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F L\ S-lactamase [AM#A Sulbactam 1=, Cefoperazone % A A& ¥ L d7: Sulbactam/Cefope-
razone (JIF SBT/CPZ) Orp@ BT 5 H L RAELZRNIZ @ T5 BMHT, Ce-
fotaxime(LLF CTX) % 3fE#K & LT, Well controlled study i= X b MM L7,

FEHALEFL, lvial hicEAFE LT SBT 0.5g £ CPZ 0.5g ¥ AW +58M#A (LUT S,
Br\u5) &k, SBT 1g & CPZ 1g # AR THMA (LT S HEVv5), BIU CTX 1g oM
# (BAF Ce &\ 5) CHDh, 1[E lvial #1826, 14 BHARMEL

BRI To LB CHot,

1. MEBRASCIZRAMKZ R S ¥ 115 ST 86.1%, S, B 110 AT 77.3%, C; ¥
108 BT 78.7% DHELRT 3 KARMCH RO ZIBD LI, 1,

2. IHREHTCIIRABEKNRT, S, I 117 fl©C 82.9%, S, B 113 AT 79.6%, C. B
111 f T 73.0% T, 3EFFMAEDOZIED LA, o7,

3. MEFXNDRY, IBASHTBCT IHEARHERTALS L S, B 84.2%, S, & 81.47,
C, ¥ 85.3% T, 3EAMMCARDEYBDIh o, f-lactamase ¥ MEL 87 71 WD 5
b, BEAEIR 21 $k(29.6%) Tholchl, MIC ki & RERERILLL, TLAREE
ZHRELRS B LI,

4. BifFRE2WT, MERAHBC IHRBRTH B L, S, B 125 fish 11 AT 8.8%, S,
P 125 Glh OBIT 7.2%, C; BY 118 fich 5 AT 4.2% TH Y, 3 EARMZ FRO 23BHH
hiehoteo ¥ETHREHEC X5 EIfFARRRIE, S, 8 125 i 10 4T 8.0%, S & 124 A
i 8HIT 6.5%, C. BT 118 IR 4T 3.4% T, “hb 3IXFBMCHALEAELZRIRL
high ot

5 BERREEC/PFEALSHTC X% 3RFLhFho AEAERBRYHIATHRITLRLE
fE 1 RECTHORRPOET S B S, ¥, C; Hoh~HEC (P<0.10) £ A&bA,
S-GOT LR TiL S; RORBHN Co B HENTHBIC (P<0.10) LB bt TOMDOE
BT 3RMCAEREZRBD b ot, ¥, TREHETCO REMAKEBRSFETIL T
hOFAR BT SFMCHEREDOZLX DN 1,

6. HRKZ, SMEALYHTETIL, S B 119 T 78.2%, S, B 112 ;T 72.3%, C, T 109
BT 77.1%, ¥l-xHBEHE T, S, B 116 flT 80.2%, S, B 112 f4C 76.8%, C, ¥ 108
BT 73.1% T, Wihi 3SEARMCERDEL BB -1,

PED X5, RBRBRAECHTS SBT/CPZ 0oRthit b R B AT IETS &, &4
X CTX LRAFORMEYTL, FRAEOBV-EFLEX bRl

Sodium Sulbactam % 1977 4£%E Pfizer 2t Groton 1-1, dioxide ¢ # %, Sodium Sulbactam (LA TF Sm‘
hRPFEFT CHR S hiz B-lactamase i EH#Hj¢, Fig L) 20 L0 Mo EE LRV CHEREY
1 ofeEEEL L REREZE T 5 Penicillanic acid 2, HMOMENEL TS B-lactamase o MRELE
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Fig.1 Chemical structure of sodium sulbactam

H H Qslo

Generic name : Sodium sulbactam.

Property : Odorless, slightly bitter, white or yellowish
white crystalline powder.

Solubility : Soluble in water, slightly soluble in metha-
nol, and insoluble in acetone, ethylacetate and ether.

pH : 5.0~6.5(2.0%).
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zone(AF CPZ &M8) 12, WbHhW M3t RT3
Cephem RO EN T, RMBE YT ULEROMHES
2EL, RFCERBIT LT T L2060, FHOKR
FErESERIhTW3EY,

SBT/CPZ i SBT & CPZ ¥*EAKE 1:1 &£ Li
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2. MNXH

BNEFcOUC 1 BRER B5EHRICX Y, T2
DYHIT3WE L, o, SBT/CPZ & CTX ¥R
RO mic 20 bh, Vitamin B, OFnc X b &
X L8R, T R HIEMMEF O R R
CHEREDH D Vial BB LI, LichiasTH
¥ BREORIITHBEIHR IR, F—, BRI
CHRONFLIBELEBL T, FRRZ-EWEREC
# 7 Well controlled study & L7-o

AR ¥A : SBT/CPZ 1g/vial

(SBT 0.5g/CPZ 0.5¢g &%), 1R 2E
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(SBT 1g/CPZ 1g 47%), 1H2ME

*HR¥EA : CTX lg/vial, 10 2@

¥ 28vials, A 1lvial 3 29vials % [SB-
X]) ¢FRRENIF NP HRLICNEEC AR, 1
AR ELTHKELC, MEM6EMNI L 18EL, &
hODBRFEFZ2 v P r—5—IC X b EIEACEMST
bh, =2— FESHfFIhic, FRBRTIIEFNBZSH
RBECHETHZ L ELT,

CTX #xREL L TRALEHE, ERKOHE
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YT LictcdTH b,
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ZORE, IR BORERCHNT B FlinEkiEAES
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Dftl, MRERDO T — 2 RBEDORER LIV~ 2 DR
FiefTieoto

e, RIRMMAMEMTHRIC 2 v b v =2 =2RIEMN
i Ui RAI O HERIRE, R TFNERRN T
fitbh, MEFMEL LBBCAFRLELOTHEEL
LB Ehi.

4. BEHEE XURSHIMN

Withd 1E lvial LA E fz XM 250~500
ml IZ¥ML, 1820, 1~2 BMT ARMET S &
Ll L, ENMIZ 14 AME LA, BRET BMIiX
#HEFr L Ll

BRNELY S; BE S WEo2M|E L-Bhiz, BRR
BEREC TS CPZ OBABBRAREMN 2¢g C, &
hizxt LT SBT/CPZ o BAHKIX, £OEAD 1A%
ThH% CPZ D&M 1/2 © 1g T, CPZ Wiy 2
g LABRED BRHRY MRHTEDH &30 AL
dY, LidioTERLARD 2g ¥bmxT MNT
Aoi¥ BRELI oD THD, —F, MNBRELL
CTX OFEBRARRIL 2g THBHID, 4ED RR
Tb1HEY 2g Ll

Table 1

5. tHAXKHF

AWML, A0 P H A (ForEL, sM,
KM, RFP, EVM, CPRM 7z KO —BRBMIC M HYY
TEUNOHRMER ORI, HRERAF =1y,
7aievf Fic EOFHRMOMBISREL 1o 2021,
BIRERAT 1 4 FEDO\WTIARNBA 10 AL Ly
DOREIRTWT, EORELD LR ORISR
ORENED HhT, HOXRIWNTHE THREOHR
LR ELART HhI- BRI, OB EELL
wHDE L,

AT =4 FEMKF, HENRN, NAM, r-7»
7Y vHALKAIE LTHAY L, Ltk
BALLBACIMERCEDOREBATHILELE,
FloRH, WEH, AXTHRM WEEROKWE
BMMA L0, BIUME ROMORELT
Sl A, EWERTHTDHME TR BALR
B OTMERCREATIZELELY,

6. fER, FAOMK

BRHARXTROLEDEL, PIRELREN &
SMMm3Atk S5H% 7H#% 4 HRCROTER

Planning for laboratory examination

Items

Before
admin-
istration

Days after start
of administration
3 days | 7 days | 14 days

Chest X-ray
Arterial blood gas
RBC

Hb

Ht

Platelet
Prothrombine time
WBC

Leukogram

ESR(1 hr)

CRP

Cold hemagglutination
Mycoplasmal antibody(CF or IHA)
Direct Coombs' test
S-GOT

S-GPT

Al-P

Total bilirubin

BUN

S-Cr

Urinary protein
Urinary sediment
Isolation of pathogen
Blood culture

| JoNoNoXoXoX NoNoXoX NoNoNoNoNoNoNoNoNONORON XO)

(o))
(oo oNoNoNoNoNoNoX No)

0000000000000 00O00000eO0

(oNoRoXoNoX NoNoNO)

O ! Indispensable, @ : To be examined as much as possible
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Table 2 Criteria for judgement of -
B-lactamase production

Judgement
H L
+ (yellow) [ — (blue)

Disk

1) “Acidometry
2) Chfomogenic
“‘cephalosporin

+ (brick) | + (brick)

H: Hiéh produce of S-lactamase
L : Low produce of A-lactamase

FHTEELE, AOHOBAR LY 14 BRMCHEK

P UBARIE, RIERATOTREL, MERC

g@Tst el

4E: 18 4EARE (RO, MAThiX182~3
ETCHF

mwk : H GERSHE X h 38K - + « —D 3 BYb
BHRE:# GOml/ALE) « H# (50~10ml/B) « +
(10ml/BKHW) + —D 4 BBk, AL, ml 3\
BEHRCERLTIW

wRER : B (P), HBRECPM), BKEM 03
Bk
WRESE : { (RAFROEE)
B+ —D28H

B E He+ - —D3BH (BEIEHBEOHE
rr3)

FT7) -+ —D2EM
BRAIER : + - —D 2 BB

REXOMD 7 vaA¥—iER ¢ AAMCERT 5,
7. BRREDOERK

REFRHS XU HER% Tablel KRl i,

ERREBECRELABDONI-BAEIL TOKRCOW

TR EmME s & L bie, ERECETS AR

WEBYEWTAZ L E LT

BBvy vy B, 85, 38% (TETR

b), 7TH#, 14 A L, HRHEDO BHELL

o

o+ o —D 3B

8 BENOMR
RN ny, b7 AthE 14 B (IERTMH) O
S, AMEOHFHIZ X bR h BENO M2
LD, BR L HOHMNIZ heTRTHIREL, 8F
WeHEIh b DILDOWTid, SBT/CPZ, CPZ,CTX
AT 5 MBS XUF S-lactamase B4 MY N5
b, MR GRS KRR ES SRR L,
M B AR(LA AR M, S-lactamase B4 3
{3 acidometry ¥ 4 & 7 & chromogenic cephalosporin
T4 A2k, Table2 OYBEMCE-T, —FEL
THUBRRTo70

9. RIER, RKME FAES IUREAOHE
A, DBRECIBHE

FREC I > TRESRE JUFBAEOYHEINRER X
hicBAravie—-5—XoTPYRHA, FLE
FACERSERHLIMERLBB L by 7 4 ny
bewe, MERE (MBLR: KW =35 B EE K
#7, KB W, BHE—F =KU#E BinHkd Bk
EE K BT A X CRCTUTOHEY T
oo

1) MARRORTE LUBKE
TAEFDOHERM: & RLEL KBTS 700, £
BEMORTECHE LIDVWHER SO 05 B L
T2 BEIBIX, BLALREREOERKREST,

2) vty RoRE
EMRBEAILHEDLNICBWBLY Y Yy 7 4 v i
W, TOXAES, BEXA WRENE BYE
ARl EEREIS 2, ¥HEETR-1T0

Bhige FHLIREETIE, Thd 74 ray HFERRE
L, BMEOEMND LERNMS, E¥E 08 BLERVFT
R 10 RELTLEAYRALLEK, hiEBEZ
L7 s s BEYARIICERL, ThbAEreHc
LT, HEOBELTML o

B SERRIED FER T, SERZ L ITERBE O ERA
Rird D ERHEBR L OB~ T2 b b, fE
TR T 4 NARERT, HEDOEDOEEL LI,

Table 3 Criteria for assessment of utility by committee

Side effect and/or Clinical efficacy
abnormality in
laboratory findings Excellent Good Fair Poor Unassessable
Absent + + * -
Mild + + + -
Present | Moderate + - - -
Severe + - - -

+ : Very useful, + : Useful, & : Relatively useful, — : Useless
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3) MiEm

BEMMONEBY Y F r /BIREMERCER S
RRRIERCREMA L H, BiE h@IE, BED 3K

IR L THE L.
4) RAKKYHR

HENBOME Y v b ¥y OBWE-CRKER NI
PMIROMBEMRLT, RRAOSHLL-T, 1AL
T, W2 W, PN KO 4R ESLTH

L,
5) MNFNRHR

Total

number of

patients
S2 129
S« 131
C2 128

Total 388

HWRMRLBHC Lic LT, MNEIBHRY, Nk
WP Ltz 12BNk MR TE THD 5K
HALTHELTT 1

6) Wifems X URERMEMD AK

THEC X ) RRIAEEMO RS L URERE
MW, BEEFLMBYDTeh EOMERNL, #
STEORELHELY, TORMIZ, BEMHDZ
BREDOD > 1e b DY RE, WHEPERB D% p
SE HErMRTELLOYEE LEALY,

7 WA

Table 4 Case distribution

Patients
judged by
committee
members

Patients
judged by
doctors in
charge

|

Patients includ- No. of exclusion
ed in statistical -Effectiveness-
analysis S: 14
-Effectiveness- S 21

Sz 115 C: 20

S« 110 Total 5

C: 108
Total 333

1

|

Patients follow-

No. of exclusion

ed for side ef- -Side effect-
fect S: 4

Sz 125 Se 6

S¢ 125 C:10
_au Total 20
Total 368
Patients includ- No. of exclusion
ed in statistical -Effectiveness-
analysis S2 12
-Effectiveness- S¢ 18

S: 117 C:217

Se 113 Total 47

Cz 111
Total 341

]

Patients follow-

No. of exclusion

ed for side ef- -Side effect-
fect S2 4

Sz 125 Se 7

Ss 124 Cz210

G 18 Total 21

Total 367




YOL. 83INO. 2

CHEMOTHERAPY

167
Table 5 Reasons for exclusion from the evaluation of clinical efficacy
Committee Doctors in charge
Reasons
selsilca Statistical salsilcs Statistical
test test
Diagnosis not included in the protocol 6| 7| 4 8| 815
Con?urrent }nse of other antibiotics or 1| 3ls 2| 2| 6
corticosteroids
Deviation from administration schedule 21 2(1 11 2|0
No or. msuf.fncnent signs of respiratory 3l 7| 4 1l 6| 3
tract infection N.S. N.S.
Severe complication 0] 01 0f 2
Serious underlying disease 1] 0] 2 0|1
Improvement in symptoms by pretreatment
with other antibiotics 01110 0j 040
Clinical course unknown 1( 1| 3 0l 0] 0
Total 1412120 12118 (17

Table 6 Patients not assessed on side effects

Committee Doctors in charge
Reasons istical istical
selsilce Statistica selsilce Statistical
test test
Deviation from administration schedule| 2| 3| 1 21 3|1
C t f oth tibioti
oncurfen us§.o other antibiotics 1l 3l 7 1l 4l 7
or corticosteroids NS. N.S.
Severe complication 1 1
Serious underlying disease 1 1 1 1
Total 41 6|10 41 7|10

EREO¥EIL Table3 iRl kMIcfE 7,

B. IHER IBHE

£XWED HELRC Xy, HEEHE (BHTHE
£ EE S BEO 4B LERPHRO HE
(&% A% OLEY £DHO 48R BT, O
LTEIfF ALY HELT, HREEHO HAKE EDTH
B R, PHA HRERLO48H) ¥ HEL
o

EreBER, BfFARBRCIE, EOERD TR
¥ BEREOTE, AB, &8 BERLEERORBI
g CEHRYFMCERLL,

10, *—z— FoOR#ls X 0T — % DFEN

TRTDF—2%EABLIHE, 2vbr—F—XD
F—a- PR IH, EEOEIMKTRPhI, Th
Lo, T X2 BREEE L KruskaL-WaLLis
DHREEC X b 3 BMOLBE T\, AREDRD
by, X6 X2 KEdk, Fiesner OEEME

W, ¥Rl Masn-Waitney O UBTEERIC XD 2
BZLoKETE-10

kR 5% LEEAME LI, Bel GIFER
BIKRAM ML TRERR 10% ¥HEABELT
&ELTCO

II. B % & &

1. fEFADOAR

ARRIC I 5 FEIEMIL Tabled RLA &
#82t 388 f| T, S B 129 A, S H 131 fl, C. 3
128 wféﬂfio

PMERLK 3\ T ik (Table5), MRAKE 17 6
(R XUFCEAMEE 7 6l FMEMEMmE 15 R
B BaBtse 64, PIE ERFE1IM, SHREKEZ K2
B, fHAKER 9 A, BEATERS M BRPERTH
B 14 4, HSRKBOEEN 1 G, EREBOEBES
38, WHEOKED H LBbhIE 14, EERH
5 fDEH 55 FIAERANh, 333 F (S. B 115 fl, S
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Table 7 Background factors of patients
by committee by doctors in charge
Items Statistical Statistical
B Sz | S| Ca test S2 | S| Ca test
No. of cases 115 | 110 | 108 - 117 | 113 | 111 -
Male 74| 61| 62 : 75| 63| 63
Sex Female | 41| 49| 46| N5 | 42| s0| 48| N5
<20 0 0 1 0 0 1
20~29 4 7 2 4 7 2
. 30~39 171 11 6 18| 12 6
Age 40~49 11 3| 11 N.S. 12 3| 11 N.S.
50~59 21| 29| 26 21 29| 28
60~69 27| 21| 28 27| 23| 29
=70 35| 39| 34 3B| 9| M4
<40 14| 19| 20 141 20| 20
40~49 33 41| 32 3| 41| 3
50~59 43 34| 34 43] 35| 35
B i .S. .S.
°dy(k‘;)°"ht 0~69 | 15| 9| 1| N> | 17| of 12| NS
270 5 4 5 5 4 5
Unknown | 5 3 6 5 4] 6
Underlying No 61| 47| 49 NS 63| 49 51 NS
disease Yes 54| 63| 59 - 54| 64| 60 i
Pretreatment | No 94| 8| 75 95| 8| 77
with Yes 21| 19| 29 N.S. 2| 2| 29 NS.
antibiotics Unknown 2 4 2 5
Concomitant | No 59 61| 48 NS 60| 63| S0 NS
drugs Yes 56| 49| 60 = 571 s0f 61|
Table 8 Distribution of diseases in the cases
Evaluation , Statistical | Doctors in | Statistical
Committee |~ 2 | st
Diagnosis Drug [ Sz | Se | C2 S |Si| Ce
Bacterial pneumonia 49| 4| 4 74| 67| 69
Pulmonary Pneumonia Mycoplasmal pneumonia 1 2 1 o 0
parenchymal Primary atypical pneumonia 1 of of o
infection -
Pulmonary suppression 71 2| 5 8| 4| 8
Sub total 61| 51| 52 8| 71| 77
Chronic bronchitis 191 30| 25 1] 2| 2
Chronic RTT Diffuse panbronchiolitis 9| 6| 4 31 1| 2
Bronchiectasia with infection 1] i3] 13 6| 9| 6 NS
Pulmonary emphysema with infection| 7| 3| 7 (x:{'s' ) 41 of 1 (-test)
Pulmonary fibrosis with infection 11 1] 2 0] 0f 1
R‘s‘:i'm“' Bronchial asthma with infection 2| 2| o 1| o] o
trac!
infection Other RTI Respiratory tract infection 0| of O 3] 5| 4
W Pulmonary cancer with infection of 3| 2 o| o O
Pulmonary tuberculosis with infection | 2| 0| 1 3| 4| 0
Pneumoconiosis with infection 1] 0] 1 2 o] O
Pulmonary cyst with infection 21 11 1 11 1] 0
Sub total 54| 59| 56 34| 42 4
Total 115 | 110 | 108 117 | 113 111
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Table 9 Initial signs and symptoms(Judged dy committee)
All cases
Items s lselce Statistical
test
<37 28 | 27|18
Body temperature |37~<38 |43 | 38]51 NS
(Y] 3B~<39 (35| 32|25 -
39~ 91 11|14
- 6| 5| 4
Cough + 56 | 6653 NS.
+ 50| 35| 49
- 10| 2| 6
Volume of .sputum :; g g g N.S.
H# 20| 19| 14
- 10] 2| 6
Property of M 8| 6| 9 NS
sputum PM 45 | 48] 52 -
P 44 | 47| 38
- 63| 61|57
Dyspnea + 34| 35|38 N.S.
-+ 18| 13111
Chest pain + 2 2 ;:: N.S.
- 33| 27|18
Rales + 52 | 57| 65 N.S.
+ 28| 25|24
Dehydration + 32 10; !1)3 N.S.
Cyanosis P b ;’g >l Ns.
280 8| 9| 8
60~ <80 28| 20|20
Pa0x(mmtg) w0~<60 |10| oj1a| NS
<40 41 4| 1
Pcotmmie) | 5, < |45 NS
<8 36| 37| 32
. 8 ~<12 41 | 42| 47
WBC(x109) 12~<20 31| 24|23 NS.
=220 3| 5( 3
<20 10| 10| 7
20~ <40 16| 18| 22
ESR(mm/hr) 40~<60 |25| 20|15 N.S.
260 54 | 50| 56
- 3! 4] 4
CRP +~# |41 46|40 NS.
= 58 | 53| 59
1 11 11 0
2 6| 2| 2
3 6|12 6
4 19} 12|11
- 5 10| 9]20
X-ray p 7| 6l 4 N.S.
7 4] 3} 2
8 1] 2| 2
9 0] 11 0
10 of 1| 0

110 0, C, M 108 O) ARESRATMYEIED MITRI
Einot, ¥, HMBAOMMNER--Ti2, REH
BB ALY, HHARKR 11 O, WMHERE6MNEL
DM 20 Gk B L, 968 G (S, B 125 &Y, S, §F
125 O, C, ¥ 118 ) kML L,

EWEHRBTIX (TableS), = b =—2 —HMHTH
ROATLMNL, MORED AT\ 341 Piic
DVWTRERYRHTBD MITR R E L2120 BIRROMET
R|Lipotenix, HFARERIE 21 AXERL 367H
ThHoto

ERb, BREBIOPIRY Table5 36XU* Table6 1o
RUTEH, ZRHBERMOBRNAEED MK EO %
REDbhithotz,

2. BERZROHER XUBIfEMA

A, PEREBAAIC ISR

1) WRETF

(1) & % 4K XBERE HRRENLSNHT
SRPEORK, KIER HEKAK: £RFZLOER
HHi%k Table7 WiRL A=A, 3RMECHEED 2i1p»
bhilthotc,

(2) BEMOSH : MITHHRH 333 Glsh (Table 8),
Mgt ds X OBHILAREESS 164 G (49.2%) Liv¥¥x &
», BEOSHRRIES 169 F (50.8%) Tholo
ZhOERBOERC S A MCAROEZRBD I
Molce

(3) HEMOIEREFA : 5O GE, WK, %
& R TREL A RSSE BRKE
R, #7 /-4, PaO, PaCO, ¥ X0 amikd, #
#, CRP, Wi Rig% £#HERAHTT, X0H
BN Lo Tabled ILRLIc X5, chbitwvw®
hOBCLiFHBHHLTE D, HMtELEREOR
hidabhilsh oo

(4) BENE T BFABSZE : MITARH 333 6
D5L, BRELYBELICLBIDIX 200 KT, Table
10 IKiRLIc X S, HMBMMHuE 135 BAMRL 65
BThoto ThbDdd, 774BEHIT 9 K
(24.5%), 75 AI&HEE 151 #k (75.5%) T, 75 A
BEED 5 5 Ti2 H.influenzae H\ Ik { %< 73 dey 5
Hico ThHOKRHED 3HMC T30z, AR
DEIBPDLAEN o1, ChOEDEEED 5B 75 ¥
oW T, SBT/CPZ 318 CTX o MIC #HET
5z e TR, Fig.2 it SBT/CPZ (XUt CTX
DADEFE R LI, CTX i 25pg/ml #7RLI-1
BEBRE, TTH 12,5 pg/ml LITIRD h BERE
BiZEsoh?, ¥-EREOSMCLHERDZIRD
bhich ot



41.7%, S, B 26.9%, C, B% 68.0% & DHA, S,
BO MIC 44 b 2 B~ BERZHEN Pic
Mhotco

2) BER#HE
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Table 10 Distribution of causative organisms
(Judged by committee)
Single Mixed -
Causative infection infetion Total Statistical
organisms test
S2 | Se|Ca|S2|Se|[Ca|Sa|Se|Ce
£ S. aureus 2| 44| 2| 3| 2f4|7]|6
‘g S. pneumoniae 8| 8| 7|3 3|1|nfu|s
5 Streptococcus 1] 1 1|1
3 Sub total 10(13]12} 5 1511915
H. influenzae 2111520 4| 7| 6125|122 |26
Haemophslus spp. 11111 11]1]1
E. coli 1 211|111 1] 2{1]3
K. pneumoniae 4] 5| 4 2| 1| 41 7] 5
Klebsiella spp. 1(1] 1)1 25| 2] 3|6
£ | Enterobacter 111 32| 1] 4|3 ng
§ S. marcescens 1 1 .
= Serratia 1 111 1
g Proteus 1 1
P. aeruginosa 3 5 2| 4] 3| 9| 9
Pseudomonas 1 1 2] 2 2
Acinetobacter 1 1 1
Branhamella 1 111 1
GNB 1 1
Sub total 3413113 |11|17|23|45| 48|58
All total 44 |1 44 1471162326160 67 |73
All total 200 strains
Fig.2 MIC distribution of causative organisms
100 e o-"n
’-Dn-o-"o. oS bl > 10' Ce“!/ml
%:.; 80 p-z,gi'---o---o--- “
s e "_- > —~
2 |5 e——o: SBT/CPZ
2 60 H PO }Sn group
= :’ &—a: SBT/CPZ } s
g 40 :, P o: CTX s gTOup
y O l —: ss'r/crz} )
20 [ ZXEEE Q:CTX Ca growp
A 1 A i ' A 'l A 1 'l A MC(e‘/“)
Drug <0.0450.090.19 0.39]0.78/1.56/3.13]6.25/12.5] 25 | 50 | 100 |2200] Total
g, [SBT.C72 rn |css i e s|ess| * %
2 19 3 1 1
CTX (79.2) (91.7) (95 8) A
SBT CPZ| 120 0|38 5161 51168 2fi7a.0)|76.9)] © 2%
Sy = - % T T
CTX (65.4) (73.1) (92.3)](96.2) %
C SBT/CPZ| (sa0)| (56 )| 68 0)| 176 0:| 80 01 wolmo| ° 5
d 7 | 2 1 ) 2 1 =
CTx (68.0)[(76 0/|80 01 (88.0) (96.0) 23
MIC A% <0.045 pg/ml O HERZTHEIT, S: ¥ LEERS TUEKBREINOBKLEY Tablell Rl

Yoo LIEGU 333 Gk, S, HO HHE 2 86.1% (9
115), S, BOAMHEKIZ 77.3% (85/110), C; HOWH
iz 78.7% (85/108) Thot, HRRTHHL W
SRR T 5 HHRL, S BT 90.2% (560,
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Table 11 Clinical response (Judged by committee)
el R R P R Rl R P
Sz 115 6 93 8 8 86.1 NS
All cases Se 110 5 80 16 9 77.3 H '.tesl)
C: 108 2 83 8 15 78.7
Pulmonary Se 61 0 55 1 5 90.2
parenchymal Ss 51 2 41 3 ) 84.3 N.S.
infection C: 52 1 43 1 7 84.6
Respiratory Sz 54 6 38 7 3 81.5
tract S 59 3 39 13 4 71.2 N.S.
infection C: 56 1 40 7 8 73.2
Table 12 Clinical response (Judged by committee)
tem | D | 0l | g | Gt | R | Reor |
Sz 115 6 93 8 8 86.1
No. of cases Se 110 5 80 16 9 77.3 (Hl\i.ti'st)
C: 108 2 83 8 15 78.7
Sz 60 0 52 6 2 86.7
Mild S 58 0 46 8 4 79.3 NS.
Ca 53 0 41 8 4 77.4
Sz 51 5 39 2 5 86.3
Severity Moderate S 45 5 31 6 3 80.0 N.S.
C: 50 2 38 0 10 80.0
Sz 4 1 2 0 1 75.0
Severe Se 7 0 3 2 2 42.9 N.S.
Ca 5 0 4 0 1 80.0
Sz 61 3 51 4 3 88.5
Without S 47 3 35 5 4 80.9 N.S.
Underlying Cz 49 1 38 4 6 79.6
disease Sz 54 3 42 4 5 83.3
With Se 63 2 45 11 5 74.6 N.S.
C2 59 1 45 4 9 78.0

S HT 84.3% (43/51), C, BT 84.6% (44/52) T
BY, F-BEESERDPETIE, S, 3 81.5% (44/54),
S¢ ¥ ¥1.2% (42/59), C, % 73.2% (41/56) TH Y,
IRMICAED ZILED bt > 70

(1) EEENS IOEBKBIC XHBARBR : £
ER, 3 JUMERRLE, SOERRIEC 31} 5 EIEE
 BICERKBORENC LOBKGHRY 3HET
K#Ur: (Table12), \*h b EEMN PR, XD
Ec A B o 1oBt, S, BT, BE, PRIEC
S5 ERRyEERCFTEER I DEL, COFA
S B ThRbhicd, C HTRWThoE

EERTLENBDOhEh -7, ¥, XRKEOH
FITE, WThORCTLERKBY R TS bOTHR
MNeRL 5 L Bhbhich, Thb3HOMCHE
[0t} & - A2F-TF &7 2212 (A7 9 A P

(2) ERFIVHROBF : & & L 383 F
D, il B BRORRICER FREE K
& BT E BAER 77/ -+ AMKRE K
F XU CRP o 12 JHAKSWT, #EHE, H#HEHK
3BH, 7THH % XU 14 HEO ®EEy fi#H L1
(Fig.3)o MRDZ Lichih, BEINTERCH RAA
bhithol-bDBRHF L VBA LI,
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‘Table 13 Improvemént: f X:ray findings (Judged by committee)
Dey | Drug Improved Unchanged Total Improve- | Statisti-
+10/+9|+8[+7[+6|+5(+4|+3[+2|+1|[ 0 |-1[-2|-8|-4|-5|-6 ment ate | cal test
St 18 fw2fuf1f1 1 35 [21/35(60.0)
3 | S 2|89 (1] 4 1 1| 35 |19/35(54.3)] N.S.
G 12 |8 [11}6]3]1 1 33 /33(66.7)
St 1 (8|4 (17]| 4] 2 1 37 [30/37(81.1)
71 Se 1 (169 [6]6]2 31 23/31(74.2)[ N.S.
C 1[5 (1|2 (47]1 24 [19/24(79.2)
Sa 2169|1632 1 1 1 41 (36/41(87.8)
14 | Se 1|6 |6 ([10]5]3]1 32 |28/32(87.5)] N.S.
G 71117 (5¢}3 33 130/33(90.9)
Table 14 Bacteriological response (classified by strain)
Sz Se Ce
Causative organisms | Eradi- | De- Un- Eradi- | De- Un- Eradi- | De- Un- Total
cated |creased | changed | cated creased | changed| cat creased | changed
S. aureus 3 1 4 5 1 14
0 S. pneumoniae 11 10 8 29
O | Streptococcus 1 1 2
Sub total 14 1 15 14 1 45
H. influenzae 23 21 25 69
Haemophilus 1 1 1 3
E.coli 1 1 1 3 6
K. pneumoniae 2 2 2 1 2 3 2 14
Kiebsiella 2 2 1 6 11
Enterobacter 1 1 2 2 6
a S.marcescens 1 1
G| Sermta 1 1
Proteus 1 1
P.aeruginosa 2 1 4 1 4 3 5 20
FPseudomonas 1 1 2
Acinetobacter 1 1 2
Branhamella 1 1 2
Other GNB 1 1
Sub total 34 2 6 33 3 8 44 9 139
Total 48 3 6 48 3 8 58 0 10 184
Eradicated rate(%) 48/57(84.2) 48/59(81.4) 58/68(85.3)

Statistical test : N.S.

ENRER L B5% 3 HE T HBE L BRED &F B (P<0.05) 3:sX0* C; B (P<0.01) XhHEEK,
T, S B S, B (P<0.05) 3 XU° C, P (P<0.05) FT7TI—ELHETH, ;B C HIHVER P
EHECEh, FmmodROFETH S BT S, 0.05) @R T\, 7THH, 4 AACREEDZIX
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Table 16 Side effects (Judged by committee)

Dr Symptom No. of patients | No. of Statistical
e ymp with S.E. discontinued | test
Pruritus dermal 1
Urticaria 1 1
Eruption 1 1
Sz Fever 4 2
Nausea 1
Diarrhoea 2 1
Diarrhoea.Eruption 1
Incidence 11/125(8.8%)
Eruption 2 1
Hyperhidrosis 1 N.S.
Vascular pain, 1 1 (x%-test)
Se Injection site mass
Fever 1 1
Diarrhoea 3 1
Diarrhoea,Eruption 1 1
Incidence 9/125(7.2%)
Headache 1
C Eruption 2
* Fever 1 2
Diarrhoea,Eruption 1 1
Incidence 5/118(4.2%)

Table 17 Abnormal laboratory findings (Judged by commitee)

s | s |
Abnormal Statistical
laboratory No. of cases test
findings with abnormal No. of measured 2-test
changed cases
RBC 1/119 1/124 1/116 N.S.
Hb!l 1/119 0/125 1/116 N.S.
Ht !l 1/119 1/125 1/116 NS.
WBC ! 0120 3/125 0116 +
Eosinophilia 17/114 15/120 10110 N.S.
S-GOT t 21/117 18,7118 9/117 +
.S-GPT t 177117 18,7118 117116 NS.
Al-P? 6/117 2/117 3,116 N.S.
BUN 1 0117 2/118 0113 N.S.
Coombs 1/ 32 0/ 31 0/ 31 N.S.
Prolonged
prothrombin time 1/ 34 0/ 38 0/ 34 N.S.
Table 18 Utility (Judged by committee)
No. of Very Slightly Utility | Statistical
Drug cases useful Useful | ceful Useless (%) | test
S2 119 3 90 14 12 78.2
N.S.
i 19 2 .
Se 112 79 1 72.3 (H.test)
Cz 109 2 82 8 17 77.1
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Table 19 Initial signs and symptoms
(Judged by doctors in charge)

All cases
Item ical
slsdlc Statistica
test
<37 | 28 28| 19
Body temperature | 37~<38 | 45| 40| 52 NS
(°C) 38~<39 | 35| 32} 26 -
39~ 9| 11| 14
- 6| 6 4
Cough + 57| 66| 55 NS.
+ 51| 37| 50
- 10 3| 6
+ 40| 40| 38
Volume of sputum + 36| 33| 40 N.S.
b 20| 20f 15
- 10 3] 6
Property of M 9] 6] 9 NS.
sputum PM 45| 48| 53 -
P 45| 49| 40
- 65( 63| 59
Dyspnea + 34| 36| 39 N.S.
+ 18] 13| 11
. - 81| 89 75
Chest pain + 3| 22| 2 N.S.
- 33| 29| 18
Rales + 54| 58| 67 NS.
+ 28| 25| 25
. - 100{104| 95
Dehydration + 16l 7] 13 N.S.
. - 101| 92| 98
Cyanosis + 5l 19 11 NS.
280 8| 9| 8
60~ <80 28| 20| 20
Pa0zmmHg) 40~<60 | 10| of 14 NS.
<40 4] 4] 1
<49 |41) 35| 39
PaCO2(mmHg) 249 ol sl 3 N.S.
<8 36| 40( 33
8~<12 (43| 42| 48
3
WBC(x10%) 12~<20 | 31| 24| 2 NS.
=20 3] 51 3
<20 10| 10f 7}
20~<40 |16/ 18| 22
‘ESR hr S.
ESR(mm/hr) w0~<60 | 2| 2| 16 NS
=60 55| 50| 58
- 3 4| 4
CRP +~# | 41| 49| 40 N.S.
= 60| 53| 62

—

Tehvotee ¥ EDMOMBITIVTIE, RAKLRT
BH, 14 BEHONEWY LADT, 3FMCHiRMEMH:
P b 28 153 2 1% (873 0 d ofS

(3) M v MR 0 : WRIVERIETD, S, §
61 B, S, T 51 MU, C. B¢ 52 SARt 164 ¥ 1T\,
Baf L AR RO KM (MR 1 AL EXELI 0
YW, FhLUNETEELHE) YRHL, TORMY
Table13 IR L1z, MM LGME K583 A TLE
L7- Bi®iz, S; 3% 60.0%, S, B¢ 54.3%, C K
66.7%, & 7HAD Thit S, K 8L1%, S, B
74.2%, Cs B¢ 79.2%, Hrbth 14 BROXWEL S,
o 87.8%, S, Bt 87.5%, Cy B% 90.9% TH)H, 3K
M HHE LN BO RIED Hhied o1,

(4) WMZHBHR : PEAETHEHNFZHHRENR
L7: 184 OB ML Table 14 CxLic, EHEEL
Sy BT 84.2% (48/57), S, MT 81.4% (48/59), G
B Cix 85.3% (58/68) T, MMPYLBDBLEhEh
80.4%, 86.4%, 85.3% TH»H, \Fhi IWMCHK
BoZEIBRDLNIED 510

MIC AR X h/ M 75 %D 5D, f-lactamase
ELELANETh, »OROHEIARLILORT
%d o1 (Tablel5), =D 71 KD 5%, KEEMIL
S; HTS5¥%, S BTk C, BTTHOH 2AK
(29.6%) THIE, MHEDO S (2 p-lactamase ¥
ELIEVRNERCHT S BREZBRETH ), fHacann
ase HHOBEKLX KRN T S X 5 T@OFHERS
feds oo, p-lactamase LMD ARERSFROEN
SXi2, Sy BT 80.0% (4/5), Sy BT 55.6% (509)
THol-bDD, C,HTY 8.7% (6/) Td-
zo P-lactamase EE4EM 50 KD WHA XL S F
© 100% (19/19), S, W 84.6% (11/13), C KT
94.4% (17/18) Th »7=, plactamase KEEEBL
CEEENCHTSENARCKCT, 3FRCKE?
BHEREEDOERBEDLhEN o,

3) &£@

(1) BEifFA : BIfEARED R E £t 368 A0
5%, HtWAEIfEMRX (Table16), S, ¥ 125 f
th, RMAN TH20M THR-RS1AL LA
(8.8%) B L, S, I 125 AT THIIM RB2
M TR -RS1AKE 9B (7.2%), C: 1A
CIRRBO 2N, TN TH-RB 1AL
(4.2%) CAhbHhied, 3RMICHEEDZEDLAE
Mot ¥l RELLBFMIWFhLEET &
daik 5 IR (—EAHEME T o d0b

| BBHD KIDEKL, KEELOIRALRENK

(2) HERMEM : BRREMD BT Tablell K
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Table 20 Clinical response (Judged by doctors in charge)

Disease | Drug No. of | Excel- Good | Fair | Poor | Unknown Efficacy | Statisti-
cases | lent rate (%) | cal test
S 117 19 78 12 5 3 82.9 NS
All cases S 113 19 71 12 9 2 79.6 ( ,_'t .t)
G| m | 16 |6 |13]13 4 730 | X e
Pulmonary Se 83 12 58 7 4 2 84.3
parenchymal [ S¢ 71 9 46 7 7 2 77.5 N.S.
infection C 77 12 46 8 7 4 75.3
Respiratory Se 4 7 20 5 1 1 79.4
tract Sa 42 10 25 5 2 83.3 N.S.
infection C H 4 19 5 6 67.6
Table 21 Clinical response (Judged by doctors in charge)
Item Drug No. of | Excel- Good | Fair | Poor | Unknown Efficacy | Statisti-
cases | lent rate (%) [ cal test
Sz 117 19 78 12 5 3 82.9
No. of cases S 113 19 71 12 9 2 79.6 ,N'S'
(x?-test)
C: 111 16 65 13 13 4 73.0
S2 0 0 0 0 0 0
Mild S 1 1 0 0 0 0 100 N.S.
C:2 1 1 0 0 0 0 100
Sa 88 11 65 9 0 3 86.4
Moderate | S« 81 11 53 10 5 2 79.0 N.S.
C2 82 11 52 10 6 3 76.8
Severity
Sz 27 8 13 3 3 0 77.8
Severe Ss 25 6 14 2 3 0 80.0 N.S.
C2 27 4 13 3 6 1 63.0
S2 2 0 0 0 2 0 0
Very S 6 1 4| of 1 0 83.3 | NS.
Severe
C2 1 0 0 0 1 0 0
Sz 63 15 39 5 2 2 85.7
Without Ss 48 8 K2} 1 3 2 87.5 N.S.
Underlying C | s1 8 | 28| 6| 6 3 70.6
disease Sz 54 4 39 7 3 1 79.6
With Ss 64 11 37 11 5 0 75.0 N.S.
C2 60 8 37 7 7 1 75.0

Rlite ThEhORORERBC KT 2 REERRAD
¥y it A E (0 BRE) LT HBLE LT3,

BRI ST RB RN S, BT 0%, S BT
24%, G |T 0% THD, IWECHEDOENTD
Bhfc(P<0.10)° ¥7: S-GOT LERIZR\T, S ¥
17.9%, S, # 15.3%, C: B 7.7% Thby, 3FM
AROERBD LR (P<0.10), D0 BEHKRE

fHEO RERBCZFEEOZZTED bhish o1,

49 HRE

BRHRELZLELHEL THES h i EROFAED
#R% Table18 KRl MHTER, FRALALE
T-EB®RZ, S, BT 78.2%(93/119), S, BT 72.3%
(81/112), C, BT 77.1% (84/109) T, AFENEMI
BFEOZZADLhichotce
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Table 22 Side effects (Judged by duoctors in charge)

D g ¢ No. of patients | No. of Statistical
T pymptom with S 1. discontinued | test
Pruritus dermal 1
Urticaria 1 1
Eruption 1 1
S Fever 2 2
. Sputum bloody 1
Nausea 1
Diarrhoea 2 1
Diarrhoea, Eruption 1
Incedence 10/125(8.0%)
Eruption 2 1 NS.
Hyperhidrosis 1 (x?-test)
S Vgscqlar pain. 1 )
Injection site mass
Diarrhoea 3 1
Diarrhoea, Eruption 1 1
Incidence 8/124(6.5%
Headache 1 I
C: Eruption 2 | 2 !
Diarrhoea. Eruption 1 ] 1
Incidence 4/118(3.4%

B. FHRERAMIC IS EK

1 HTRAT

(1) th #Fi, 4| EEEE RAREASSIRN
SRR EO g, WEE HEAR: Lo EQANL
Table 7 iZ;RL7cAd, SEREICHED LTS Shich
of:o

(2) BEROAFH -BMHFEAREMNML AD 5 b
(Table 8), Hfigts X UB{LIRIED 231 4 (67.7%), 18
WO SGERRRIEN 110 B (32.5%) Thoto

ChOEBDORAIFMIBREDOEZIBDLhIch -
120

(3) BE5HO ERFLIOFR : 4B, B, %%
i WeREER REH K WSS E BKER
F7 7=+, PaO, PaCO; 3 LU QMBS it
CRP #/FEL&C WIS LARR, {FEOERS TRy
FABI L CRITE 177 o 7chs (Table 19), #iztste &
FORHIBDLRILh -T2,

2) FRR%HE

LIEBIE L UEREBRERIO THRER X 5 B RHER R
% Table20 IZ ;RLic, £5ER 341 BlD 5%, S, 2F
Tix 82.9% (97/117), S, BT 79.6% (90/113), C,
BT 73.0% (81/111) THbh, ZEKMCHEEDEIT
BEDbhigshoteo FREBNTORHRYZL &, B
FEEPIE T X T 5 BRI, S, BT 84.3% (70/

83), S, Bt T 77.5% (55/71), C, BT 75.3% (58
M ThHh, MELKBEERRPEE T2 S, BT 19.4Y%
(27/34), S, BT 83.3% (35/42), C, BT 67.6%
(23/39) T, WTFhiFHFHHEDZERTHLAL
Motz

MEERER] 3 X O° KRBT X 2 BEKBE - 26
&, MREERRE MBS ERPET O BEET (B
fE, % EIE, BDTEED 4 B & IUERE
BOREIC X > T KRS HB L7 (Table 21), &
EEERITS (D TEEN S, BT Bhotodl), I
EREROERINCHT Y, FOHRIIIERLTOE
NEERBT, SHMICERDOEIALRTh

3 EIfEA, BERKREMORE

BIfERO BB (Table22), [RE -7 367 fi
th, S, BT 125 ik 10 § 8.0%, S, HTit 14
b 84 6.5%, C; BTix 118 b 4 4] 3.4% kH
Bt S B S Bt~ C, BTIIPLPERTH
Sfch, 3MMITEREOEZI L ORI o1, FRHD
BIER VTR BET, $#5dkd 5\ tRaRse
I hHEEL, EELLORZORT 5T,

BRREMO RS (Table 23), FEEKKERAC
BT 5 HBAE L 3R THEED EITDIh ol

49 HAK

LFRFIBET O FRE L (Table 24), S, & 80.2%,
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Table 23 Abnormal laboratory findings (Judged by doctors in charge)
SS | os |G
Abnormal Statistical
laboratory No. of cases test
findings with abnormal No. of measured Xi-test
changed cases
Hbl 0118 0/121 1/113 N.S.
Ht! 0./118 07121 1/113 N.S.
WBC| 0119 1/121 0113 N.S.
Eosinophilia 7..113 7/116 2/107 N.S.
Neutrophil | t 27113 1116 0107 N.S.
Prolonged )
prothrombin time 2/ 1- & 1/ 32 N.S.
S-GOT t 107116 3/114 5/114 N.S.
S-GPT t 117116 6,114 5/113 N.S.
Al-P? 2/116 17113 1/113 N.S.
BUN?t 07116 2/114 07110 N.S.
Table 24 Utility (Judged by doctors in charge)
I No. of | Very Slightly Utility | Statistical
cases useful Useful useful Useless (%) test
S2 116 17 76 15 8 80.2
S 112 15 71 15 11 76.8 NS.
¢ i (H-test)
Cz 108 13 66 15 14 73.1

S, ® 76.8%, Cy B 73.1% T, a3 HM
CHEOZRBD bhich o,
1. * ®

2EH 64 RO B H ¥ BT, FRBRPECKITS
SBT/CPZ DEEKRHE, RKolicdb e HRKEY &t
T3HMT, CTX % xE@3EL L T, Well controlled
study I X h B R 77 o 7o

FRLT TR BRI X S, A0 MY BEETD
B-lactamase DEEREMS RIE 16+ 5 B-lactamase
inhibitor ® Sulbactam %4 3 {7 = & RIAEFD
Cefoperazone » 1:1 i BAX®D L iRXbH, B-
lactamase BELEIC LMBEEAN RS EXBERNEL
THRIhLDTH B, LichioT, MHEBRERIEL
Wi ¥d, Zhb B-lactamase DELEMNSE BEIC
TORMY T2 LA ELLhDT, FBRO
R R -C, HREBET XTIz, B-lactamase EAD
AL TORES LU AR THS SBT/CPZ &
CTX © MIC % JE3 5 X 5@ I Mt
CIREEFO R X CBIKEIC 3517 3 RA RSO
T, 3 30 @HAILEREFEARED vy £ U Y AR
ROTHETh, L {CPRBRCHT S BRGRE,
HERENPCLBEREC o TVt b #HT, 212
Bt 73.1% OBHERBORT B, ZORE, Bisk -

BHEEREE 351} 5 BE IR 2 R X 81.4% TholcDrxt
L, BESERPIECDENIX 67.9% LEN>7T0

ARBRO X BEDBECHIc - Tid, FFOMAHT
»H% CPZ B IRDO L7 = s RAEHETHH T &
nHH, URFIHARD €7 = ARFEHLBINS =
Eligotedl, TOHERLERAEMUL, 2o, &R
RUBEFCREBOFTLL B IR 0T, BREBE
REELBuwbhTwicz end, CTX ARiht,
CTX L5k v Rov ADKKTIE (BF 27 @EXIL
FERMEFEERS), HRRBEAIE 206 flh 75.4% OF
LM B OR, Mgt - FLIMEC 315 BR)%K2174.6%
THolDRKL, BERERPIED LI 78.4% D
maﬂzﬁbhf\:‘ﬁ:o

Z#)ix. CPZ1:SBT1 oRAHITHH, *0 HEM
% 2g/B& 4g/BD2FLL, WBIE CTX 2g/HE
DHBHTTle>Tco £hit CPZ & LTt CTX 2g/
BO¥XRTHS 1g/BL, EBTHS 2g/BRHET
HTERXD, BEILI¥ERTIPHENTDLAS S,
BrEREITAC LY B E Lickd T, 3HMTOL
BRHAY 2 be—5 - LARBD LTHRE-o10

ARBIC 5\ T, SBT/CPZ 3 XU CTX »#bExh
TEEBUIL 388 BITH ot &0 5 BABRKIINT
BT E Shi-0ix 333 T, S; BT 115 i, S.
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7T 110 4, C, T 108 BiTHhotco “hHDOMHT
RHESTE, WIhoRTh, BEOWRETFORE
BRI ERMY xR bR, ¥R RIE & i N
ROREE & DAMOMEI S & THEDO AR SN
oo HEMDIERPHRONMII\VTLRESMY
ABhT, ¥reMHROAMC LA BO MRS I
Tehoto, foliMHE 75 #ko SBT/CPZ 3 LUCTX
DOMIC 4413, 0.045 ug/ml LATFD MWD M
ThIBE, Sy MT 41.7%, S. WT 26.9%, C: M
T 68.0% &, S, WMTReWMELMAP LV EOH
&* 5 H'f»:o
PMEALUBCT X HHRHREL A5 L, 3HMCHE
DEIBD b ot WHROKME RS L, S¥
T 86.1%, S BT 77.3%, C, BT 78.7% T, KR
ST 1o B a D IR SRR 51 D HLEIL, Sy
BC 81.5%, S, BT 71.2%, C, BT 73.2% DRM
ThHoteht, HROEIZALRI w1, SBT/CPZ #
ERCRWT, BERBRDENSICL DRSNS D
IDH - THECSVCTIIBI R Bohic, O
HIZRBTHBH, HB\WL Fig.2 cabhic X )
12, SBT/CPZ ~DRBSIEEN S: LD S, Bk
WTERIC (1.56 pg/ml AT CHRICBAICS, S, BT
it 87.5% THHDICKL, S¢ BTIL 76.9%) HEL
Twhz iy, —20BRTHA-bAhicve L L
BOWNELEN SRS L (Tableld), S, B0 84.2% i
KRS, BT 8l.4%—znt 2D C BHOHERIZ
85.3%—L, ThiRMFTHHMIBONhILI T,
FREC I SERDBHUETD, HBEL 341 f
D5%, Sy BTIE 82.9%, S¢ BTk 79.6%, C, B
Tit 73.0% &, NEREDEMRE KANPRT, Lhd
Zhb 3HOMICHEATIREYBdleh > 1,
ChuAEREE IVCERERAMAC ST 5 ERDE
W, EEBEC XRERD FEIC BRYL TRz, &
ZASHETHI: HE, 2ATE, BETO BHELN
81.3%, Hh%iET 82.2%, EIET62.5% &, WK
fEC/ed L XDRBHRIIED, IEREROBD LD
TOELIRIL 78.4%, T\ LD TOEHIL 83.4% &,
HEBEEBD e\ S D CHYRILLE o ehi, 3 MW
DEGRCHABEZRBEDbhsholco TOFEMIZER
EDOHE X5 HHETLEAT Hhi,
TerRRI L5, MIC XREXIhi: 75 §D 5
% B-lactamase EAEENREIh, HOWO HRIH
LD 71 Hdb-oieht (Tablel15), Z0 5 LK
BEAEIE, S TS5 S BTOK C, MTT7HL
Pied, LidioTARBCTEVTiE, VWhif B-lacta-
mase inhibitor ¥ BALHEREE > T VWHE

FEB. 1908

- FRo 3D €7 = ARAEMTIED S5~
EDOMED MMY TS D, FRBBREEN
N, WBROBICH > TV bD L EMENT:,

NEREBRANCITSMEFAORBRIL, Bl
~tc 368 D 3, HBRAICIE, S, ST 8.8%, 8,
me 7.2%, Cy T 4.2% THH, SBT/CPZ LCTX
L DM I I W ED R Tl 12, ZOH
iz, FHRERANCEVCTL ARTH- 1 (S Be
8.0%, S, BT 6.5%, C, BT 3.4%),

SBT/CPZ D #i¥k~ v K2 ¥ L1235 BIfERD 33
Wiz, 910 (b 4.6% T, TI-XRWE ZEALK
Wi fTlebhl: HiBRIEC ¥4 5 CZX Lo Wel
controlled study” Tix, SBT/CPZ DML 80 N
2 2.5%, ¥I-REBERIEICHTS CPZ Lo=g
HHRRRYIC 36\ Tiz SBT/CPZ 2g 5T 176 Mg
4% 2.3%, SBT/CPZ 4g #5C 180 b3 M 1.7%
Thoto

¥/ CTX OMFARBLL, FE v/ ECOL0R
T 1,216 itk 30 A 2.5% T, HRBR/ECK
1% CTX & CEZ £ Well controlled study»® ¢
12 CTX 2g O 5T 170 b6 A 3.5% Thot:
REEREIZR1T5 CTX & CEZ O —KEKRRR"
Tix 149 FFOATH > 1o

S¥TORBROOHD E, SBT/ICPZ @ 2~4g #5
TOREAORBEIX 1.7%~4.6% OMIZH b, CTX
2g DEXhIL 0%~3.5% DRI HBEELDLINT
25, LTHLHEOBFADORERK 8.8% (2, SBT/
CPZ LW TREICRbhI- L EX BRI,

R A MR 2, BRE NBECThLlo -7
22, TLELTHMITVRT7 I7-¥0
ERBIVFMRNSTH -1

NERALSHETIE S-GOT LA L AmMBRIKE
T C, BORBBAEIHFRCED -0 S-GOT LHO
REFESD, S B 21/117 4 (17.9%), S, ¥ 18118
A (15.3%), C, B 9117 8§ (7.7%) & S: Bt G
BRoMc A% (P<0.10) 22 BbdbHh b, S-GPT
ERCRENRFH 17117 B (14.5%), 18118 A
(15.3%) 3 XT¢ 11/116 $4 (9.5%) ORBHAETH)
BREEIBDLhich o1, AMBRBEPTEVTIL &
A 0/120 Y (0%), S BT 3/125 f (2.4%), G
BT 0116 A (0%) DRBEMAETHY, 3BRMTHE
DENTD LR (P<0.10), HFHMEMSTIE ST
17/114 6 (14.9%). S, B 15/120 4§ (12.5%), C: &
10/110 Bl (9.1%) DRBMETH Y, 3HHCERA
bhighoteo ¥NFHRERETIE, FPFYART T~
€0 LR B LVFRRES Y DV FhoRERACS
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Wb SEFARMH RO RIZBED Lok,

FFOMOEEBRWZ KT E NN F VAT I >F—¥
ERBIVEFRRNSORAMEL 2D &, FRv /AR
oY AREVWTIE, S-GOT, S-GPT LBz Phi
L1%, FRRNS 4.7% TH D, HRERREC T
> EERR" T S-GOT, S-GPT ERAR W hi
3.8%, BFRRMS 234X THD, HEBETHS
CZX 2g 5 HLOMC AREZRLE, FRBER
BT s HRRRYTIZ, & 22 5N IUV 4g
BERKHWT, FhE¥h S-GOT kM 2.4% XX
U 8.5%, S-GPT LRIX 2.4% R IU 2.9%, M
BMSIE 1.3% XV 4.2% TAHYH, XKD CPZ
MR L ABRORARTH oo ThBHICKENRD
LAED BBz k35 S-GOT LAN LU FMRINS
ORBIEIZEH) o0

¥, CTX ofioBEKRB T 5N I /A7
1 - ¥ ERE IVFRRNSORBMAEY RS L, H
EvvHET Y ARIWTI, S-GOT LRAM 0.5%, S-
GPT LR# 0.2%, S-GOT -S-GPT LRAM 1.7% %
IUEFREHNS 1.0% ThorNo

PGB IE T 3T 5 RO Ti, CTX 2g #
LEBE IV 4g BERE VT, ThEh S-GOT E
Az 19169 # (11.2%) ¥ X U° 18/121 44 (14.9
%), S-GPT LRH 20/169 i (11.8%) 3 X Tt 19/121
Ml (15.7%), RIS X 11/169 §i (6.5%) W IU*
2121 4 (1.6%) DRBEFETHH, XE¥KD CEZ 4
g BERIOMICERRT T, REEEBRIECHTS
KRBTz, CTX 2g 5K D S-GOT LRAMIX
3144 B (2.1%), S-GPT LRI 2/145 8 (1.4%)
DREFETH Y, NE@HKED CEZ 4g HEFHLOMRK
Bl ot, SEOLKARD CTX 2g HEH T
i3, ERORRBRIMECHTIHBEARIC K N, |
FYART I F—¥ERIIPPREL, FRKHE S X H
270

ARRICEFB SBT/CPZ O + 5V AR T ir—+¥E
RLEMRHSORAFE S, HEED CTX X, %
REFIDOMO HLBRAROKER L D b BVBRTH > 70
HRECHLT, HMEASHETE, EDTHAR
UCERY &b -ERETCHIBA, S: BT 78.2%,
S, BT 72.3%, C, BT 77.1% T, 3EMICELIRD

ko THRERERAMNTOYRT G M UIEANRL
h, S; M 80.2%, S, M 76.8%, Cy M 73.1%
THRDORIZBD Bhicd o,

BE RRSMRECNT2 SBT/CPZ ¢ CTX o
RBLEBMRL T > iR, f-lactamase FHMFIO R
REMRLBSETOWRETFL AT S BB EH DI
Mrolehi, SBT/CPZ (2 CTX LRBORMLBL = L
ek,

X [
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WELL CONTROLLED COMPARATIVE CLINICAL TRIAL
OF SULBACTAM/CEFOPERAZONE (SBT/CPZ) AND
CEFOTAXIME (CTX) IN THE TREATMENT
OF RESPIRATORY INFECTIONS
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The clinical efficacy and safety of sulbactam/cefoperazone (SBT/CPZ), a combinations of cefoperazone
and a new j3-lactamase inhibitor sulbactam, were objectively compared with those of cefotaxime (CTX)
in patients with respiratory tract infections in a well controlled study.

Drugs were administered by intravenous drip infusion twice a day for 14 days, at a daily dose of
either 2.0g of SBT/CPZ (S, : one vial containing 0.5g of SBT and 0.5 g of CPZ), 4.0g of SBT/CPZ
(S, one vial containing 1.0g of SBT and 1.0g of CPZ) or 2.0g of CTX (C.: one vial containing
1.0g of CTX).

The following results were obtained.

1. On the basis of committee judgement the overall clinical efficacy rates were 86.17; in 115 patients
treated with S, 77.3% in 110 treated with S,, and 78.7% in 108 treated with C.. No statistically
significant differences were found among the three drug groups.

2. The overall clinical efficacy rates judged by the investigators were 82.9% in 117 patients treated
with S, 79.6% in 113 treated with S, and 73.0% in 111 treated with C,. Again, no significant dif-
ferences were observed among the three groups.

3. The bacteriological elimination rates of causative organisms as judged by the committee were
84.2%; for S,, 81.4% for S, and 85.3% for C; respectively. There were no significant differences
among these three drug groups. 29.6% of the strains whose B-lactamase productivity was measured
were high producers of B-lactamase, however, there were few strains which showed high resistance
to B-lactam antibiotics based upon MIC.

4. No significant differences were observed among the three drug groups in regard to the incidence
of side effects or abnormal laboratory findings.

5. As judged by the committee, the respective usefulness rates for the S;, S, and C. groups were
78.2% (93 of 119 cases), 72.3% (81 of 112 cases) and 77.1% (84 of 109 cases). The rates of useful-
ness as judged by the investigators were 80.2% (93 of 116 cases) for S, 76.8% (86 of 112 cases) for
S, and 73.1% (79 of 108 cases) for C,. These rates were not significantly different among the three
drug groups.

From the above results, we conclude the clinical safety and efficacy of SBT/CPZ are equal to those
of CTX in the treatment of respiratory tract infections.



