 2 B T4 B4 TH - (Table 1),

72 (Table 2). 2. PMEVEIREERRYYE (Table 5)

ATz BEX N2, E. coli 9 ¥, E. faecalis UTI B#EAEKBNIE 8FITH » 72, 216 DEAFRK
H5 18k, S. epidermidis 7° 1 % T, LflRE X0 RhRILFE%D 2 B, Exh 6 Bl THMFIZ2/8TH » 12,

(Table 3), 26D MIC IZMES N h - 72 MR PRI B3RP 25 (2/8%1), 1% 6
E coli 1 #%#TRE, WL 1.56ug/ml LUF L@ B (6/861), RIS 220 RIZIEFAL 36 (3/861),
ZW AR Tva72® (Table 4), A% 5% (5/86%)) TH -7z (Table 6),

FitiBEIz L AR RE, 3 RS- T8 1 oM UTI BESREHAIC R 2 A2 5 &, 3BT 2 6
272 14 (No. 13) 13, HEARETH - 120 % WE LB, mEh1BITHY, FAFHTIE IFIRER

DIz DV THE, WAL L RROW N, BRIKEB Lo Lo, 2B THY), BSHTIZ1IB»ENTHY,
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Table 6. Overall clinical efficacy of SY5555 in complicated UTI
Pyuria - e .
LT Cleared Decreased Unchanged Efficacy on bacteriuria
Bacteriuria
Eliminated [ 2 | 2
Decreased
Replaced
Unchanged 1 5 6
Patient total
Efficacy on pyuria 3 5 @ Kng ota
Excellent 2 o 1 effi )
[ Moderate vera ez/:acy rate
[ Poor (including Failure) 6
Table 7. Overall clinical efficacy of SY5555 classified by the type of infection
Overall
Group No. of patients Excellent | Moderate Poor .
efficacy rate
1st group
(Catheter indwelt)
2nd group
. . (Post prostatectomy)
Monomicrobial
. . 3rd group /
infection 2 1 1 1/2
(Upper UTD
4th gro
group 3 ] 2 1/3
(Lower UTD
Sub total 5 2 3 2/5
5th
group 1 1 0/1
. . (Catheter indwelt)
Polymicrobial
. X 6th group
infection K 2 2 0/2
(No catheter indwelt)
Sub total 3 3 0/3
Total 8 2 6 2/8

Table 8. Bacteriological response to SY5555 and strains appearing after treatment in complicated UTI

Bacteriological response Strains
Isolates No. of strains Eradicated Persisted* appearing after
treatment
S. aureus 1
S. epidermidis 2 1 1
E. faecium 1 0 1
Enterococcus sp. 1 1
E. coli 3 2 1
P. aeruginosa 3 0 3 1
GNF-GNR 1 0 1
Total 11 4 7 2

* . Regardless of bacterial count
GNF-GNR : glucose non-fermenting gram-negative rod
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Table 9. Relation between MIC and bacteriological response to SY5555 treatment in complicated UTI

MIC (gg/ml) Inoculum size : 10° CFU/ml Not
Isolates - Total*
0.05 1 0.1 0.2 10391078 1.5 | 3.13]6.25]| 12.5 25 50 100 >100 | done
S. epidermidis | 0/1 1/1 1/ 2
E. faecium 0/1 0/ 1
Enterococcus sp) 1/1 1/ 1
E. coli 1/1 0/1 1/1 2/ 3
P. aeruginosa 0/3 0/ 3
GNF-GNR 0/1 0/ 1
Total 0/1 1/1 1/1 0/1 1/1 0/5 1/1 4/11

* . No. of strains eradicated/No. of strains isolated
GNF-GNR ! glucose non-fermenting gram-negative rod

F6RETIE 20 B TH - 72 (Table 7).

ARANE G RN B X oIS, S, epidermidis,
Enterococcus  faecium, Enterococcus sp., E. coli,
Pseudomonas aeruginosa, glucose non-fermenting
gram-negative rod (GNF-GNR) o 6 #ifE11#TH
1), S. epidermidis 1%k, Enterococcus sp.1#d L f
E. coli 2 %7545 72 (Table8), Z#L5H MIC %
b5 &, E faecium (1%), P. aeruginosa (3 k),
GNF-GNR (1 %) "3 14 >100g/ml & JERMED
T, WAL Tutz, Zofis, 1.56ug/ml LIFT
H) 5, 3tRAERE X 17z (Table 9),

—7, #&45HBIE, Staphylococcus aureus, P.
aeruginosa % 1 ¥kHY 2 B2 38ed S 7z,

F 72, FiGBEIZD L DERRIRIL, BIR, MEKE D
2Bt TH - 72 260 (No. 16, 17) (ZHEARETH -
7205, FHRh A B, A7%h 4 B, BERh 7 T A xh44353.3%

(8/15%1) TH - 7z, BB 7 HIZ L, AR RSN
22 7w Pooaeruginosa, E. faecium, GNF-GNR #*
6 f5iz38e> 172 (Table 5),

3. BIEA - BRRR AR

PRI (S, HAGPEDR PR S 1401,  FEMEME
PREGIEGSELTHID T AU LD e h - 12, F 72BHIK
RAEEE X 2zl s, 1601k GOT (16—34)
B LWUGPT (15-40) & b5, 1H1IE FTfERkE (7,100
—2.,700), 57¥+ (61-16) DML E L0 > 2Bk (31
—54), HER (6—19) OMETH- 7225, ZHUHE
BRIRAEAK L 3D e 72,

m. = £

2T ) BRIB& YA O FE R |3 E.coli, P.aeruginosa
XD T LEWRR L, S aureus, E. faecaliss ¥
D77 LIGTERR D BRI E L TE Y, # 3L
7 = LARER DML, FROER O LB E 2%
I E - TE T B,

SY5555 (LU 5aME 7 & Iz RATED 777 2Bt Ba

W ICRERE T HE AR P EET AHERTH
N, BEE PREEERIIL DAL CERTH S
HY, BRMEISURGE I L TSR LT
D, RIHAZEIIMERERIC BT ZERRE CTLHT0%NDE
LR L Twb,

—7, ARFEIDRPHEMERIZ G5 524858 TR 7T % &
#wEEINY, REBEIZRS %2 ~ 4 BRI TH100pg/
ml & HERDBEOMERIC TS TIE LWL oD,
NETICHREZIN TV IHBENOREHRL Y, B
~ WV ) PR IG RRYEI2 XF L AR A AR T &
LERTHDLEEZ LNLD,

Aol FRz 13 R REESIBIC b L ARF 0 BR R R
12 DWW THRRETL 72,

ZOAER UTIL 810 AL 72 BT IR B BE L0
BITIZARIHF100% (10/1061)) &2 3~ & EFRRh R
HF S N7z hs, UTI #8610 SE L 72 ¥ HE M PR BR B s
Bz xt L Tl, ZDHERFEIZ2/8TH N, ERRIIHH
Pz DOWTiE, ME»H D EEZ 5Nz, UL, K
HAEICBEL, B LICERE L LT, AFICIFREHN
P. aeruginosa, E. faecium, GNF-GNR 7% 5 #kals> b
1, WITNLHREEFERL T E, B2, S
PR & RELSE 12 0T B BRI R A°600mg/day (43) T
#155% & A\ 5H900mg/day (9 3) THI80% LW T
2% &) BIIE IIMERABEED 5 F 2 5 &, Dose
response N &7 & 4 A F 4 9450 ~600mg/day (43-3)
TG BNV h > BEIEMEBENESIZ O A -
rLonrEZ LN,

IOV TR, HERIEITERIZ £BIICEEH T,
FaR A E R E (2 1 #lic GOT, GPT » L&, 16ic
F Bk & (MER BN EE % BH72h5, FHUIHEH
BRIRRER 32D SN T W e Bbie,

PLEED, AENZ, 200~450mg/day (92 ~%3)
T HUME PR PR REYE 10 0 L TS W ERIR DR A5 1% 5
M, F 7 EMETE PR B CE T AR K ) BR B A
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Z R, HEHMIC OF-HBE» S 2 L LY, (% 3 %), Chemotherapy 34 : 408~441, 1986
900mg/day (5 3) P ULETH S EE2 LRI, 3) HAMERE S | B REH AR (MIC) BisEk

FETIZ 2T, Chemotherapy 29 : 76~79, 1981
4) Nakashima M, Uematsu T, Sueyoshi T, Yo-

; x ) LS s et A G shinaga K, Wada T, Hirabayashi T, Sugita O :

1) %$~ %' ?T'Z"F% ' %41@52&@’?'?&‘2%1"‘““‘ Pharmacokinetics of SY5555 in healthy male

%ﬁy/myr‘]%“ SY5555, #Ust, 1993 ) ) volunteers. 17th ICC, Abstract No. 932, Berlin,
2) UTI#7ES (RRE  RBIEM) | UTI EuhaH 2L 4 1991

Clinical studies on SY5555 in urinary tract infections

Toshiya Ishida, Yukio Usui, Yasutoshi Harashima,
Tohru Hihara and Nobuo Kawamura
Department of Urology, School of Medicine, Tokai University
Boseidai, Isehara, Kanagawa 259-11, Japan

SY5555 is a new penem antibiotic having a broad antibacterial spectrum against aerobic and anaerobic
gram-positive and gram-negative organisms. SY5555 was administered to 31 patients with genito-urinary
tract infections (UTI) including 17 with complicated UTI and 14 with acute uncomplicated UTI.

The clinical efficacy of SY5555 was evaluated according to the Japanese UTI criteria for evaluation of
efficacy. In eight patients who fulfilled the UTI criteria for complicated UTI, clinical efficacy was excellent
in 2 and poor in 6.

In 10 patients who fulfilled the UTI criteria for acute uncomplicated UT], clinical efficacy was excellent
in 8, moderate in 2 and poor in 0.

No adverse reactions were observed. Abnormal laboratory findings were found in 2 patients : one with
slight elevation of GOT and GPT, and one with slight fluctuation of the leukocyte count.



