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BERIBOONED o1 FEEAY 10 % L LERASHOKRE T, BRIEICHT 2 FAEHIRE
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ki 1 B 4 HEES 5 (EHfHE) - BIKFEER: +, - D 2 BRFE
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[ BRBREL LOREFHB OEERH % Table 1 IR

- B E: H+ (100 mV/BBLLE), 4 (99~50 ml/ Lz #8%, BREEELRELBNZDONE

Table 1. Schedule of laboratory tests

Day 14
Item Before | Day3 | Day7 (or the end of
treatment)

RBC

Hemoglobin
Hematocrit

WBC

Differential WBC count
Platelets

ESR (1 hvalue)

Blood
studies

GOT

GPT

ALP

Bilirubin (total, direct)
LDH

y -GTP

Total protein

Albumin

BUN

Serum creatinine
Electrolytes (Na, K, Cl)
Glucose (fasting)

CRP

Blood
chemistry

Protein, Glucose, Urobilinogen
Urinalysis pH
Sedimentation

Pa0:
PaCO:

pH

Base excess

Blood gas®

oNoNoNolNCHCHOIEN N NONONONONONONONOCRORONORN NON N NONONG]
O0OO0OO0| Oo0oe 0000000000000 0O0OCGOGOGIOGIO

Coombs test (direct, indirect)
Anti-Mycoplasma Ab (IHA, CF)
Anti-Chlamydia Ab (CF)
Others Anti-Legionella Ab

Cold Agglutination

Chest X-ray

Bacteriology

OO0 D>PODDPO|OCOO0O| CO00 0000000000000 000O0OC0OCO
OO0 DPODPDPO|IOO0OOO| O0o0 0000000000000 00OCGOCGOGIOIOS

@: indispensable, A: should be performed as often as possible, O: should be performed if necessary
1 performed if proteinuria is present, # performed if abnormality is found before treatment
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Table 2. Criteria for evaluation of usefulness

Side effects and

Clinical efficacy

laboratory abnormalities excellent good fair poor unknown
No very useful useful slightly useful not useful unknown
mild useful useful slightly useful not useful unknown
Yes moderate slightly useful slightly useful not useful not useful not useful
severe not useful not useful not useful very deleterious not useful
Table 3. Grading of symptoms, signs, and laboratory findings
Symptoms, signs and Degree
laboratory findings 0 1 2 3 4
Temperature (C) <37 37~<38 38~<39 =39
Cough - + +
Volume of sputum (ml/day) - + (<10ml) + (10~<50ml) |# (50~<100ml)| +# (=100ml)
Property of sputum - M PM P
Dyspnea - + +
Chest pain - +
Rales - + +
Dehydration - +
Cyanosis - +
WBC (x1,000/mm?) <8 8~<12 12~<20 =220
ESR (mm/h) <20 20~<40 40~<60 260
CRP - *~+ 2+~3+ 4+~5+ 26+
(0~<0.1) (0.1~<1.6) (1.6~<17.1) (7.1~<14.1) (14.1~)

ATH—NLZBAD» SEFORBICOVWTIHHEREL,
BBRHELYEMOBREZEOERZEEL, ZDHIZT
FEBIZEE LIz EAREEEMCEL T MEKR
BROKEHRITICET 254 K54 V0 28 RLT, ©
AEHE, OFIE, QOB%E, OUEERK, GOWNEAFHF
D5 DOOFFICKG LIz

10. #EtET

FEBIE RIS & 720, atEE I bo—5—
WL DER S h, EFRFBERSTTERS M,

¥/, FoIOBEa I ru—5—DiKEDOY L
W28 A )V B bk 2 R+ BA R I SR P/ A I R AT LS T AT
> 7

¥, BFHOLBITEYLHEAT S0, MHED
BEREFOSHEAEKE 15 % THRELL, RH A
AOOLNLHBIZOWTIE, BERROR %M DOREE
I8\ T Mantel-Haenszel BIOKREIZL Y A2 T
7z,

FELZER - B HE IEKRAR, MEFO%E,
B REEL L, BEIZIE Fisher D E (LLTF Fisher)
B XU Wilcoxon DIAMFIKE (LLF Wilcoxon) % M
Who 72, BRHRICML T, FEEAL 10%
ELASEORE? 2479 L L b, AMERDED
90 % X E 2B L7z,

SHICAAMEB L LT, BRHBRTIIEREED,
LR BOAED, SECHET, PrREDHER,
BRI DAL F R DA BB, FREOA &R, JFIKER

DEBEBRHEEZ, TOMERBOWHE, W X REE
TEREUCREMRONEE, BEHAREAE, REREME
REORBE, FHELZRD, WMBEMTHEL L,

IL. & ®

1. FEBIHER

#5ERIE CPFX B 101 #1, CAZ B 100 #03
201 FITH - 72

BEIR %) RN 5112 166 B (CPFX & 91 #1,
CAZ B 75 81) T, &K 176 (NRNEB8H, &
PRAEIC RIS 0 ERDEFMICAE 5 B, #BAE 3 B, Ak
FERX 1H), ik 6 B (BIFEHBBM), LEEX 12
BloEt 35 #1 (CPFX # 10 $I, CAZ B 25 #l) %@
B L

BIVEFIMEHT S R BUiE 186 B (CPFX % 99 #1, CAZ
B 87 Hl) T, 15 B (Fik¥EER 1 65, HRIWEET
ik 16, MEEK 13 ) ZETBRARIL L.

B R 2 ME AT N #0132 179 #1 (CPFX # 94 #1,
CAZ B 85 %)) T, 226 (RifxS&K 141, #ik 7,
MEER 13 5, REBOTH 16) Z2RFTBRNFIEL
720

BIE R BT SR Pi 185 Bl (CPFX B 98 #l,
CAZ B 87 #l) T, 16 #l (Rifx¥ER 1 #, NRIE
Behik 14, MBEEK 13 #, BKREEREROT
h1fl) ZBFBRASE L7

A MRS Bik 175 #1 (CPFX B 95 #l, CAZ
B 80 #l) T, 26 # (@M 10 B, MEEK 12 #,
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Table 4. Case distribution

No. of patients included in
statistical analysis

CPFX:91 | CAZ:75

Clinical efficacy

No. of patients excluded from
statistical analysis

CPFX:10 | CAZ:25

No. of patients included in

statistical analysis
Side effects CPFX:99 | CAZ:87
No. of patients excluded from

statistical analysis
CPFX:2 | CAZ:13

No. of patients included in
statistical analysis

Total no. of patients CPFX. 94 ] CAZ: 85
CII:ZFX: 101 Laboratory findings - -
CAZ: 100 No. of patients excluded from
statistical analysis
CPFX:7 | CAZ:15
No. of patients included in
statistical analysis
CPFX: 98 CAZ: 87
Overall safety I
No. of patients excluded from
statistical analysis
CPFX:3 | CAZ:13
No. of patients included in
statistical analysis
CPFX:95 | CAZ:80
Usefulness
No. of patients excluded from
CPFX: ciprofloxacin, CAZ: ceftazidime statistical analysis
CPFX:6 | CAZ:20
Table 5. Reason for excluded/drop-out cases
Category Clinical Side Laboratory | Overall No. of cases
. Usefulness
Reason efficacy effects findings safety CPFX CAZ
Ineligible
Ineligible disease® x O O O x 2 6
Ineligible case due to complication® x O O O x ¢ 5
Mild infection O O O O« 1 2
Case with CPFX pretreatment x x x x 1
Discontinuance
Side effect (less than 3 days administration) x O x O O 4 2
Ineligible disease (less than 3 days administration) x x x x x
Treatment violation
Violation of drug allocation x x x x x 1 1
Use of commercial drug x x x x x 4
New concomitant steroid use x O O O x 1
Deficient dosage x x x x x 7
Non compliance
Discrepancy in day of laboratory test O O x x x 1
Total 35 15 22 16 26 11 25

a) tuberculosis 4, mycoplasma pneumonia 2, chlamydia pneumonia 1, bronchiectasis 1

b) tuberculosis 2, mycoplasma pneumonia 1, empyema 1, lung cancer 1
¢) including treatment violation (use of commercial drug 2) and discontinuance (ineligible disease 1)

d) one case was evaluable for usefulness due to abnormal laboratory findings

e) all 3 cases were evaluable for usefulness due to abnormal laboratory findings and side effects

CPFX: ciprofloxacin, CAZ: ceftazidime
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T+ MEER 2 6, MRIEETHIE 18, BK
BEBREBOTH 1 61) Z2MTBRMIE L7z (Table
4),

B, BRERGTEEI VERLATZEEZEANDONA
ZR# Table 5 {27~ L7z

2. BEERHATF

BRI SR 166 AIOMBEMOBETRAFIC
DWTHET L7z (Tables 6~9),

1) %5, F#s, #E BRIMEEER

R, E8, AEOSHFIIBVT, IHMICAERL
RoZEDONED» o7, BREEEEEICBV TR
D AED SN (Fisher: p=0.122), CAZ B IZEHIEH A
% H o7z (Table 6)o

2) EPERA, APHE, HafbFEE, HHRE K5
il

INLDHHBMIBVTEELRRVIIRDONE Do

7z (Table 6).

3) FBERFAMGEFDIEIR, TR, BRRHRE

IRLDFHICBVTHERELREY IRDOh Ll
7z (Table 7)o

4) FHEE, EHBRZEH

EEMyaRe 166 oo b, REEPHEESH
7EBIX 69 B (CPFX & 40 #l, CAZ ¥ 29 #l) <&
oz, BB EYE CPFX # 32 #l, CAZ # 25 I,
BHERYI CPFX# 8 #l, CAZH4BITHY, Wil
TR RBICH Db 53 Streptococcus pneumoni-
ae & Haemophilus influenzae 7% 7¥ES e
(Table 8), BEHE LH#EE I N 81 Bk, B/IREH
ILIBE (MIC: 10°CFU/m] k) 2@ET 2L
T&BRIE 57 %k (CPFX # 31 Bk, CAZ B 26 %) T
»Y, TOWRIX, Staphylococcus aureus 2 ¥, S,
pneumoniae 24 ¥k, Moraxella catarrhalis 3 #,

Table 6. Patient characteristics

Characteristics CPFX CAZ P value
No. of patients 91 75 (Test statistic)
male 60 55
Sex F: 0.317
female 31 20
20~29 6
30~39 9 4
40~4 8 7
Age 0~49 W: 0.237
( ) 50~59 15 11 (1.398)
year 60~69 21 23 ’
70~179 24 24
80~ 8 5
<40 11 2
240~<50 33 26
250~< 21 21
Body weight 223 < 32 16 17 W:0.229
(kg) N (1.445)
270~<80 4 3
=80 4
unknown 2 5
Severity of moderate 85 64
. . F: 0.122
infection severe 6 11
Underlyi 41 34
n' erying yes F: 1.000
disease no 50 41
36 29
Complication yes F: 1.000
no 55 46
Pretreatment yes 23 17
with no 65 56 F:0.717
antimicrobial agents | unknown 3 2
C i 7
oncomitant yes 69 5 F: 1.000
drugs no 22 18
~ 1 1
Duration of 4 3 20 13
test drug W: 0.359
. . 8~13 36 29
administration (0.841)
(day) 14 33 31
ay 15 1 1

CPFX: ciprofloxacin, CAZ: ceftazidime

W: Wilcoxon rank sum test, F: Fisher’s exact test
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Table 7. Patient background: Initial symptoms, signs and laboratory findings

Characteristics CPFX CAZ P value
No. of patients 91 75 (Test statistic)
<37 16 15
Temperature 237~<38 29 26 W:0.412
() 238~<39 32 26 (0.673)
=39 14 8
- 4 4 W-: 0.420
Cough * % 4 (0.651)
2+ 32 22 )
- 7 7
+
Volume of 34 29 W: 0473
sputum 2+ 41 32 (0.515)
3+ 9 5 '
unknown 2
M 8 8
Property of PM 30 25 W:0.637
sputum P 46 35 (0.223)
unknown 7 7
- 56 48
W:0.835
Dyspnea + 32 23
(0.044)
2+ 3 4
- 2 W: 0.357
Chest pain 6 56
+ 29 19 (0.849)
- 29 25
W: 0.589
Rales + 43 38
(0.292)
2+ 19 12
- 0 73
Heart fail + 91 1 W:0.883
eart fatture (0.022)
unknown 1
- 78 62
Debvdrats + 1 W: 0.582
ehydration + 11 12 (0.303)
unknown 1 1
- 69
Cvancsi 83 s W: 0.305
yanosis * (1.053)
unknown 1
< 8,000 14 11
WBC = 8,000~<12,000 35 30 W:0.979
(/mm?) 212,000~ <20,000 36 29 (0.001)
220,000 6 5
<20 6 6
~ 12 12
ESR iZS Z:g " o W: 0.665
240~
(0.188)
(mm/h) =60 40 40
unknown 14 7
+ 4
2+, 3+ 17 14 W:0.272
CRP 4+, 5+ 32 24 (1.207)
=6+ 38 37
=80 7 4
PaO: =60~<80 25 16 W: 0.605
(mm/Hg) 240~<60 1 9 (0.267)
unknown 48 46
28
PaCO: <49 40 W:0.524
(mm/Hg) =49 S . (0.405)
unknown 48 46
2 3 2
~ 41
3~4 50 W: 0.901
Chest X-ray 5~6 32 26
. (0.015)
findings 7~8 5 3
unknown 1 3

CPFX: ciprofloxacin, CAZ: ceftazidime

W: Wilcoxon rank sum test
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Table 8. Patient background: Causative organisms
Treatment group
Causative organisms P value
CPFX CAZ ..
(Test statistic)
Total no. of patients 91 75
3 no 51 46
Isolation of F: 0.529
causative organisms yes 40 29
S. aureus 1
S. pyogenes 1
S. pneumoniae 13 8
M. catarrhalis 1 2
Mono- K. pneumoniae 1 2
microbial | K oxytoca 1
infection S. marcescens 1
P. aeruginosa 3 3
H.i 11 8
, , influenzae W: 0.625
Causative organisms H. parahaemolyticus 1 (12.7)
subtotal 32 25
S. aureus +S. pneumoniae 1
S. pneumoniae + M. catarrhalis 1 1
Poly- S. pneumoniae + K. pneumoniae 2
microbial | S- prneumoniae + H. influenzae 4 1
infection E. coli+8. marcescens 1
K. pneumoniae + H. influenzae 1
subtotal 8 4
CPFX: ciprofloxacin, CAZ: ceftazidime
W: Wilcoxon rank sum test, F: Fisher’s exact test
Table 9. Susceptibility distribution of causative organisms (Inoculum size 10°cells/ml)
Tested | Treatment | No. of MIC (ug/ml) P value
drug | group |strains|<q 025 0.05 | 0.10 | 0.20 | 0.39 | 0.78 | 1.56 | 3.13 | 6.25 | 125 | 25 | 50 | 100 | >100 | (Teststatistic)
CPFX | 31 9 | 3 9 | 7 1 1 1 W: 0.468
CPFX : 0.
CAZ 26 | 10 | 3 | 2 1 1 7 1 1 (0.528)
CPFX 31 2 1 5 4 9 1 2 3 1 3 W: 0.436
CAZ : 0.
CAZ 26 6 | 3 | 4 | 3| 3 | 4| 1] 2 (0.606)

CPFX: ciprofloxacin, CAZ: ceftazidime
W: Wilcoxon rank sum test

Klebsiella pneumoniae 4 ¥, Pseudomonas aerugi-
nosa 4 ¥k, H.influenzae 17 ¥k, Z D 3 % TH -7,
WEAICHT L MIC FHIEMBERTCEML TV
(Table 9) .

3. BRBR

1) ERRBR

FR R & R AT 0 R B 166 B BT B EERZD R % Mat
L7z (Table 10), CPFX & 91 Blvh¥E%) 12 #, £%)
66 B, AR 2 #, ®H) 11 FITHHFIL 85.7 %,
—7 CAZ & 75 Birh, EZp 12 81, A% 51 I, A
%4 B, EX) 8 BITHIEIL 84.0% THY, MEH
DEMEBLIUVERBRHNED A ICABEIRD D
N Hh -7z (Fisher: p=0.829, Wilcoxon: p=0.854),

2) EREAETICX 3RS

BERGROBRIEERER, ERKBOHE, &K
EDAE, HBEOAENRREEZ M L (Table
11). EEER, EWKBOFEDN, &HHEDHERN,
RBEBROEENOVTFRIIBVTHMHBOAHESL
JUBRMBBHEDHHIERZIRD ON D o7

3) JFHEBRHEITOEBRKE)R

BB AHE S 7 69 1 (CPFX B 40 4, CAZ #
29 #l) TOMKMRE LRI LA (Tables 11, 12). &
HERIBITOEREIZ CPFX BT 82.5 % (33/40),
CAZ BT 93.1 % (27/29) LWEMICAEAIRDH
e o725 (Fisher: p=0.285), BKRIRHAEDOT
B TRABRBCAEARELRENZD 0L
(Wilcoxon: p=0.028), HLHE &R TIX, S. pneumo-
niae & H. influenzae BRMPIHD - & %<, S. pneu-
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Table 10. Clinical efficacy

Treatment | No. of Clinical efficacy Efficacy rate* P value
group patients | oycellent good fair poor (%) (Test statistic)
CPFX 91 12 66 2 11 85.7 W: 0.854

CAZ 75 12 51 4 8 84.0 (0.034)
Total 166 24 117 6 19 84.9 F:0.829

* (excellent + good)/No. of cases X 100
CPFX: ciprofloxacin, CAZ: ceftazidime

W: Wilcoxon rank sum test, F: Fisher’s exact test

Table 11. Stratified analysis of clinical efficacy
Characteristics Treatment N(.>. of Clinical efficacy Efficacy rate* P value .
group patients excellent good fair poor (%) (Test statistic)
CPFX 85 11 66 1 7 90.6 W:0.711 (0.137)
moderate
Severity of CAZ 64 11 46 2 5 89.1 F:0.789
infection CPFX 6 1 1 4 16.7 W:0.186 (1.752)
severe
CAZ 11 1 5 2 3 54.5 F:0.304
CPFX 50 7 35 1 7 84.0 W:0.684 (0.165)
no
Underlying CAZ 41 6 30 1 4 87.8 F:0.766
disease CPFX 41 5 31 1 4 87.8 W: 0.855 (0.034)
yes
CAZ 34 6 21 3 4 79.4 F: 0.359
CPFX 55 9 40 2 4 89.1 W:0.610 (0.260)
no
CAZ 46 7 32 2 5 84.8 F:0.563
Complication
CPFX 36 3 26 7 80.6 W:0.373 (0.795)
es
7 CAZ 29 5 19 2 3 82.8 F: 1.000
CPFX 65 9 47 1 8 86.2 W:0.664 (0.189)
no
CAZ 56 9 40 3 4 87.5 F:1.000
Pretreatment
with CPFX 23 3 16 1 3 826 W:0.923 (0.009)
es
antimicrobial 7 CAZ 17 3 10 1 3 76.5 F: 0.702
agents CPFX 3 3
unknown —
CAZ 2 1 1
CPFX 51 10 35 1 5 88.2 W:0.170 (1.881)
no
Causative CAZ 46 6 30 3 7 78.3 F:0.273
organism CPFX 40 2 31 1 6 82.5 W:0.028 (4.800)
yes CAZ 29 6 21 1 1 93.1 F:0.285

* (excellent + good)/No. of cases X 100
CPFX: ciprofloxacin, CAZ: ceftazidime
W: Wilcoxon rank sum test, F: Fisher’s exact test

moniae MBI THOHEIZ CPFX B 84.6 %
(11/18), CAZ B 100 % (8/8), H. influenzae it
HITOHEEIE CPFX #A% 90.9 % (10/11), CAZ i
22100 % (8/8) T h MBHOAHES L KR
HEOHHICHEEEZZRD bk h -7 (Fisher: p=
0.505, p=1.000, Wilcoxon: p=0.145, p=1.000), B
BRHBI SR THOASEIE CPFX B 81.3 % (26/32),
CAZ B 96.0 % (24/25) LWiBMICAHEEIRDOLN
Bt o7=%% (Fisher: p=0.122), BEKZRHUED T H
KBWTRAEENZD SN (Wilcoxon: p=0.050)0

HHBERHASETOERFIE CPFX ¥ 875 % (7/8),
CAZ # 75.0 % (3/4) LTWIBHEOAREDS L OEKE
RHEOGHIIBOTAHERLREZIRD O 572
(Fisher: p=1.000, Wilcoxon: p=0.310).

kB, FHREPRESNERH - ERTOEMNEIL,
CPFX % 88.2 % (45/51), CAZ B 78.3 % (36/46) T
by, MBEROENEBLVERDEHEDHTMHITB
WTHEEEIZDON LD 572 (Fisher: p=0.273,
Wilcoxon: p=0.170, Table 11),

4. MREFEHRE
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Table 12. Clinical efficacy classified by causative organisms

c ) ) Treatment | No. of Clinical efficacy Efficacy rate* P value
ausative organism group | patients | excellent | good fair poor (%) (Test statistic)
CPFX 1 1
S. aureus _
CAZ
CPFX 1 1
GPC | S. pyogenes -
Ppyog: CAZ
CPFX 13 1 10 2 84.6 W:0.145 (2.126)
S. pneumoniae
CAZ 8 2 6 100 F: 0.505
CPFX 1 1
M. catarrhalis —
CAZ 2 1 1
CPFX 1 1
K. pneumoniae .
Mono- P CAZ 2 1 1
icrobial
fmcro- ia CPFX 1 1
infection K. oxytoca -
CAZ
CPFX
GNB | S. marcescens —
CAZ 1 1
CPFX 3 2 1
P. aeruginosa -
CAZ 3 3
CPFX 11 1 9 1 90.9 W: 1.000 (0.000)
H. infl
CAZ 8 8 100 F: 1.000
CPFX
H. parahaemolyticus —
CAZ 1 1
CPFX 32 2 24 1 5 81.3 W: 0.050 (3.848)
Subtotal
CAZ 25 4 20 1 96.0 F:0.122
CPFX 1 1
S. aureus +S. pneumoniae —
CAZ
CPFX 1 1
S. pneumoniae + M. catarrhalis -
CAZ 1 1
CPFX 2 2
Poly- S. pneumoniae + K. pneumoniae CAZ —
microbial
. . CPFX 4 3 1
infection | S pneumoniae + H. infl -
CAZ 1 1
CPFX
E. coli+S. marcescens -
CAZ 1 1
CPFX
K. pneumoniae + H. influenzae -
CAZ 1 1
CPFX 8 7 1 87.5 - 0. 1.031)
Subtotal W: 0810 (
CAZ 4 2 1 1 75.0 F: 1.000
Total CPFX 40 2 31 1 6 82.5 W: 0.028 (4.800)
'ota
CAZ 29 6 21 1 1 93.1 F:0.285

* (excellent + good)/No. of cases X 100
CPFX: ciprofloxacin, CAZ: ceftazidime
W: Wilcoxon rank sum test, F: Fisher’s exact test

FREVFHEE SNEMNICBTA2MBEENYELR
& L7 (Table 13), £ THOHKEMHILXIZ CPFX #
78.9 % (30/38), CAZ % 100 %, (28/28) Tdh b, W
BRICARLRENBD LN (Fisher: p=0.017),

SHICHEE 77T KOBHOBEERF LI L A,

BiH4%EIZ CPFX & 82.2 % (37/45), CAZ ¥ 100 %
(32/32) Tdholo FRELIHEIZVWTHh S CPFX #
T S. pneumoniae 5 ¥, P. aeruginosa 3 %k Tdh ok
(Table 14).

BBYRPICH B REBSh, BRREL SN



VOL. 45 NO. 11 Ciprofloxacin TE4138 0 B 1% i % Ho 82 SRBR 213

Table 13. Bacteriological response classified by causative organisms

Bacteriological response S
. . Treatment | No. of Elimination P value
Causative organism tients decreased or rate* . )
group atien . t statisti
P eliminated partially | unchanged | unknown (%) est statistie
eliminated
CPFX 1 1
S. aureus —
CAZ
CPFX 1 1
GPC | S. pyogenes —
CAZ
: CPFX 13 7 5 1 583 | W:0.040 (4.222)
S. pneumoniae
CAZ 8 8 100 F: 0.055
CPFX 1 1
M. catarrhalis —
CAZ 2 2
K ) CPFX 1 1
- . pneumonitae —_
Mono CAZ 9 2
microbial
. . CPFX 1 1
infection K. oxytoca o
CAZ
CPFX
GNB | S. marcescens —
CAZ 1 1
CPFX 3 1 2
P. aeruginosa —
CAZ 3 3
CPFX 11 11 100
H.influenzae —
CAZ 8 8 100
CPFX
H. parahaemolyticus —
CAZ 1 1
CPFX 32 23 1 7 1 74.2 W-: 0.008 (7.097)
Subtotal
CAZ 25 24 1 100 F: 0.007
CPFX 1 1
S. aureus +S. pneumoniae —
CAZ
CPFX 1 1
S. pneumoniae + M. catarrhalis —
CAZ 1 1
CPFX 2 2
Poly- S. pneumoniae + K. pneumoniae CAZ —
fx:fcroblal CPFX 1 3 1
infection |g. ice+H. i —
pneumoniae influenzae CAZ 1 1
CPFX
4 —
E. coli +8S. marcescens CAZ 1 1
CPFX
v H —
K. pneumoniae + H. infl CAZ 1 1
CPFX 8 7 1 100
Subtotal CAZ 4 4 100
CPFX 40 30 1 7 2 78.9 W:0.010 (6.594)
Total CAZ 29 28 1 100 F:0.017

*eliminated/(total — unknown) % 100
CPFX: ciprofloxacin, CAZ: ceftazidime
W: Wilcoxon rank sum test, F: Fisher’s exact test

7:5E#i3, CAZ BT Pseudomonas spp. DRI E N7 i, Bk, HEaRE, BEMR, FREE, BE,
1B8ITH o 720 Wk &, BAER, F7/—+, WBC, ESR, CRP
5. SERFFEHER BIUMWE X MEAMRORBA YT 2XEKL 3
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Table 14. Elimination rate of causative organisms

- ¢ No. of .. R
Causative Treatmen [} .o climinated | decreased | unchanged Elimination rate
organism group strains (%)

CPFX 2 2
S. aureus
CAZ
CPFX 1 1
S. pyogenes

CAZ
CPFX 19 14 5 73.7

S. pneumoniae
CAZ 10 10 100
CPFX 2 2

M. catarrhalis
CAZ 3 3
CPFX

E. coli

CAZ 1 1
CPFX 3 3

K. pneumoniae
CAZ 3 3
CPFX 1 1

K. oxytoca

CAZ
CPFX

S. marcescens
CAZ 2 2
CPFX 3 1 2

P. aeruginosa
CAZ 3 3
CPFX 14 14 100

H. infl
CAZ 10 10 100
CPFX 45 37 1 7 82.2

Total

CAZ 32 32 100

*eliminated/total x 100
CPFX: ciprofloxacin, CAZ: ceftazidime

H#%, 7 H#, BXU 14 B# (KTH) 0&BATHE
BB L7 (Fig. 1)o WTFhOEBIZBWTH &M
BCHEMICAREZRZDON Lo 7,

6. R&H

1) BfER

BIVERIRRAT Xt S 186 B, BIMEM (BB L OH
R/ [HRbE22DLALZV] BLE) BEDOI
7HEHIE CPFX BT 99 flvh 11 8 (11.1 %) 2 16 4,
CAZ BT 87 #1112 B (13.8 %) 20 - TdhH Y, MWt
MORBAKICARZRZIZD SN RH 572 (Table 15),
FERDOARIE CPFX B TIXMLBER 2 #, PR
fER 2 1, BEGER (R#Z2EL) 6 #, EHBMLD
RATER 6 hTHY, WTFhIBELZVLPEEDD
DTHolzo CAZ B TIXHILBER 2 4, PRI
R4t BBER R#EZEL) 84, EL2#, *
D, MEEMEOHE, BER, TV~ WlEE,
MEDLERADE 1 4T, 205 bHEKS 1 #, MEAH
RO EBEIEEORIERTH - 7245, ZOMITEE
BOWLHEEDOLDNDTH o7, HEMMADOHELR
KEDMDIERIZ TN THBEKR L2 L 2R LT

MEMMAOMEX, CAZ fe5dik# 5 HE O

CT TH#ZSh, CAZ &5kt 9 HHICREL LA,
AREMIEREBICBEOREREMEEZA L TV,
BERERSPICHFRROMS 2> Tz &, CAZ
CE2MEEMROBE LIRS, EHLORA
BRI THRDEHD Lhiwn] LUK S,

2) BRRBREMERE

BRRE MM SRA 179 b, BEREERE
(BRI L DRFBFRA [BRDZH9d Lhkv] ML)
X, CPFX #T 94 v 21 #1 (22.3 %) - 36 4,
CAZBHTS85 fIh 25 Bl (29.4%) W 3THTHY, M
BREORBAKCAHBTEZRZZD Ohldh o7 (Table 16)o
F LR RGWBICITFRRHES L GOT, GPT L0
FFIYRATIF—EDOLERTHY, WThHIBETD
2720

3) BEREE

BIERSERT AR 185 #ih, [RETHSD] LY
EEN5ERIE CPFX BT 98 #iH 69 # (70.4 %),
CAZ BT 87Hith 558 (63.2%) Thh, MBHMICH
FERIBOON LMo (Table 17), BEOREADH
ZVIERREERENRA L2720, [IZIZRETH
3| LHESh-fERIZ CPFX BT 18 #i, CAZ BT



VOL. 45 NO. 11 Ciprofloxacin TE4%3€ o> 40 B ¥ i ¢ He e R Bk 915
Symptom Days | Improved / No. of patients Improvement rate (%) P value
after CPFX CAZ 0 20 40 60 80 100 (F)
3 42/51 30/42 INEN 0.225
Temperature | 7 34/37 32/34 » 1.000
14 45/51 35/44 - 0.273
3 32/84 27/68 [N 0.868
Cough 7 39/59 44/55 = 0.140
14 63/87 56/71 N 0.362
3 41/81 28/64 0.503
V::)‘L’:’j:f 7 41/59 35/49 1.000
14 69/84 52/66 kY 0.679
3 36/70 34/58 .. 0.477
P'S"Ffli::'n"' 7 29/39 25/30 4. 0.557
14 22/37 23/33 - 0.457
3 24/34 17/26 X 0.781
Dyspnea 7 21/24 16/20 ) 0.684
14 31/35 22/27 v 1 0.485
3 12/28 917 0.552
Chest pain 7 17/20 13/14 L - 0.627
14 23/29 16/19 § 1.000
3 31/60 19/44 ~ 0.431
Rales 7 36/41 28/37 Sty 0.238
14 50/62 32/50 <V 0.056
3 11 01 1.000
Heart failure 7 1n 11
14 11 1/1 _
3 1111 10/11 - 1.000
Dehydration 7 8/8 11/11 ) -
14 11/12 11/12 4 1.000
3 3/3 5/5 1.000
Cyanosis 7 3/3 5/5 -
14 3/3 5/5 1.000
3 53/68 45/57 4 1.000
WBC 7 47/51 40/46 > 0.510
14 61/74 52/63 7 1.000
3 3/48 4/44 ~_ 0.706
ESR 7 11/40 9/43 BN 0.609
14 26/59 26/56 T~ 0.852
3 50/80 50/67 ~- 0.155
CRP 7 51/57 51/52 4 0.116
14 76/88 63/73 I 1.000
3 30/81 22/58 < 1.000
Chest x-ray 7 37/56 31/49 T 0.839
14 67/87 53/68 N 1.000
CPFX: ciprofloxacin, CAZ: ceftazidime — 9 CPFX
F: Fisher’s exact test P + CAZ

Fig. 1.

UBTHoTz0 [RETHSH] & [BIRETHL] D
WiZ% b2 L CPFX BT 98 #IH 87 # (88.8%),
CAZ BT 87 Blth 79 B (90.8 %) TH o7

7. A%

RS, MERESELRE2BMELTHELZEH
PizowTiE, AEERTSRE 175 i, CPFX #
TIRFFICHE 10 B, BE 63 H, TTIT 46, £
#% 18 ¥, CAZ BETIXFEE MR 10 I, W 51 B,
IFEF 66, I 12 BITHo7: (Table 18)o [FHH
KRR & TR LidbeBHAKE CPFX BT
76.8 % (73/95), CAZ BT 77.2 % (61/80) TH Y,
WEMICARERRD O o,

8. BEIENI T ORISR DM

KRR R IZD W TRIVER OB LRI 272018,
SBGPENRE LBBIICET 2T 1L,
HEREBICOVTIE, ARFEORBICHL TIXES
LA LT RICED D, HFREOKEDND
ERA L72e £BEEMIZBE VT CAZ BIZKRSL - Bk

Improvement rates of clinical symptoms.

BIHBEBIE D o 2h (Fisher: p=0.005), Zhox
MA-eB8&NTOAEMEILX, CPFX # 78.2 %
(79/101), CAZ # 173.0 % (73/100) :TEMDAER)
RBIVERHRHNEDOFHRICHABREIRD O 2R
-7z (Table 19),

9. %MK

BERMBEICOWT, AEHORELERBL-E T A,
p flild 0.018 &% Y, CPFX Bid CAZ BE & KL TH
BEICBVWT 10 % DEE S W BRI
(Table 20)o

AERONFEFOERHAFOPTRERY) A ZEBDOLN
7= R YediE EAEREIC L C Mantel-Haenszel ORE %
HAOWTHRELITo 724 R, pEA°0.038 L7420, Kl
Eb YR nI RSN (Table 20),

FAEICEBENIBVTHRERORELITTo 2L
=5, pfEix 0.006 &£ 7% ) CPFX Bk CAZ BFE B L
THYRIZBWT 10 % UEEL RV EPERSH
7= (Table 20)o
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Table 15. Side effects

Treatment group
CPFX CAZ
No. of patients evaluated 99 87
No. of patients with side effect (s) (%) 11 (11.1) 12 (13.8)
P value F: 0.658
No. of side effects 16 20
mild moderate | severe mild moderate | severe
diarrhea 1 1
nausea 1
dizziness 1
light-headedness 1
headache 1 1 1
constricted feeling of head (after infusion)
rash 1 3
papule (right elbow, femoral) 1
urticaria 1 1
itching 2
Side effects
fever 1 2
vasculitis 1
vascular pain
vascular redness
aggravation of interstitial pneumonia 1
rigors 1 1
malaise 1
swelling of lymph node (neck) 1
elevated blood pressure 1
Total 7 7 11 2

CPFX: ciprofloxacin, CAZ: ceftazidime
F: Fisher’s exact test

L. = %=

CPFX 4B DOBIRIL, 1984 4EH HEAKFEE TG
sh, BRMEEETIE 1987 IS, /2, KETI 1991
FICEABREBRPEDOHRBEL LTHELESh, BE
ZLOBRBFEDHEBICAA STV S, bAEIZE W
Tit, CPFX HHEORRIE 1984 £H SHMB S h,
1985 EH & W HE UL E O MBS 2 IR 1
MEBRRBRRfTbh, 51&HEVT 1987 E1 o881
HBERABPEBES N2, LHL, %% IHEERR
BRICBOWTHMERE LTYay 2 2 FANHESRT
ZEMND, REHFEOBRKFMO R 2BME RE
DB LR EERFRIC, RHICBT LKA B
mifsh7, ThEITICBoh-BRABESE (1 8
200 mg ¥ 7:i% 400 mg %X 5) Ti, HPEHKEBRLAHE

2ETAHEANS L, TOAEEIE 60.7 % (119/196)
T o720, MAEDFICHLELHICEY LA
AHEBA SN, BIERIZMERE, TH, EBEL
A 10.0 % (22/220) XA Hh, BRREMRER
GOT, GPT D LA % &A% 13.4 % (29/216) [ZEDH
Nz,
—HERKFEE T, REHELFT - LHi&h, &
LIC1EE L DEB¥RICBVTAEHEORKNAR
HhfEsh, REMICELTHMM LAFESES
NBIES. FXTINLEMNCEIT 5 BRE#MB
JUORHBTHBOATVALETIHRABRERRELZRL, %
e AESEORYEBRBICB I AMBEMTEREL,
PO BEICHT B risk-benefit-balance % & ERL T,
NREEES L CBBERMEREICRE LT, 1992
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Table 16. Abnormal laboratory findings

Treatment group
CPFX CAZ
No. of patients evaluated 94 85
No. of patients with abnormal laboratory 21 25
findings (%) (22.3) (29.4)
P value F:0.307
WBC | 1 2
WBC!,GOTt,GPT!? 1 1
Eosino 1 5 6
Eosino t, GPT t 1
Eosinot,GPT 1, y-GTP t 1
GOT t 2
GOTt,GPTt 5 3
GOTt,GPTt,ALP?t, y-GTPt 1 1
Content |GOT?t,GPT?t, y-GTPt 1
GOTt, y-GTPt 1
GPT t 2 4
GPT 1 ,ALPt, y-GTPt 1
ALPt 1 1
ALPt, y-GTPt 1
y-GTP 1 1
LDH t 2
Glucose | 1

CPFX: ciprofloxacin, CAZ: ceftazidime
F: Fisher’s exact test

FRHETIHABRLBER L.
HRABOEEBLOCBEHEMRIEBE LR E L
BIE I HABKTIE, 186 BIAER - FMlixh, 20
BRI RIL2ET 70.6 % (108/153) DEHETH Y,
BEREH S 2L 200 mgx2/HEET 67.2 %
(45/67), 200 mgx3/H#%5T80.0 % (4/5) BL UV
300 mgx2/H¥#& 5 T71.4 % (55/77) Tholo LM
WCBIL T, 6.6 % (11/166) (CEIfEA A%, 10.4 %
(17/163) HERBREMBREENAOND, EEZLD
B2 HEHBIRD O G h o SHLORED
b, REHEEID2DBHRENIH L TZEDHBHELH
fFa3hi, 2B, PEEULOMEICHT 2 EF X
78.9 % (30/38) THY, HESEHIZBEIT S & 200
mg* 2/H T 54.5 % (6/11), 300 mgx2/H#5 T 87.0
% (20/23) TH-o-72Z, k), CPFX iF5 %0 T E%
583 300mg x ZHEEZ ON, 22T, BIH
BARABRE LCRIMHORBREZRKL-EED S\ I8
BYERRIE I T 5 —REKRAR, %50 CHERA
BHOAEREOMBEM I EZHLNIT 5701, &
FEZCILEEOMBAMMRZHRE L-kBRBR Y
AT, EHLZz. AULKRARKRTIE, CPFX 4% 13 E
BHEBLZEZ 5N 300 mg x 2/H%Z, WREII#E
BB X VEERISERRICLSHAVYSORTWS CAZ
BEAZHARE 2g x 2/HZHW,
SEOBBRIIBVT, MBERNOERAFORE T,
BIEEEEICHLTRY XZDOON, TD7-DE
RROFAEROKRIEIZBVTRAELITV, TRO
A ) BB RICRIZTEBEZRIATAILE LT,
KRR R RN S R B 166 B BT 5 BERZIZ CPFX

Table 17. Overall safety

Treatment No. of essentially Safety rate* P value
safe less safe not safe unknown .
group patients safe (%) (Test statistic)
CPFX 98 69 18 9 2 0 70.4 W: 0.408
(0.686)
CAZ 87 55 24 6 2 0 63.2
Total 185 124 42 15 4 0 67.0 F: 0.348
*safe/No. of cases X 100
CPFX: ciprofloxacin, CAZ: ceftazidime
W: Wilcoxon rank sum test, F: Fisher’s exact test
Table 18. Usefulness
light] very Usefulness P val
value
Treatment No. of very useful useful STERTY not useful . unknown rate* .
group patients useful deleterious %) (Test statistic)
(4
CPFX 95 10 63 4 18 0 0 76.8 W:0.709
(0.139)
CAZ 80 10 51 6 12 0 1 77.2
Total 175 20 114 10 30 0 1 77.0 F: 1.000

* (very useful + useful)/(total — unknown) x 100

CPFX: ciprofloxacin, CAZ: ceftazidime

W: Wilcoxon rank sum test, F: Fisher’s exact test
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Table 19. Clinical efficacy (intent to treat)

Treatment No. of Clinical efficacy Efficacy rate* P value
group patients | excellent good fair poor unknown (%) (Test statistic)
CPFX 101 12 67 2 12 8 78.2 W:0.720

(0.128)
CAZ 100 14 59 6 8 13 73.0
Total 201 26 126 8 20 21 75.6 F: 0415

* (excellent + good)/No. of cases (including unknown cases) %100

CPFX: ciprofloxacin, CAZ: ceftazidime
W: Wilcoxon rank sum test, F: Fisher’s exact test

Table 20. Verification of clinical equivalence

Efficacy rate (%)

Population
protocol compatible intent to treat
Treatment CPFX 85.7 (78/91) 78.2 (79/101)
group CAZ 84.0 (63/75) 73.0 (73/100)

Equivalence margin (A)

10%

0.018

Test of clinical P value (0.038)° 0.006
equivalence
test statistic 2.089 2.497
Difference (%) 1.7 5.2
90% confidence | lower limit (%) -75 -4.7
interval upper limit (%) 10.9 15.2

*P value adjusted for severity of infection using Mantel-Haenszel type

procedure

B 85.7 %, CAZ # 84.0 %Thh, MEMICAEEREIZL
BOOhLehol. BRMROBHMRFICIB VT,
CAZ OB - BERVAERIIE» 072705, BTHR
BB L 288G H (intent to treat) TOMMERIZF
BEY, BHEOBRN - HEROBECFBITERICB X
BTRB IV rwEEZ N, T2, BEEER, &
WEBOFER, AHECOHFER, RIBEOAEND
AHROVFRICBLTOWMBMICAREZIRZDO LN
hol, ROMBUMEENRE L2EHEOK
BRABRTEIBELZVCLAFEEZNRELTVT, %
HiZ 87.5 %~96.0 %L DBEMHAR LN TV B9 A% K
BRTRIPEEULEZHRLE LTV 0OT, ETAHR
ENELOOhLHERMENS, LA L, CPFX # 85.7
%, CAZ % 84.0 %L V) EMFIE, ThoTHBELT

BOLBNLDTHo 7,

BRRZD R OSBRI B W TIX, CPFX Bt CAZ
BLHBLTABHEIIBVT 10 % BEESRwI L
VHERIN, REEEREEOR) 2 AKL-BiTL
LU EEHP (intent to treat) (ZBF BB H S b H
BROKREHRE N7, Khan and Basir” idH %4 L E
DT RBEBYSE 112 B % SR I1Z CPFX 4% D 200 %
WL 300 mg x 2/HA»H#&EO% 500 mg x 2/HD
sequential therapy & CAZ D 1 2L 2g x 2/H: D
H8E21Tv, ARFEH CPFX # 91.0 % (42/46), CAZ

B 90.0 % (38/42) L#M|BELTWwW5B, 72, Levine et
al.® [ ZEFERPAE 113 Fl & RIS CPFX HEHE 200
mg X 2/HE CAZ 2 g x 2/HOEEAL-_EERLE
ABREERBL, CO)LHMAEMRTOAEREH
CPFX # 71.4 % (10/14), CAZ ¥ 80.0 % (12/15) @
BEEBTVE, MAOKERICEVEHSDDOD,
SEORBEICNLORBELEFETHDDOTIERENVE
Wz b,

FHRERMBATOBRKIRIE, FHETHDLL
CPFX BT 825 %, CAZ BT 93.1 %L, MBMICAH
BERZEDOM Lok, BERHRHEDHTAH TR
WBERICARENZBDON, T, MBEFRHRIC
BWTh, BEMILEIZ CPFX & 78.9 %, CAZ #
100 % L ABENZD LN, SHIFEEBENOHE
BWTH, BiEEEIX CPFX # 82.2 % (37/45),
CAZ B 100 % (32/32) Thol:o REBESAH DR
LT, niMROFELFEEETHS S. pneumoni-
ae BLU H. influenzae %% <, REEREHND I H
CPFX B Cl& 40 #1th 32 #1 (80.0 %), CAZ BTid 29
#ich 19 # (65.5 %) »HhODELFREShi L
PLBEE SRV ED DY, RRHESHAINLIC
BBAE 2 R OVTHLNCTAILIZTE
ol

EHREBERHATO CPFX #OEHH 6 HIONR,
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BERY T Streptococcus pyogenes &4l 1 #, S.
pneumoniae BHB 2 B, K. pneumoniae &4t 1 #,
P. aeruginosa BHB) 1 B, BWHAERFETIE S. pneu-
moniae + H. influenzae %P 1 BITH -7 2h o
OREFTORMBEFZRIRRIZ, S. pyogenes BEH 1 HIT
134 %, S. pneumoniae ¥ 2 FITIIARE 1 #, ¥
EAEE 1 B, K pneumoniae &Y:H 1 HITIZH%E, P.
aeruginosa &HH 1 BITIIARE, S. pneumoniae +H.
influenzae BHH 1 FITIIHERETH Y, BERED
fike L BRIREDR & DABIASH & 12 AERIE S. pneumo-
niae BEHID 1 Bl L P. aeruginosa BEHI D 1 HlD A
Tholzo BETHIIHEREEZR LD 2 flizon
T, RBRHBEICL2EBH 2 VIIEABREBRLEDEFE
HORFOEEIZLY, CPFX 12X A EEHEIES
hiholel tEZ bR,

CPFX HTHEEBEAHEE L b - ERIL, S. pneu-
moniae BHeB 5 Bl & P. aeruginosa &eH 3 Bl 45
8HITHY, EEEBDHERTD, S. pneumoniae 5 ¥
L P. aeruginosa 3 BB FERL Tz LA L, Ths
8 FIDERRFIRIE S. pneumoniae BYH 5 DS H 1
PINSER) THIIEIX 80.0 %, P. aeruginosa B4 3
DL 1 FIBFEMTHIEIX 66.7 %THY. S.
pneumoniae EFBNIH L TERKRMIZ CPFX &% L
Lol 3R TEdh ol /2, ThH 8 KA
FRHEL#EEINZIZH»2HOT, 8D 6
WCPFX ICX D HEBRELBUEBILE STV Z LI,
MEFZRRT [RA] THo 1 FIERL 5 Flico
WTik, FRELEEShFHUNORKRHBEICL S
BEThH-o R ZEZON S,

BIfEF#BI$1X CPFX BT 11.1 %, CAZ T 138
%ThY), MEMORARIAREZIRZDON LD 5
Too HERDOEHFHEOME TIIBIEHARBREIX 3~6 % T
b~ ZALICHBETLIEETHVELZRL L,
CPFX BICH L TREEB I UBHHEERIEL TR E
L7- #1851 KRR TORERARBAEVARRT
1298 % ThY, FhrokBIZBVWTIIREEED
572, EROWFRIZ, CPFX B TXiELEER, P
AR, EHBUORFER, BEER (BBEZE
tr), CAZ BTIMLBER, PRMEER, BHEER
Rz at), £HERELTEE, #2& FHY
YONMERR, MEDLR, MEHMAOHETDHY,
MERMEOHEZBRL ZOMOERIZTTHAH
KL, BICHEL RBFTRIZED SNl h o7z, CPFX
BICowTIIHS I HBERRR (hWE)Y CERS
B %220, —BERORNZR/E% IR
BR&OREL L OBEERBELHRE LIRS
IHERRBRY S BRHRIGRREZBEALZE DD
T, BEESBEARBRL 2, o7, —F CAZ HIC
BT, EELRAAERE LTHENRROMENED

LNtz AFERNIK 3 FHT L D IFREMBEEM LTI
WP THh o725, WARMOBRHEEOMA, BimREH
2B LU CRP O LRICX Y MIBEHMROBH & Z1T,
REROFRE 2 o7z, HGHBLURBE X 8 Eix%
PEAEMERL, Z0% 11 BH X ) B8, mAE%EIs
HEL, BRMICED LA SN0, ZORBAIC
R OG5 hpik Eh7, #ik#% minocycline 8 X T
fluconazole |2 & % iE#ASHElT O W RRER ORE L
RO, HEOT Y I AROBEOHBIZLY,
MEREM RO ZEHESBELN /2D, methylpre-
donisolone, ulinastatin, cyclophosphamide 7% &' ®
BE5EZHBLD, BEOEMTF~OLREZ S TIK
BREMFEL ERETIHFRLAEEZREL, BTLZ. 8
BERWROSMHELERLI N FRIZHBETIZL2H»
S 2%, BBPIHRROMS EE-TwAZ L,
CAZ X Z2HMHENMROHE bbb rb, AR
MRIEBETE VLB L2,

BARREMERT X CPFX BT 223 %2, CAZ #T
294 % WZRHONh, MBERORARIIAREIZDS
higholze ROEHEOHRE CIIERREMBRE
FEBFIL 18.3~36.4 % TH Y10, ThbLIZE%
DEBER L7z FLRRELHIMERICHRIRNS
EPFVRATIF—EDLERT, WFhLBETHY,
RICHMBLLMREED O E» o7,

ABRBRTEDON-BER, RKREMBRE X, X
EThH CPFX E§1¥ & CAZ L OB RBRIZE W CTHE
ENbDEIZIZAMTD - 72,

BIERBIUBKRREERELZERL-REFIX
CPFX #7T 704 %, CAZ®T 632 % ThYH, WMEHH
CHEEZZRROON o/ ShOLDHEIZHEED
MBEYEAER Z 0 & L 7B O L BGRER & & 13
IZFA%¥THY, CPFX 12 CAZ # &ttt 7 = L RiEF%E
LIEBBRFORENEZETIIDLEZ b,

BRFR, BMERXEELEEBRL-EHE TR,
CPFX # 768 %, CAZ ¥ 7712 %DEHETHYH, M
BHICARLRZZEDO N h ol REDEHED
He-® TiX 87.0~94.8 %THYH, ThHEHELT
HTFEZECY, KRABRTIPFEEU EEHKELT
WBHZ EMND, HREHN CPFX # 85.7 %, CAZ ¥
84.0 %L RREM o2 LIEALTWA EEZ bR,
FhEZERIIANMNETFHETE LR L RDbNRT,

PLE, MMM RIS T 5 CPFX & CAZ O HEGRER
FEBLAER, BRIRICBCTRSEEIGEHS L
720 F72, CPFX HIZBW TR EFFICHEE TX
ERIERABLIUOBKRREBREIZDO O LN o7,
L7235 T CPFX {ESI I EED L ITEEOMA
PRI L THRRNAREZ AT 5 LaVRE N,

SHAVLR: CPFX 5%k, =2—F/ur0
FEHELLTOLPETRENODDOTH S, MEHM
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FHEDOELDN -7 5 LR HBETHED, Thb
WKTUAVX—42FT5BHILAVRESZE, 2) AL
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0% & @ sequential therapy #*WHEIZR D, BEDA
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We compared intravenously administered ciprofloxacin (CPFX) with ceftazidime (CAZ) in a
randomized, well-controlled manner in terms of clinical efficacy, safety and usefulness. Patients
with moderate to severe bacterial pneumonia received either CPFX 300 mg b.i.d. or CAZ 2 g
b.i.d. intravenously for 14 days. The following results were obtained in this trial:

1. A total of 201 patients were enrolled in this study. The cases evaluable for clinical efficacy,
safety and usefulness were 91, 98 and 95 in the CPFX group, and 75, 87 and 80 in the CAZ
group, respectively. Although a statistical bias was found in the severity of infections, it had no
effect on the evaluation of clinical efficacy.

2. The clinical efficacy rate was 85.7% (78/91) in the CPFX group and 84.0% (63/75) in the
CAZ group. There was no statistically significant difference between the two groups, and the sta-
tistical equivalence between them was shown at A =10%.

3. The elimination rate of causative organisms was 78.9% (30/38) in the CPFX group and
100% (28/28) in the CAZ group. Statistical significance was demonstrated between these values
(p=0.017, Fisher’s exact test).

4. Side effects were noted in 11.1% (11/99) in the CPFX group and 13.8% (12/87) in the CAZ
group. The major events were local reactions at injection sites, hypersensitivity symptoms and
central nervous system disorders.

5. Abnormal laboratory findings were detected in 22.3% (21/94) in the CPFX group and 29.4%
(25/85) in the CAZ group. The major events were eosinophilia and elevation of transaminases.

6. The safety rate was 70.4% (69/98) in the CPFX group and 63.2% (55/87) in the CAZ group.
There was no significant difference between these values.

7. The ratios judged as better than useful in the CPFX and CAZ groups were 76.8%
(73/95) and 77.2% (61/80), respectively, not significantly different.

These results indicate that CPFX is a highly effective drug for the treatment of bacterial pneu-
monia.



