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Fig.1. Chemical structure of SY 5555.
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Table 1. Evaluation items by evaluation day
Disease group All groups Group V

Item Evaluation day  first visit (d?yyzz,’:s) (d:; y4-5~6) (d?yyZB) (dad:);lou)
Severity O
Disease state @]
Confirmation of drug taking O O O O O
Subjective and objective symptoms O O @) O O
Overall clinical evaluation (@) o @) 0]
Adverse reactions O O O o) O

©) ©) @)
Laborato.ry examination (=7~0 days 0~7 days after end of treatment

before treatment)
o ©) ®) ®) ¢)

Bacteriological examination

1 day before and after end of treatment
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Total patient number
SY 5555 161 patients
Cefaclor 162 patients

Total 323 patients

SY 5555 1 patient

No. of non-target diseases

Violation of previous

Cefaclor 1 patient

therapeutic agent (CCL)
SY 5855 2 patients

Total 3 patients

Did not appear again or
refused to take the drug
SY 5555 7 patients
Cefaclor 6 patients

Total 13 patients

Aggravation of complication
SY 5555 1 patient

Concomitant use
of other trial drugs
Cefaclor 2 patients

Non-sensitive bacteria
SY 5555 1 patient

Changed administration
frequency
SY 5555 1 patient

Inadequate length of
administration
SY 5555 3 patients
Cefaclor 2 patients

Total 5 patients

Concomitant use of
other antibiotics
Cefaclor 1 patient

Patients to be evaluated
for adverse reactions

SY 5555 150 patients -
Cefaclor 153 patients

Total 303 patients

Excluded from the
evaluation of usefulness

SY 5555 1 patient
Cefaclor 1 patient

Total 2 patients

Unevaluable
SY5555 1 patient

Excluded from the
evaluation of clinical
efficacy

Patients to be evaluated
for clinical efficacy

SY 5555 145 patients
Cefaclor 150 patients

Total 295 patients

Patients to be evaluated Patients

for safety
SY 5555 149 patients

Cefaclor 153 patients

Total 302 patients

Total

for usefulness

SY 5555 149 patients
Cefaclor 152 patients

to be evaluated

301 patients

Fig.2. Patients enrolled.
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Table 2, General patient characteristics
SY 5555 Cefaclor Statistical
145 150 test
male 88 94
-test, p=0.819
Sex female 57 56 2 P
16~88 (yrs) 41.1%16.7 43.0+18.1
16~30 51 50
31~45 40 3% t-test, p=0.344
46~60 31 32
61~80 22 31
Age 81~88 1 1
11 16~88 (yrs) 41.5%19.0 36.4%17.0
I 20~79 (yrs) 35.7+11.3 44.7+21.7 _
IV 18~78 (yrs) 40.3+16.1 46.6116.7
V 17~81 (yrs) 42.61+16.6 45.0118.2
inpatient 5 4
ient 136 143
In/out patient otjltanen 2-test, p=0.940
in—out 1 1
out—in 3 2
severe 15 15
Severity moderate 107 105 U-test, p=0.452
mild 23 30
II 40 41
. i 14 12 _
Disease group v 24 18 x’-test, p=0.953
\Y% 57 59
no 96 90
licati ~ —0.
Complication ves 29 60 2-test, p=0.325
Concurrent drug ;:s l;(S) 1;‘: x’-test, p=0.787
no 92 96
Surgical int ti = =0.
urgical intervention yes 53 54 x*-test, p=0.982
remarkably aggravating 21 24
Disease state at first visit aggravating 114 112 U-test, p=0.893
stationary 10 14
Antibiotics prior to test no 13: “: =0.311
drug administration ves z'-test, p=0.
unknown 2 0
11 within 3 days 4 1
§ 4~7 days 83 90 U-test, p=0.392
. v 8 days 1 0
Duration of treatment
within 3 days 1 3
A% 4~10 days 55 56 U-test, p=0.264
11 days 1 0




VOL. 42 NO. 6 RESRERER TN T 5 SY 5555 £ CCL O R WRHLEKER 749

Table 3. Distribution of disease

No. of Patients

Disease
SY 5555 cefaclor
Furuncle 26 28
I Furunculosis 12 11
Carbuncle 2 2
Subtotal 40 41
1 Impetigo contagiosa 14 12
Cellulitis 19 23
Erysipelas 6 8
v Lymphangitis 8 7
Cellulitis+ Lymphangitis 1 0
Subtotal 34 38
Miscellaneous abscesses 9 10
\% Hidradenitis suppurativa 4 3
Infected atheroma 44 46
Subtotal 57 59

Table 4, Microorganisms isolated before treatment

Organism SY 5555 Cefaclor x-test
S. aureus 33 33
CNS 31 26
Monomicrobial isolation Others 2% 23
Subtotal 89 82
S. aureus with others 7 8 p=0.980
CNS with others 3 2
Polymicrobial isolation Others 3 4
Subtotal 13 14
Total 102 96

CNS: coagulase-negative staphylococci

Table 5. Overall efficacy

No. of Efficacy Efficacy 90% Confidence interval
Drug s rate" U-test
patients  excellent good fair poor (%) Lower(%) Upper (%)
SY 5555 145 75 54 11 5 89.0
p=0.366 —8.2 4.8
Cefaclor 150 67 69 9 5 90.7

Y (excellent+good) /no. of patients

FEESED SN BEROBRBIIOVWT, B 10. EEE XS % SY 5555 8 & U CCL D&/
11, IVEEDOEEHKEIER % #3k Mantel-Haenszel iz & REHILEE (MIC) 01
IREBEIC L DFEELRRL 7208, MEFHMCERZR BERBFCOBI A MICSHIES L0 8
Zdohizpoiz, B (Fig.3), S. aureus (Fig.4) BLU'CNS (Fig.5)
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Table 6, Overall efficacy in each disease group
No. of Efficacy Efficacy U-test
Group Drug ?' ° rate" (Bonferroni
patients  excellent good fair poor (%) correction)
SY 5555 40 20 16 4 0 90.0
11 NS
cefaclor 41 19 19 0 3 92.7
SY 5555 14 6 6 2 0 85.7
I NS
cefaclor 12 6 4 2 0 83.3
SY 5555 34 22 11 1 0 97.1
v NS
cefaclor 38 21 13 4 0 89.5
SY 5555 57 27 21 4 5 84.2
\'s NS
cefaclor 59 21 33 3 2 91.5
Y (excellent+good) /no. of patients
Table 7. Overall safety
Overall safety
Dru No. of - U
14 patients safe relatively uncertain not test
(safety rate)? safe safe
130 7 9 3
SY 5555 149
(87.2%) (12.8%)
5 4 1 p=0.063
143
facl
Cefaclor 153 (93.5%) 6.5%)
" safe/no. of patients
Table 8. Clinical usefulness
Clinical usefulness Usefulness
No. of N
Drug patients remarkably useful fairly not rate U-test
useful se useful useful (%)
SY 5555 149 70 55 16 8 83.9
p=0.848
Cefaclor 152 65 70 9 8 88.8

Y (remarkably useful +useful) /no. of patients

DLFRIZOWVTY, MIC DAFHITB W T HEFIEE
BcERERZIRD BED Sk o Tz, SOME 212 %
X3 3 SY 5555 @ MIC i 0.05~ > 100 xg/ml iZ 4>
L, ZOY—2130.10 ug/ml T MICso 3 & T MICso
X0 T 0.10 ug/ml, 0.78 ug/ml TH- 12, CCL
D MIC i 0.05~>100 pg/ml 4L, 2DE—7
120.78 ug/ml TMICso 8 & UMICoo X E R F h
0.78 ug/ml, 25 ug/ml TH - 7z,

S. aureus 77 BRIZXt3 % SY 5555 @ MIC 120.10
ug/mlic¥—27 %KL, MICs 8 & U MICs i2\> 3
b 0.10 ug/ml, CCL @ MIC % 1.56 ug/ml iz ¥ —

7%F8L, MICso 8 X U MICs REFN T 1.56 pg/
ml, 3.134g/ml THYH, SY 5555 53 16~32 fSEiLi:
MIC 2 RL7:. -BGHIICHMES NI S, aureus D
5 % oxacillin ® MIC #34.0ug/ml L ED VWL 3
methicilin-resistant S. aureus (MRSA)” i35 %
(SY 5555 B 2 #%, CCL ¥ 3%k) MM h, HEH
Eix6.5%ThHo1,

CNS 56 #kizxt3 3 SY 5555 @ MIC i3 0.05 ug/ml
wE—272 %ﬁ L, MICse 8 & U MICso BEhth
0.05 xg/ml, 0.20 ug/ml, CCL @ MIC X 0.39~0.78
pg/mlicE—27%8L, MICso 8 XU MICs 21
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Table 9, Overall efficacy classified by microorganisms
No. of Efficacy Efficacy U-test
Organism Drug ati;:nts ] rate”  (Bonferroni
p excellent  good fair poor (%) correction)
SY 5555 33 17 13 2 1 90.9
S. aureus NS
cefaclor 35 14 17 2 2 88.6
SY 5555 33 14 11 6 2 75.8
CNS NS
cefaclor 27 10 16 1 96.3
Monomicrobial
SY 5555 25 14 10 1 96.0
Others NS
cefaclor 24 10 12 2 91.7
SY 5555 91 45 34 9 3 86.8
Subtotal -
cefaclor 86 34 45 5 2 91.9
S. aureus SY 5555 7 3 4 77 .
with others  cefaclor 8 5 2 1 7/8
CNS SY 5555 3 3 3/3 .
with others  cefaclor 2 1 1 2/2
Polymicrobial
SY 5555 3 3 3/3
Others -2
cefaclor 4 2 2 4/4
SY 5555 13 6 7 100
Subtotal -
cefaclor 14 8 5 1 92.9
SY 5555 104 51 41 9 3 88.5
Total -
cefaclor 100 42 50 6 2 92.0
CNS: coagulase-negative staphylococci
Y(excellent+good) /no. of patients
4 statistical test was not performed because of small sample size
Table 10. General improvement rate
Evaluation No. of General improvement W # =24 90% Confidence interval
Drug . o U-test ———————
Day patients 4 # 4 + o x (%) (%) lower (%) upper (%)
SY 5555 128 20 3 5 11 3 4 43.0 85.9
5 p=0.240 -—3.9 12.5
cefaclor 136 12 41 58 18 3 4 39.0 81.6
SY 5555 145 61 49 24 7 1 3 75.9 92.4
Final - -
cefaclor 149 54 54 30 6 2 3 72.5 92.6

#: cured, # remarkably improved, 4 improved, +: fairly improved, 0: unchanged, X: aggravated

¥h0.78 ug/ml, 1.56 ug/ml TH D, SY 5555 % 8~
16 fE#n7- MIC 2R L 72,

11. MEZE%IR

SY 5555 # 93.5% (87/93), CCL B%89.8% (79/88)
DEMHAETHD, MEAHMCEEZRIZDONE
o7z (Table 12),

KB OMEENZE % Table 1312, /-HE
BOMEZ %R % Table 14 IR L Tz S. aureus

B (BMEREL S I HBERE) w8058
WkIIZ SY 5555 B£ 91.2% (31/34), CCL #86.8%
(33/38) THo7z,

A, BRSBEOHIHES % Table 15 L 2
25, HBESEECBL IHEFARMCEERZIREDSh
Tholz,

12. EIfERA

Table 16 iCBIfEA ORBBI 2R L Iz, REHEE K
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Table 11, General improvement rate in each disease group
U-test
Evaluation No. of General improvement g 2+ )
Group da Drug atients (%) (%) (Bonferroni
¥ p # # + o+ 0 x correction)
5 SY 5555 35 5 9 17 3 0 1 40.0 88.6 NS
1 cefaclor 36 6 11 13 3 1 2 47.2 83.3
final SY 5555 40 15 15 8 2 0 0 75.0 95.0
ina -
cefaclor 41 14 15 9 0 1 2 70.7 92.7
SY 5555 12 3 5 2 2 0 0 66.7 83.3
5 NS
" cefaclor 10 0 4 6 0 0 0 40.0 100
SY 5555 14 9 2 1 2 0 0 78.6 85.7
final -
cefaclor 12 6 2 3 1 0 0 66.7 91.7
5 SY 5555 29 8 5 13 3 0 0 4.8 89.7 NS
v cefaclor 36 4 14 12 5 1 0 50.0 83.3
final SY 5555 34 16 11 7 0 0 0 79.4 100
ma -
cefaclor 38 18 10 7 3 0 0 73.7 92.1
5 SY 5555 52 4 16 23 3 3 3 38.5 82.7 NS
v cefaclor 54 2 12 27 10 1 2 25.9 75.9
SY 5555 57 21 21 8 3 1 3 73.7 87.7
final -
cefaclor 58 16 27 11 2 1 1 74.1 93.1

H#t: cured, #: remarkably improved, 4 improved, +: fairly improved, 0: unchanged, X: aggravated

100
90
801
70F
60
501
401
301
20F
10

-e- CCL group

Cumulative percent (%)

-o- CCL group

- SY 5555 group

-o- SY 5555 group

005 02 078 313 125 50 100

—o—SY 5555 group | MIC

f -<-CCL group of SY5555: p=0.506, U-test
J - SY 5555 group | MIC
i -o-CCL group of CCL: p=0.661, U-test

100}
~ 9o
§ 701
g 6o
2 F
® 0}
MIC 3 .|
}of SYSSS5: p=0.569, U-test 5 0
MIC © 20r
}of CCL: p=0.770, U-test 101
<0035 01

0025 01 039 15 625 250 100

MIC (ug/ml)
CCL: cefaclor

Fig. 3. Sensitivity distribution of all isolated
organisms (10° CFU/ml)

BLIMEREMCEREIZED Sk b o1, 5
o1k B 12 SY 5555 B£5.3% (8/150) , CCL B 2.6%
(4/153) TH- 1z, FEROBEIR, VTR LEER L
LFREETH > co NARMEBERSTLLDOTH

qe— - —p—= 9=~

065 02 078 33 125 50 S0
0.39

15 625 250 100
MIC (ug/ml)

CCL: cefaclor

Fig. 4. Sensitivity distribution of Staphylococcus

aureus (10° CFU/ml).

D, BRERICRIBL 2L 8bDdAEDo 1,

13. BERREERYE

Table 17 CEERREBEREEHORBAFEZRL
Teo FRISAM X SY 55558 3.4% (5/149), CCL
4.6% (7/153) THD, WFhbBREKEFCRIEE 2
3X5bDRE»o7I,

II1. #* =

A_EERHEEABRICBWTCCL 2ntE3EL L7



VOL. 42 NO. 6

BEEEBEERIINT 3 SY 5555 &£ CCL O RWMRILLEER

753

BhiE, ZOXEAISY 5555 EMBIL B AR2
MEEL, EMEERTORAShEBIM LR
LUNRILTWENSTHS, 7, B ALY
SY 5555 K3V, AR & T B MRIGEIR T o A

Cumulative percent (%)
D
(=]

40 /
% /[ —== SY5555 group | MIC
-e- CCL group of SY5585: p=0.288, U-test
2 o~ SY 5555 group | MIC
10 -o- CCL group of CCL: p=0.525, U-test

005 02 078 313 125 50 >100
0025 01 039 15 625 250 100
MIC (ug/ml)

CCL: cefaclor

Fig.5. Sensitivity distribution of coagulase-
negative staphylococci (CNS) (10° CFU/ml).

DZRWRLEBERIC 81 5 CCL DEMBR O RE
BB (WI~VE) cNT2E8HXH, 79.5%",
89.3%" THONEEKL T B Z+ATHELBbI
T2e

SY 5555 0K MEMERIC 317 2 AR 1K
T, 1 B 51 300~900 mg iCBW THEMRZ 5
Vi EMRBITHE M S h Y, E0RBICBWT
90.5% (67/74) DEMELWS, RERMOEYEIC
BRREnBIRVWEEL SN, BIEAIZ11.8%
(9/76) 1, ELLTTH « KE2 L OWHILEBAER
AONTNERZ LD RN, 1 HRSEFIORE
ERSEE®IZ, 300mg T33.3% (1/3), 450 mg T
7.4% (2/27), 600mg T11.1% (3/27), 900mg T
15.8% (3/19) TH-oo £/, RMAMEIZ 150
mg AR T 0~0.24 ug/g, 200 mg PIART 0~0.44 ug/
g, 300mg MART 0~0.59 ug/g ThH O BRIKFN L
Eront, —F, ERERTOERLS, KWER
EDb-o L bEBRZREETHS S. aureus iCHT 3
A D MIC 1 methicilin-susceptible S. aureus (MSSA)

Table 12. Bacteriologic response

Bacteriologic response

No. of

Eradication

Drug > . decreased or rate? Fisher’s
patients eradicated partially persisted (%) exact test
eradicated
SY 5555 93 87 4 93.5
=0.425
Cefaclor 88 79 9 89.8 P
 eradicated/no. of patients
Table 13. Bacteriologic response in each disease group
Bacteriologic response Fisher's
No. of Eradication ¢ test
Group Drug . decreased or rate!) exact tes .
patients eradicated partially persisted (%) (Bonferroni
eradicated correction)
SY 5555 30 27 1 2 90.0
1II NS
cefaclor 31 28 0 3 90.3
SY 5555 10 10 0 0 100
1M _2
cefaclor 9 8 0 1 8/9
SY 5555 12 10 1 1 83.3
v -
cefaclor 8 7 0 1 7/8
SY 5555 41 40 0 1 97.6
\% NS
cefaclor 40 36 0 4 90.0

! eradicated/no. of patients

2 statistical test was not performed because of small sample size
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Table 14, Bacteriologic response classified by microorganisms
Bacteriologic response L, Fisher's
No. of Eradication exact test
Organism Drug o decreased or rate! (Boferroni
patients  eradicated partially persisted (%) erront
eradicated correction)
SY 5555 29 28 1 96.6
S. aureus NS
cefaclor 32 27 5 84.4
S. aureus SY 5555 5 3 3/5 e
with others cefaclor 6 6 6/6
SY 5555 30 28 2 93.3
CNS NS
cefaclor 23 22 1 95.7
SY 5555 3 2 1 2/3
CNS with others -
cefaclor 2 2 2/2
Others SY 5555 23 23 100 NS
(monomicrobial)  cefaclor 22 19 3 86.4
Others SY 5555 3 3 3/3 .
(polymicrobial)  cefaclor 3 3 3/3
CNS: coagulase-negative staphylococci
Y eradicated/no. of patients
 statistical test was not performed because of small sample size
Table 15. New organisms isolated after treatment
No. of Isolates
Drug R ~test
patients before after x
S. epidermidis S. marcescens
E. avium Aeromonas sp.
E. coli E. faecium
E. faecalis E. faecium
7/93 E. coli
SY 5555 (7.5%) S. aureus E. aerogenes
S. haemolyticus S. capitis
S. aureus P. magnus
S. epidermids p=0.618
. X e is
C. xerosis S. agalactie
S. epidermidis S. intermedius
S. epidermidis E. aerogenes
5/88 CNS A. calcoaceticus
Cefaclor (
5.7%) P, mirabilis P. aeruginosa
S. aureus S. epidermidis
S. epidermidis P. magnus

CNS: coagulase-negative staphylococci
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Table 17. Abnoramal laboratory findings

T50.025~0.24g/ml TH 30, CORMH L LR
IR g DEMABITIELRIES 5 £, 200~300mg 1 H 3
§|g8|E|8|8|8 : DRt - ARTHAZBENRSMFENI, L
HEIEIRIELR: 5 L, 200mg1 H 3 B ABREE DF %58 92.6% (25/
27) LMot k, (7, HEBEROMERSER
% &, KM r W BT 5L SY5555 1 H600mg 53 %
T ARMOME - AR ET 5008Y LKL bt
. ARRIBRER MREBIZ, HMEHSBRE OBKSR I LA
2lgl-g|5|2|8|3|8|8" LWHENBEMYDS L, BIE (N, BME, W),
ST F[T{M T, BlE (ERERAZS), BIVEE (ML, 1% %
2 SRR Y LR () %), BVE (KTRE, LRE
DILL|2]8]L|TLT | ot BRHR) kLr, WUBES. awreusic
AR EIEI R B BREMABEAMBRETH 5. BURIES.
il Al el Al Al Rl i aureus & %2 Streptococcus pyogenes iZ & 5 BIEHD
BRFETH 508, BRIVNROEBTHY, RAKY
o 4 P PO Py U A513 b DORDOBREE Tx\> b OHEBRICHE
8 HEEEERIEE AANSNBTMEMS DS, LL, LoEMsg:
NEBYI B CHPOCRET 5205, HR
3|3 g 3 3 THREBL LTz, BIVEEIX S. aureus, S. pyogenes
HEIREEE g F ks FREOREOSHEELERTH 205, A%
HEERE g HEECECLCRIGT 52 Lo SHREBL LY,
© ? BB KBBRE TR, TLOMRERTLY
855, .| HBETTZEETH), HRMLERELELTSIL
SEFFTT BB, HBREEOR KB THRZRMIIB LT
S [ R ) LI LIEHEROBRBOSTOND b DTH B 1 hAHR
Zlolag| |5 83183288 BMOHREBELR,
> - tl % [t T o1t s FHRBRCHIANS WIFERIL 323 81 (SY 5555 8
5 i 16181, CCL# 16281) THEMHTT 2D+ T
Ti1] ¢+ [ttt Hole, HRE R ZERFC ATENBMCEELR
S|s| + |FP|B3 kB pam<, HEMSmCERREDS R,
el e B e B LEOBKINR 12 SY 5555 Bf 89.0%, CCL 2 90.7%
5 DEHETHY, SY5555 DEMIZCCL L L
£lslelasl o ___| TA% 2REShr, SKBRIOEKHRET
€ |E|B|25|5E|BRESE| wHsoanban, MEMMMOBRIHECRZ
3| 5 |®IFISEISC|ES SO i LmL, BIVEETSYS5555897.1% (33/34),
EI o CCL #89.5% (34/38), VBT SY 5555 B¥ 84.2%
5| = > (48/57), CCLB£91.5% (54/59) t\»3>H%h%ERH
2l 3 N 3 &, BIVEOD X 5 U3 A OEEMRERE CHEA
EI- T DY IR B 2 BB T 5N T 1 SY 5555 112 O
B ; E MEN 2 TACRELE 205, EROHEBRBEDHEK
2| % ) HIREE & Bbh 5% VE Tt SY 5555 DHZHES P
gl 2 £35S PEL Ao REBXBILBTEZNL LALL, &
& ‘;; E”; -%’ —E E i @ cefditoren pivoxil (CDTR-PI) vs CCL ® &
5 EgsiE BHAR VGBI L BIVELNREBL LTEES R
S E’ ks § 7208, % OMEOERFEI: CDTR-PI#97.3%, CCL
B0.3%THo e, KAROEIE, BIVEOER
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REHLTEYEREHMT 5 &, SY 55558 93.2%
(69/74), CCL#£91.1% (72/79) k# %,

Mg, RBEE XD B4, BE, KMAHREBRE
HORMEND S, aureus D 20~40% 5t MRSA T&
2, ARBTHM X 7 MRSA 12 S, aureus 77
b5 (6.5%) LEWHIETH- L, SY 5555,
CCL E HICMRSA KN TA3MARPFeh b
EXEHERN T RTEOLI LI ETHo 2, M
EPRNR I 1T B SY 5555 DFMKIZ CCL L L
EEE R o T, S aureusid SY 5555 BE T 34 ¥
th 2 BkASEEREL 1 SRS L 7o CCL BT 38 #kh
SHBERLE. 2hik, FHRBRTIH RIS
aureus 23T 3 MIC 8, SY 5555 TCiRAFHFDOL—2
$30.10 g/ml, MICso #30.10 ug/ml T % 3 D i 3¢
L, CCL TiRAHDE— 7 H531.56 ug/ml, MICs 3
3.13 ug/ml T, FIEFIMIC 16~32 EDEHH 2 B8
BELTWADL S L,

B 5B 5 Bk 0L M KONl XA 0RO
RERHLOCEBETHS, EFHNEHUL, WEUL
EHIZSY 5555 53 CCL X DA LN - BEERL
T8Y, RETR A% THo'

Bl A3 5 B ¥ 13 SY 5555 B£ 10.0% (15/150) ,
CCL#5.2% (8/153) T SY 5555 BEHs R &b o 7=
BERER R, o7, FERIZEL L THEBERTSH
o7z, SY 5555 DIRIL S HWHEIEEL TWw3
rEzonG, F¥YVRYTLAOLROEH TR
SY5555 M1 H600mg NARBFDBIEA KRB FE i3
3.8% (25/660) THD, FXRBRC BT HREHE X
DBV, BIfEROBEEIZIZIZEETH - 12,

BERREEREEHIC BV T b MR CEsE,
BECERESERZLODRIED T,

EWEEORBHEE I SY 5555 BE TR RE o o 7
Biz, BETLEB X UARA%IC BT SY 5555 43
CCLICHRTH LIEWEE 2o 7208, BEZR2H»
27,

DEDORRE LD, SY5555 200 mg 1 H 3 EIAHRIZ,
B REBRAE DL, CCL 250mg 1 B 3 BIAAR

CESORUMEEEL, MRLEBLUHALER
2K LHLONT,
X L
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A multicenter, double-blind, double-placebo trial was conducted to compare the efficacy
and safety of SY 5555, a new oral penem, with cefaclor (CCL) in the management of skin
and skin structure infections. Patients, aged more than 15 years, with deep-seated hair
structure infections (furuncle, furunculosis, carbuncle), impetigo, deep-seated diffuse
infections (erysipelas, cellulitis, lymphangitis, lymphadenitis), and chronic pyodermas
(infectious atheroma, hidradenitis suppurativa, miscellaneous abscesses) were enrolled after
informed consent had been obtained. Patients assigned to the SY 5555 group received one 200
mg tablet of SY 5555 and one CCL placebo capsule three times a day after meals, and
patients assigned to the CCL group received one SY 5555 placebo tablet and one CCL 250 mg
capsule three times a day after meals. Patients were treated for 7 days except for those with
chronic pyoderma, who were treated for 10 days. Patients were evaluated in terms of
clinical efficacy, safety and bacteriologic response. Three hundred twenty-three patients (SY
5555 group, 161 patients; CCL group, 162 patients) were enrolled. The clinical efficacy rates
were 89.0% (129/145) for the SY 5555 group and 90.7% (136/150) for the CCL group.
Overall general improvement rates on day 5 were 85.9% (110/128) for the SY 5555 group and
81.6% (111/136) for the CCL group. The safety rates were 87.2% (130/149) for the SY 5555
group and 93.5% (143/153) for the CCL group. Adverse reactions were almost all of
gastrointestinal origin and were minor in both groups. Abnormal laboratory findings were
also all minor in both groups. Bacteriologic response rates were 93.5% (87/93) for the SY
5555 group and 89.8% (79/88) for the CCL group. These differences were not statistically
significant. These data suggest that SY 5555 is as effective and safe as CCL in the
management of skin and skin structure infections.



