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Kt 4 2 BT, cefotiam hexetil (CTM-HE) #XNE#E L L THHER_ESREMLER
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B-lactamase X5 L THETH D, B-lactamase BELIC
LMOAMESEERT I LGSR T WA,

EEFCOVTRT TICH DXL 5 VICERAIN
N ThhTE D, *ORMIEE 1 BEXLERELE
BEDFEY ORI ARBOTHE SN, BEKKLH
AMRNTRENTH S, Thbb, NEHEETHRNS
PEBHAE I P B T L BEWEIZTTI.S%THD, £0D
SLME NN PTOEYEIZBL.7%THo T, Mikiz1H
BE®ELT600mg4r3H5\i2900mg 53 &l
B IThh, £FOHERHEIX600mg 43 T87.2%, 900
mg#3T76.9%THY, 1 H600mghtDKE THi%
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B & 2R & L THT - - A RRERR T 13 1A
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HEBIZCTM-HE EX$ 28 L SY 5555 7 7 £ K
SIRMEL1BLTES NS I - XV ERORT
THEMEEZRFL CTM-HE BXUED ST R E
BREAEGTESRSH L VMR, BEAY
338%1BAELTI4HS, HL28%1EMA3L
L, 7rigEn> x [SY5555 (R-DBT) O8O0
| rFRELI-AACND, KL, BYRREE
DRIECEANABEROEBESHICRS5 T 5L L
L7

M- AR 1E18%1H3EEREEO0K5E
L, 5402 14 BRERERS 2FERIE Lz, #
WEIEBD /- ETE L AL A IRPELT
Tw kL, 22720, ZOBEEL ZOBATRS
Bth 14 BB ERTREMEOBRE L REXEHT
z3Zkkl, hitEH, FRB L ChiLEOERI
DWLWTHRE TSI ELN, ¥/, EELEIEA,
BRREBREOHR, FER - TROMESL X UKS
TRERGASKEEAEEI L EE, BUEROHN
THRERhELTIWIEEL,

¥, BECAIBEBROENS X UVHE, TH
NAMEEB L UBERER VoL THAEEAL, XA
FrRREOAREXED L VRORTHE,

3. EHOBNIBIUIRAR
AERASE1MELT, aY bho—F—ic & DEE
RCET IR S h, BT % —a— F 3HBRR
T, BRITIY -7 —HTHEELATHE
BRiFL 1, ot

kB, St ay ro—7—pEFACHITL
RERC OV T DERAR » SIRAPEFRUALH



VOL. 42 NO. 5

MWL Bt #6133 B SY 5555 & CTM-HE DO RZELERI 621

£ (i ZHE) CBLTTY, WIThoBKREHN &
LIEKRICRALE LD THE Z LR S,

4. PHRIXEH
FREARESDICMMONER (2 Auvlvy oy
R¥EZ L), BIRERAT oA A, »7u”
) oNF, 2o0=—FkMHEF (G-CSF, M-CSF)
BHIptALZWZ E L L, RRL, HIRERAT
o4 FEILREARS 1AM ENLOEABL, &
REBEOZVERIZOWTIR, KEBREMB A -
AR2ZEELZVBECHEOHFRATELR, £,
WA, MRSUEFIOW -2 HZERRE L THRIEL
188, MEERUCESBTERL LRSS CRLT, XX
%, B5REPRERCERTEILELL,

5. fER - TROBE L L UEBKRE

1) BHEER, fRFAR

B, JEO0HEBIUVERITREOEI» L L, K
Al LTEBT S 2 Lieds, Diel b b 5H],
REMG3IAE, THRESIUV U HRCIERT S
kel

1) #&: FR:LT184EAE (EHNME) ¥
3, XL, BT hif1H2EHAECL Ebk
Vg

() wa+ (BESBESALEE), +. —03
BRE

(3) mgEE: # (100mlLAE/H), # (50~100ml
x#%/H), # (10~50ml k%/H), + (10 ml K#/
H), — (B®kL) 05k, 28, AlRETHNI,
ml/ACERT %,

(4) mZreik B (P), KBt (PM), ¥4 (M)
D 3 B

(5) FEREEE # (ERFEREE), +, - O3
3

(6) BafE: +, —o2BpE

N MES7EF #, +, —D IR
tOMOFERICOVLTIEH, +, —D 3 BRETTE
TaZLELT

2) BERRE

EEB X UEREREE% Table 1 KR L 7z, ERIH
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Table 1, Schedule of laboratory tests

Item

Day 3 Da Day 14

<
-

Before

Chest roentgenography

Sputum culture

Serum electrolyte

Coombs test (direct or indirect)
ESR (1 h value)

CRP

Mycoplasmal antibody (CF or IHA)
Chlamydial antibody

Cold hemagglutination

o
o

0000O0

(@)

00 00O
oQoo00

RBC

Hb

Ht

WBC

Differential WBC count
Platelets

Prothrombin time test

Blood analysis

o0

S-GOT

S-GPT

AL-P

Bilirubin (direct, total)
LDH

y-GTP

Liver function test

BUN

Renal function test .,
S-creatinine

Urinalysis

Sedimentation

Protein- Suger- Urobilinogen

go|oo|oooo00O|G000O0O0O0C|00O0OO

cJol[oXoljoNeRoNoNoNo) IoNoNONORONORO)

=
—~
~
—~
~

0olooloooco00|G00O0O0O0O0O[0O0O0OO

O : indispensable
(O): should be performed as often as possible

Table 2. Criteria for evaluation of usefulness

Side effects and

Clinical efficacy

abnormal laboratory findings | excellent

good fair

None
Mild
Moderate
Severe

I+ + =

I+ + +
I+ +
|
~

4 very useful, +: useful, +slightly useful, —: useless, ?: unknown

II. & B B &

1. fFEFIDOAR

Table 3ic7RL7: k8D, BEBESHER X SY 5555
#¥ 118 4l, CTM-HE £ 117 fIDF 235 I TH - 72,
ZD3 b, Table 4 iR L BHIC LD Ffd 5B
Hanr 2z, SYS55558924], CTM-HE
B 101 BlDEt 193 §l % ERIRZN R O REHF S RBI & L 1o
IR ORI REIGEEAEEEEL Touzw 16,
RIS CTM-HE #EH L - 1 5, ERERS

ERTH-o7 40, REFHKIFL VRBRLEALL
16, ¥IELARERBL Lo - 72 1 fiB & CEREEES
B (BMERRBELL) o5 13f2KRE, SY
5555, CTM-HE &+ b 111 flost 222 TH -
To BEPRARE(E R % NN RO ISHE ORI K
BREHNERT & 72 SY 5555 B, CTM-HE & b 107
FIDEt 214 BITH - 720

1 Rt DN S0 13 PR AT R B 1 BRI
W & B LB % 0 2 72 SY 5555 & 94 4, CTM-HE
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Table 3. Case distribution

Number of Number of
patients excluded patients evaluated
Clinical efficac SY 5555 2% SY 5555 92
" CTM-HE 16 CTM-HE 101
Total 42 Total 193
) SY 5555 7 SY 5555 111
Side effects CTM-HE 6 CTM-HE 111
Total number of Total 13 Total 222
patients
SY 5555 118 2:;“":] laboratory  [Tqy cess 11 SY 5555 107
CTM-HE 117 ne CTM-HE 10 CTM-HE 107
Total 235 Total 21 Total 214
Safet SY 5555 7 SY 5555 111
y CTM-HE 6 CTM-HE 111
Total 13 Total 222
Usefulness SY 5555 2 SY 5555 94
CTM-HE 15 CTM-HE 102
Total 39 Total 196

CTM-HE: cefotiam hexetil

Table 4. Reasons for exclusion from evaluation of clinical efficacy

Reasons SY 5555 | CTM-HE

(1) Ineligible disease 14 5

Mycoplasma pneumonia 7 2

Chronic bronchitis 2

Infected bronchiectasis 2 1

Infected pulmonary emphysema 1

Secondary infection of old pulmonary tuberculosis

Pulmonary tuberculosis 2

Acute bronchitis 1
(2) Unclear shadow on chest X-ray 2 1
(3) Infection due to P. aeruginosa 1 1
(4) Foreigner 1
(5) Pre-treatment with SY5555 or CTM-HE 1
(6) Severe underlying disease 2 2
(7) No visitation after first consultation 1
(8) Short duration of medication 5 3
(9) Lack of observation 2
(10 Impossible to evaluate the efficacy on chest X-ray 1

Total 26 16

CTM-HE: cefotiam hexetil
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B 102 BIOM 196 BT H - 7o

2. BEWRATF

BERRRABITTI A (193 5)) DBRHERRIZOVT
QMM OB EIT o e ®DORER % Tables 5~9 IZ7R
L7

EWICDOWVTIE, SY 5555 BEDFIEM I 62.0 B,
CTM-HE#i255.7®TH D, SY5555 Bt mip#&
BEL, BRZREVBED S (P=0.008), ¥
7z, CTM-HE Btic@beh bl (B0 ORT %
&) HFL, BEHMCOLTHEEZBY BREH S
n’ (P=0.021), ¥&ic, CTM-HE#® K& EHE
T2FNBHL, BRI WO SN (P=0.045),

HHl, 4K, EEE, ERESE - SHEOHRK, N

EneemE 0K, HEXOFK (Table 5), &
WERBESMOER - BTR (Table 6), #5#0
ftigg A 27 (Table 7), EBAEDS3# (Table 8)
BLUEDORFBREDT (Table 9) DWW T2
HMCAEZIRD iB» oz T,

3. HRHR

1) ESRZHR

ERR2M % Table 10 2R L7, ENEEYE Db
¥ 7B XX SY 5555 B£90.2% (83/92), CTM-
HE##85.1% (86/101) TH b, 2HEMIcEEZRD
Hohizrotz, RZEORETE, FENBOEY
EDED % MNMEMO TR —-10%ULETH ST
s, FEMINBEENELRZFTHS Z LBRS

Table 5. Background data of patients

Item SY 5555 CTM-HE Statistical analysis
male 50 51
N
Sex female 42 50 s
=19 1
20~29 4 11
30~39 6 7
40~49 5 16 .
Age (year) 50~59 13 16 P=0.008
60~69 37 28
70~79 21 17
80s 6 5
~49 32 32
50~59 31 32
. 60~69 17 12
Body weight (kg) 70~79 9 5 NS
80~ 1
Unknown 10 19
Mild 45 54
Severity Moderate 46 46 NS
Severe 1 1
Underlying disease No 41 56 NS
and/or complication Yes 51 45
No 75 91
Pretreatment with antibiotics Yes 9 4 NS
Unknown 8 6
No 36 37
Co itant d
ncomitant drug Yes 56 64 NS
. ~6 10 11
Durat f test
uration of test drug 7~13 2 a P=0.0217
administration (day)
14 57 43

NS: not significant
Ut-test  PU-test
CTM-HE: cefotiam hexetil
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Table 6, Background data of patients (primary symptoms and laboratory findings)

SY 5555 CTM-HE Statistical analysis
<37 19 22
37s~<38 41 33
Body temp () 383 ~<39 24 32 NS
9= 6 13
Unknown 2 1
- 3 1
Cough + 57 67 NS
+ 32 33
- 7 6
+ 35 48
Volume of sputum + 40 39 NS
H# 9 6
Ht 1 2
- 7 6
M 7 8
Property of sputum PM 39 50 NS
P 39 36
Unknown 1
- 70 73
Dyspnea + 20 22 NS
+ 2 6
- 69 63
Chest pain + 22 38 P=0.045"
Unknown 1
- 35 44
+ 48 48
Ral
ales + 8 8 NS
Unknown 1 1
< 8,000 35 32
8,000= ~<12,000 42 36
WBC (/mm?) 12,000= ~ <20,000 13 30 NS
20,000= 2 2
Unknown 1
<20 8 7
20= ~<40 17 19
ESR (mm/h) 40= ~ <60 15 21 NS
60= 36 36
Unknown 16 18
< 2.0 13 12
2.0=~< 7.0 31 28
CRP (mg/dl) 7.0=~<12.0 17 27 NS
12.0= 29 33
Unknown 2 1

NS: not significant
YU-test

CTM-HE: cefotiam hexetil
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i,

2) EEEAIBKR

EEBFIC A T:ERRRR % Table 11 IZRL 7%, B
EF DB L SY 5555 B 93.3% (42/45), CTM-

Table 7. Distribution of initial chest X-ray findings

atical
Score SY 5555 CTM-HE Statistica
analysis
0
1 2 3
2 12 18
3 36 3 .
4 32 34 NS
5 8
6 1 5
7 1

NS: not significant
X -test
CTM-HE: cefotiam hexetil

HE R 85.2% (46/54) ThoTzo PEEFMDOAYNE
12 SY 5555 B 87.0% (40/46) , CTM-HE ¥ 84.8%
(39/46) TH o720

3) EAMAKR

ExlsImani: 2 A0ELEFOEKYR %
Table 12 2R L 2o EAMOSEAS b L 72 > I fEMic
B 5 HEHEIL SY 5555 B 93.9% (31/33), CTM-
HE#92.3% (36/39) T, MEFHLLBVE
SHEE TR Tz, BABzADE, bok b AE
DWW o Tz Streptococcus  pneumoniae XX ¥ 5HY
(2 SY 5555 £ 93.3% (14/15), CTM-HE # 100%
(22/22) THH, KVLTHMSEE DB > 7z Haemo-
phillus influenzae iz543 % HRN%E 1L SY 5555 B 87.5%
(7/8), CTM-HE 2£72.7% (8/11) Th-7z,

4. HEERZHR

EE PR - BMIC % & » T Table 13 i7RL
tzo FEGURI DML iX SY 5555 BE5S 77.4% (24/
31), CTM-HE #889.2% (33/37) THY, 244

Table 8. Distribution of causative organisms

Statistical
Causative organism SY 5555 CTM-HE ca
analysis
Monomicrobial infections 33 36 NS*
Polymicrobial infections 3
S. aureus 5 1
S. pneumoniae 15 22
S. constellatus 1
Monomicrobial infections B cata-rrhahs ! NS*
E. coli 1
K. pneumoniae 2 1
H. influenzae 8 11
H. parahaemolyticus 1
. - S. aureus +S. pneumoniae
Pol bial infecti
olymicrobial infections S. pneumoniae + B. catarrhalis
NS: not significant
~ x*-test
CTM-HE: cefotiam hexetil
Table 9. Susceptibility distribution of causative organisms
Test | Treatment MIC (gg/ml) Statistical
drug drug. | <0.05| 0.1 | 0.2 | 0.39 | 0.78 | 1.56 | 3.13 | 6.25 | Total | analysis
SY 5555 7 5 2 4 1 1 20
SY 5555 *
CTM-HE 19 2 4 2 32 NS
SY 5555 7 1 5 1 5 1 20
CTM-HE °
CTM-HE 13 5 3 2 3 4 1 1 32 NS
*U-test

CTM-HE: cefotiam hexetil
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Table 10, Clinical efficacy
. X 90%
Treatment No. of Excellent | Good Fair Poor Efficacy Statistical confidence
cases rate* (%) analysis K
interval

SY 5555 92 12 7 3 6 90.2 - —3.7%~
CTM-HE 101 26 60 5 10 85.1 +13.8%
* excellent+good

** -test

CTM-HE: cefotiam hexetil

Table 11. Clinical efficacy classified by initial severity
Severity | Treatment No. of Excellent Good Fair Poor Efficacy Statlstu.:al
cases rate* (%) analysis
i SY 5555 45 2 40 2 1 93.3 .
Mild | crM-HE 54 8 38 4 4 85.2 NS
SY 5555 46 9 31 1 5 87.0 .e
Moderate | ~rvmE | 46 17 2 1 6 84.8 NS
Severe SY 5555 1 1 (1/1)
Ver® | CTM-HE 1 1 /1)
* excellent+good
* 2-test

CTM-HE: cefotiam hexetil

REEEZRFAD SN ho T2,

BEFEIMcHAS kL, S. pneumoniae T3 SY 5555 B
DEMERFD 1 %L CTM-HE BOBEBERLRD 1
BOBEL, H influenzae iz D\ Tix, SY 5555 B
D5% ¥k CTM-HE 3D 3 5k0SBREL 120

5. &2

1) BEWEH

BIfERBIT S RES (222 ) BT 2EHEROR
BE L 2DAR% Table 14 iR L7z, RERIZSY
55558 7.2% (8/111) B XU CTM-HE #6.3% (7/
1) °hy, 2BHMcERERL» o . EROA
RiESY 5555 HCRFZ, BS - B\H, Fbthk,
RABE, BUHE - Mo, BWHEHR, KE,
THRE 1B TH-> e —F, CTM-HE HETRES
20, Re - x# - BS, B, BH - FHE Fbk
W, BEELESE 16 Tho7, %5, SY5555 B
DIFEBWTAKERE & b icED ShTMOER
THIM, BRELERTH 22 LS 2 OEROER
EUT iz~ 3,

Ef 66 mOBEH, K, BUEBELER-THY,
BRERSHBD 5 HANC R -RZOBOFER T
NV LB, BALY, BE, MK, BB
(39.3°C) #HHEEL, Kotk X MBE CERAIC L 2R

BLiikeERbh2RELBO D ABEL 72o ABE
BHRBRERS B L. HRERS 1 HEL VB
BHBRL, #53A%IVEBOMSBEBIIERL
Teo FRICHERE, ME BB SIIHEL 2, &
KHR 3R E 12 HRicHE L 7o, MOERIIHRS 13
H& (B5RTH) CREBERTHD, 20HES
THE L, AL L TREEERICHL, LAy
STFFVI/YV, YAFIUERBLTWL:, RERHEY
EAIZIEERER L ORENFR: [BRb2 00 Lhk
W] EHELT,

2) BERREMERY

B RMREE ORI RIES 214 Plic BT 2 BEEH
RIEF L £ DAR% Table 15 i7" L 12,

F I E L SY 5555 B3 19.6% (21/107), CTM-
HE #£2%16.8% (18/107) TH Y, 2HMicEEER
BOONLh o T, REXEHFED SNIZHE RHE
AlEtr b, HIMIR, FERRESZEOMBRORE
&, S-GOT, S-GPT, »GTPLEZFOD#EER
HBETH- I, BRREMBRELEHOREEIXCTM
-HE#CcH#E» o i-h%ZE 1 (S-GOT + S-GPT -

ALP 28 5HjZ T 46 1U/ml, 431U/ml, 298
IU/ml» &£ 52H#% i 1131U0/ml, 100 IU/ml,

4301U/ml £ ERUL72) 2B E, 3T RTEETH
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Table 14, Side effects

Side effects

SY 5555

CTM-HE

Statistical
analysis

No. of cases
No. of cases with side effects

111
8
(7.2%)

111
7
(6.3%)

NS°*

Rash

Rash, fever, nausea

Nausea

Nausea, vomiting

Vomiting, headache

Heavy feeling of stomach

Anorexia

Anorexia, nail discoloration

Feeling of abdominal
enlorgement

Loose stools

Diarrhea

Hot flushes

1

*x*-test
CTM-HE: cefotiam hexetil

Table 15. Abnormal laboratory findings

Abnormal laboratory
findings

SY 5555

CTM-HE

Statistical
analysis

No. of cases
No. of cases with abnormal
laboratory findings

107
21
(19.6%)

107
18
(16.8%)

NS*

WBC| **

Eosinophilia
Eosinophilia, GOT 1 ***, GPT 1
GOT1

GOT1t,GPT?
GOT1,GPT?t, ALP?
GOT1,GPTt,K1t
GPT?

GPT1?, y-GTP1?
y-GTP1

T-Bil t

BUN't

K1

1

NN W

1
2

- et et e

- N

*x’-test
CTM-HE: cefotiam hexetil

** | : decrease °***1: increase

2720

3) BERLE

BIfER L BRREMREEHZRE L THE L 7o
BERLEHES Table 16 KR L7z, B2TH5 ¥
E SN 1-BE & SY 5555 B 75.7% (84/111), CTM-
HE8£79.3% (88/111) T&4 Y, 2 M EELIIR

Honkholz,

6. HAH

AR RES 1966 it 3ER%%
Table 17 2 RL7, Eh»THERALEMALEbbY
7= H A % 13 SY 5555 B 88.3% (83/94), CTM-HE
BE81.4% (83/102) TH D, 2 MM EEEIEDS
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Table 16, Safety
Some problem Problem Statistical
Treatment No. of cases Safe Virtually safe with safety with safety analysis
SY 5555 111 84 23 2 2
NS*
CTM-HE 111 88 18 1 4
*U-test
NS: not significant
CTM-HE: cefotiam hexetil
Table 17, Usefulness
Treatment Total Very useful Useful Slightly Useless Usefulness Statlstufal
useful rate (%) analysis
SY 5555 94 11 72 3 8 88.3 NSe*
CTM-HE 102 21 62 7 12 81.4
*(Very useful+Useful) /Total
*o -test
NS: not significant
CTM-HE: cefotiam hexetil
nikhol, R L TSR _—EEREMLERER 2T o
III. % -3 bOTH3,

EEOEOR L7 75 ARHEERIEIHRE Y
T AROERCRRFEICE D, Th CEIKNICHET
Ho 7z B-lactamase BELEHK P 7 7 LEEMEHICN T 3
HENOFRE2HS S EBTEIC > T &, Ll
05, CchoOX¥ARY 7 LBHEE, BCS
aureus X AHEHICOWT, XKD B-F 75 AL
RABEEICHRL T, FABE S I LBFonTY
3,

FRCHR S NI OKOBRAR LARIEESY
5555 i3 & DS & S-lactamase ZEEHRP S
FARMBOLR ST 7 ABME E CRIAVWHEA
RIMVERETIEATH 2D, 17, KEHIIH
SHEPORREERCRNLTY, BFOE7 4%
FEXL D BN HENEELTWE I LS, B
Eb S thEEOFRA N L CERAERRH SRS
borlimanlz,

AR D—MEEIR AR 1Z 37 2 MR SR REYE T 3
PEMERTT.5%THD, 2D bHRCHT2H
$H¥iL 81.7% T, HIKABREE» SFREINLT
4, MR TRWEREW RSz, £/, M
BN T s BREBERC B VT, KEHOD
900 mg 4 3 B EHMBEHMER I T 2 EHRER L
¥ant, 22 C°45E, FEAOHMBEMR N T
2E%YE, Bt s CICERYE S 5 ICEBRIICTT
sz rx2Ee LT, CTM-HE @ 600 mg 43 3

ARBROBRESFIMIL 235 FITH - 708, BERZR
DR S X428 (SY 5555 8% 26 #, CTM-
HE#16 #l) B shiz, SY5555 B8\ TR
APl H o T-h, FOELBRIZYA I 7T X7
# (SY5555 B 78, CTM-HE#24)) k35
®RNEB (SYS555 81480, CTM-HE#581)
BEHSARE (SY 5555 # 5%, CTM-HE # 3 )
TH-oiz.

BEYRTIZ, CTM-HE B HBNELRESS
&, £t fls L URBEEE T 5888 <,
SY 5555 B & DRI ERESED Shlchd, ZFOfD
HRCHL TR 2HMcEEEZRTIOLONT, Fht
BEHNE X ClEZRGE, ZRAEYEHATHS
rtEz oM, THROLERETORD L LTSY
5555 BEIC MBS H S % > T 2d8, SY 5555
BOEE L 60 KM 89.3% (25/28), 60 A £
90.6% (58/64) T H, CTM-HE BEDOEZIEIZ 60
A 84.3% (43/51), 60 ®LAL 86.0% (43/50)
THY, TEHKLEHEERE L SERBOMCERER
DERXEL, E-BEMBL Y SYSSSSHEOHDOE
MEHNE L, 2EOERLERTH- LS, £
BEBORY BLEOEMECHELEA Tt 3ELS
nixpot, £, REWHMORY DWW TIE, SY
5555 BEDEZNHIZ 6 HEAN 70.0% (7/10), 7 B~13
H96.0% (24/25), 14 H91.2% (52/57) T& Y,
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CTM-HEM OB IZ6 BN 45.5% (5/11), 7
H~13 H 89.4% (42/47), 14 H90.7% (39/43) T
»0, THUEOHRSKHEAMTIE, THL bTHHEL
ETHol:2, 6 BUAOKSHAMICIS W TIZMmEL
LICHEEIZEL 2D, B CTM-HE B 38
Flps®no e, Zhit, CTM-HE B2 D 7 D
LGN E S oD THYD, TDI LHRLEDERY
ReEEESLDOTIREL, LA3EOAHEL
RBA N ERTHILHLONT, &5, MMD
HEDRD DT, SY 5555 BEOERIE IIHML L
91.3% (63/69), Ma> » 86.4% (19/22) THY,
CTM-HE# OB IZHM% L 85.7% (54/63),
fafEH D 84.2% (32/38) THbh, MEKHK & bKED
BFRCMbSTHOENEERL, WEOHRORD
BseEoENECEEES AL LIFLONZ LS
720

LEOEEIZ SY 5555 8$90.2%, CTM-HE ¥
85.1%THD, 2HMcEBEZRBD O » o1
2, FASHORIEDRR, SY 5555 # (X CTM-HE
CHLRAIZETHB Z LdRE&NhT, SEIEB=A 277
Xeftin @A LIcH, ThsPmMEEsTIkSY
5555 8% 88.9% (88/99) , CTM-HE B£84.5% (87/
103) THH, FOEPICEDY RA NI,
%7z, SED SY 5555 BEOERE iz — M EEKRRY D
BERIVPPHOLERTH - o83, THiTHERAKE
WHITLET, NRELIVBEL T FELS
h, SERER NRELDREL TIT- ARLERR
B IRASORERTH-o T, £, BuAEME L
et B-7 7 9 ARTBROLERRICB T 2 M8
MR T 2 EYEIZ, cefdinir 5588.9%7,
cefetamet pivoxil 3 88.9%®, cefditroren pivoxil
2589.9%"TH Y, SEHORARIC BT 2 EHEITHHE
Arbzh ot HBL THRBOROVEHWEETH >
72e

PR BRREAE, & iR TIR—BICEREDHEA
RiMEL, SELELBHHRIAL DX 193 g 72
BT, HEERZITI%LBEVODTHo N, ZOK
MR ENRE L LHBARCB I 3FEROR
EOLABRETHo T, BRELBHS L 1F
B 3EEKEE X SY 5555 B£93.9% (31/33),
CTM-HE#92.3% (36/39) T&® D, rbicBWE
BEETRLT W, ME DMK KIZSY 55558
77.4% (24/31), CTM-HE #£89.2% (33/37) T&
ofz, MEREHEOKL L TRRFRHEENRR
ERL, 2HMcEEEZERB DAL, H.
influenzae BEF 12 3 1) 5 K13 SY 5555 £ 37.5%

(3/8), CTM-HE#66.7% (6/9) T® YD, W¥XH
LY+HAMBOTEABERTIRLEDLo Y, —H, Th
S 84 L 9 FOMKRZR AW EAOYRE ZLTL b
—Hw¥, BYEIINNE87.5% (7/8), ¥ 77.8%
(7/9) THo1z, ¥z, SY 5555 BHIC BT A EMTHE
R i3 BRI L EHE S h Tz 4 FISMEEAIC IR
ETHo1:T b, ThHIZDWTIE H influen-
e ROBLAETIR AL, Bz2083KETH-
EIMEE L H L S h, SBROBRBREEDESSNA
NhiLlATH3,

EZAT, EAMMHEAL oo FefRICBVLT
i, MEMHECOBAKERESETOELEE L THS
LTWwA I EsMEL TEY, XM IMALES
SUOBAMERICIZEbDTENIHENRELT
WAEIEns, LR4FAZRD T, BKDHRLAEE
KR L OT—BIEADBBRD—DIZ>TWV5DT
BRzuhHFA TV,

ZeMBAL T, BEARBEIISYSSH55H
7.2% (8/111), CTM-HE®6.3% (7/111) T &%
D, BREARORBRETH >, SY5555 HTRRER
HIEBERLBH S h, SBERSIBOShDiE]
FloaThD, REERORBEERELLVL) ZhE
TOMKERE X {BFEL TV, RELIBEEAR
wTh b —Bl T, HEEFARSSTH S5 vidhit#ic
FTRTHERLTBY, BREARE-160R%
hotz, kB, WAL MOEGIZO>VLTRHAELR
SURENRY T LRROEE LR REETEY, X
EFD Zhg COXRARS X VEBIKARER, 25
VD -5 7 8 LRVIBEORBEEF L Db YT

&, FEFCL26DOHESI EMOKRLLIAT
b3, SEIEHRBLYEMOREICE-EHERL
LTERY o Te SHBEEF 2D -RIRKEOEHR
ZoWnT, BERESRAIT3LBRHLEFXISN
120

HERER  OMEMNEE T E RV LEE S AEK
REBREORBEE X, SY5555819.6% (21/
107), CTM-HE #£16.8% (18/107) T&%Y, 2#HM
CAEBEZRZIDShizh o7, REOATIRVTIO
BEHCBWLTY, S-GOT, S-GPT LR Z X O
BEERY, FRRNS T ¥ OMBFIREBORES
IUMBEREORYE T, TOBRERISEO 1%
BEfbizr<TBETH- M, 2B S-GOT, S-GPT
BIUALP LR D v T & HE S hiciER
2, SHEOZV FL ) F o BAOBERTTo LD
T, BEIfFAHIEEERIBRESBE CRVPFRL
HEL 88, BE5rdutT5icidEST, ERBR5K
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TRCRREBERZERCHELTSY, BELSCHE
rignshhol, REERORAEL L TIizFHER
O —MREBRABROERY VLD bR o s, XK
FOHBAR 'OCB T L EMLERSRENTE
D, REERORRESIVEOARL Y, BED S
-7 LAREELHBEL T, JcHEIRR W L #
ronl, BANZZSMFM BT, 2#MI
ZeFEdvony, PLMEHD, HLWLIIMEDD L
HEINIERIZSYS555 8 T 44, CTM-HE #
T5PTHo s, TNRTHDEF BT 2R T
BRRCERLMBL R bDREONZ Lo T,

BEDREZLELREL LB AT SY 5555 8
88.3% (83/94), CTM-HE $¥81.4% (83/102) T
Y, 2EMcERZRE DO ARSI,

BED LS cEMsxtd+ 3 SYS5555 018
900mg 3% 5 1I3CTM-HE @ 1 H 600 mg 43 3 &
BErHEL, BB IRRASTHY, &KL
BFEEM L, SY 5555 IZBE D & PEAE DM A
R LK CERALERATHILERT B Lt
T&%,
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To evaluate the clinical usefulness of SY 5555, a new oral penem, in the treatment of
bacterial pneumonia, a double-blind comparative study, using cefotiam hexetil (CTM-HE) as
the control drug, was conducted in various clinical institutes. The drugs were given at a
daily dose of 900 mg of SY 5555 or 600 mg of CTM-HE, divided three times a day, for 14
days.

1. The clinical efficacy rates were 90.2% (83/92) for the SY 5555 group and 85.1% (86/
101) for the CTM-HE group. The efficacy rates of the two drugs were not significantly
different.

2. Bacteriologically, the eradication rates were 77.4% (24/31) for the SY 5555 group and
89.2% (33/37) for the CTM-HE group, showing no statisticaly significant difference between
them.

3. Side effects were observed 8 of 111 patients in the SY 5555 group and 7 of 111 patients
in the CTM-HE group. The main side effect was gastrointestinal symptoms in both groups.

4. The incidence of abnormal changes in laboratory findings was 19.6% (21/107) in the
SY 5555 group and 16.8% (18/107) in the CTM-HE group.

5. The total usefulness rates were 88.3% (83/94) in the SY 5555 group and 81.4% (83/
102) in the CTM-HE group. There was no significant difference between the two groups.

The above results showed that in terms of efficacy and safety the SY 5555 group was equal
to the CTM-HE group. SY 5555 was concluded to be a useful drug for the treatment of
bacterial pneumonia.



