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(FRF1 61 4£5 A 24 HZF)

€Y Ky h ARy BROH LU ERARAEA BAY o 9867 (Ciprofloxacin, CPFX) OigtX
BRIECKT 5 HRE, Kotk X OB A ERICHITT 5 BHT, Cefaclor(CCL) %4
FHL L, 28 38 BB b UL DR N RO KRR & 5~ BERILERB L FE L

HERBBULET % VCBEABSES S ORIMERER X OKERR - L EAEXIEE
E MSE SEXWE MRAEL Ui, RREROWRET 18 &L EOBE LKL L, CPFX
1H 600mg 43, % 72% CCL 1 H 750 mg 4 3 %/ Bl & LT 14 HRJS L, LT Om#ixE%<,

HBS IR 230 B, 5 LERKRRHIERGICI2 205 I (CPFX #r48¢ 108 6, CCL H55¢
102 ), EIfEMMATRSEG 221 6l (CPFX #53 1074, CCL & 114 f) Th-io

D PMERSHT L ERSBECOWT 5 2EA T CPFX #57 84.5% (87/103), CCL
BB 61.9%(60/97) DALHLAR X h, CPFX 58 THRIC BN B b7 (P<0.001),

2) MIBESHHETOWT ; B R e 28T 1% CPFX $H58f 75.0% (45/60), CCL #5
B 52.6% (30/57) DEHEFENFEh, CPFX 4B THECERTH» 70 (P<0.05), ¥1,
BERC L2854, H.influenzae ¢, CPFX #5735 90.0% (18/20) LBFICHVEHEAEHEL
hiz (P<0.05),

3) ElfeHicousT ; CPFX 5B 5.6% (6/107), CCL #5538 6.1% (7/114) & b h,



1014 CHEMOTHERAPY

OCT. 1986

¥7., BIRKREBRELDR CPFX #58wc 11.5% (12/104), CCL #5312 11.4% (12/105)
Zbh, MEXBAUTEEARRL, Tl ZORBARCEEZIRINLr ok,

4) PEBRLSHFCLAEAECOWT ; CPFX #5535 83.5% (86/103), CCL 5% 57.6%
(57/99) DiEREHNEBLI, CPFX #E5FH TEBIICHEI B O (P<0.001),

5 DEOR#LD, BHESKEZR CEBEAMIEIRORPHEHEE SERPYE- -5
FER BB 7 & D\ v B MWD B IR R S h 5 B KERYHECR LT, CPFX i1
CCL wh~EEMzEmWERE N PHRINIERLEL ORI,

BAY o 9867 (Ciprofloxacin, CPFX) %, @A KA ¥
AL = A HTCHRBRIALE ) FYy L XVvBROFRED
ARHMEHTH BV, 1LEHEM < 1x, Norfloxacin iz
BLLTW3H, TO¥EHBELOKRBEY = vER
D 17z cyclopropyl #, 6fric 7 » 3%, 7fLic pi-
perazinyl EnBH LT3 21ed b (Fig D,

KAWL TE, ZFRTFVWTTTRS  OERA -
BEREBFEMNTebh TR D, ThH O 1T, 5 32
| EACFEREFELEEERZE B & (1984 F, MDD
FER VAT Y AR THMANBRIAT W S,

Thekss, FAOHBEFAIRENTHY, FK
BRBFEOTELERETH S S aureus, S.pneumo-
nige e D5 » G E, H influenzae, P. aeru-
ginosa, K. pneumoniae fc ¥ D 7 5 sfetEict LT
BEWERTCHEAEBLTWBY, & Kk, AEHAR
IhicFtftor ) Fvs £ vE % o Norfloxacin®
(NFLX), Ofloxacin® (OFLX), Enoxacin® (ENX) &
HREEAEDHEET 2 ~ 4 ERVHENINTRIh T
%O

AEx e PRBEE LB EOMFBRETARKENT
HEBL, 200mg 5RO - 7 X 1 pg/ml T, ¥
HHX3~5RMTH%, ¥, RFC I ZHBILE
HIZF B &, BHBRNOBITLIRFTH B, &1
CELEY bTIRMABEX DBEW~DOBET, vF
TIRMFBE L ZEABED Y VARFANDOBITRLDL
h, et TLMHBREDOK 1/3~2/3 OEHEH~D
BANALRTWABY, RAFNXEMERNTIRIRE A LRH
RTT, KBONRERGE L TR CH]ES R, &
BRECEVTHEREITD SR TR,

PRI 17 2 BRRABREHC s\ Tk, FREIR B g

Fig.1 Chemical structure of BAY o 9867
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BIfEB 2 TIX, 2,575 Al o WTHREIh, 24
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LBRER»ETHY, EBREFRAIRADO A b,
o BBRBREMBREEECSOWTh, FRRHES, 0F
FIVARAT IS XD ERAMNERLOT, 24T 374
DERAKRTHY, AREHELKEOLVWHAETHY, &
HORSENERIhTWDHY,

DEDOREEERT, SEB A, FRERPED)
LEBWSERRECKH TS RAOEYE, TLESIF
AR ZBMCEMT 5 72 », CCL »BEHLL
L_EEREERABYER LD T, ToORELIVT
BET B, 7%, AP Table 1 RRLELLE 380
BB b e 2 D PO ST, BAMSIEL
Bh LR 60 £5 Aithic» THAFEL LTERS
hicdbDThH B,

I. % B 5 %
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YT X O RER YA - 1 ISP BRE (B
XIRARIE, MSE,, KEXWE FREEHE) &Ll

HEBEL 18 B EORA CHIIARIEE L AR
BEXFA & Licht, FEREARENTRIHAN
WARBETL LV L& Lo ¥l RBERLIRD
RIBE, ThEsS T anErREREOHNE
®hoo 1t L, ORPERSTHRIEN ORKED
BUERER, APHELED CESIER OENL
O, B, BEEEEYETHEN @) Fyands
&%%L(ut7,A%§mm7uw¥—%@W%ﬁ
B, @A LI OFHB S & v, FTCERIY
#Lo0oH 5 R, BB % LT CPFX KR
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Table 1 Collaborating clinics

The Second Department of Internal Medicine, Hokkaido University, School of Medicine

Department of Respiratory Disease, Sapporo Hospital of Japanese National Railway

The Third Department of Internal Medicine, Hirosaki University, School of Medicine

The Third Department of Internal Medicine, School of Medicine, Iwate Medical University

The First Department of Internal Medicine, Tohoku University, School of Medicine

Department of Internal Medicine, The Research Institute for Chest Disease and Cancer, Tohoku University

Respiratory Division, Iwaki Kyoritsu General Hospital

Department of Internal Medicine, Kasumigaura National Hospital

Department of Internal Medicine, Shinrakuen Hospital

Department of Internal Medicine, Suibarago Hospital

The Second Department of Internal Medicine, The Jikei University School of Medicine

Department of Internal Medicine, Tokyo Kyosai Hospital

Department of Internal Medicine, Tokyo Koseinenkin Hospital

Department of Respiratory Disease, Toranomon Hospital

Department of Internal Medicine, Juntendo University, School of Medicine

Pulmonary Division, National Medical Center Hospital

The First Department of Internal Medicine, Kyorin University, School of Medicine
Department of Internal Medicine, Kawasaki Municipal Hospital

The First Department of Internal Medicine, Yokohama City University, School of Medicine
Department of Respiratory Disease, Kanagawa Prefectural Nagahama Hospital

Department of Internal Medicine, Yokohama Teishin Hospital

Department of Internal Medicine, Kanagawa Prefecture Nursing Hygienic School Hospital
The First Department of Internal Medicine, Shinshu University, School of Medicine
Department of Internal Medicine, Toyama Prefectural Central Hospital

The First Department of Internal Medicine, Nagoya City University School of Medicine
The First Department of Medicine, Chest Disease Research Institute Kyoto University

Department of Internal Medicine, Tane General Hospital

The First Department of Internal Medicine, Kansai Medical University
Division of Respiratory Diseases of Internal Medicine, Kawasaki Medical School

Department of Internal Medicine, Kure National Hospital

The Third Department of Internal Medicine, Tokushima University, School of Medicine
The First Department of Internal Medicine, Faculty of Medicine, Kyushu University
Department of Internal Medicine, The National Minami Fukuoka Chest Hospital

The Second Department of Internal Medicine, Medical College of Oita

The Second Department of Internal Medicine, Nagasaki University School of Medicine
Department of Internal Medicine, Institute for Tropical Medicine, Nagasaki University
The First Department of Internal Medicine, Kumamoto University, School of Medicine
The First Department of Medicine, University of the Ryukyus, School of Medicine

CCL pAWmBIAE ATIC {5 X hic BT & 0T K14

BAKHOREE AL RBRIES, RS X OB

B, OHBERD SBA Ui,

Ik BECIS O UDEABXBHE L L Lo
2 BRAEAS IoREHE

BARAS L1 BREBIIKDO LI D TH Bo
REEA : CPFX 1[E 200mg, 1 H 3@
XNBEH :CCL 1@ 250mg, 1 H 3E

ABEH iz CPFX 200 mg &4 5%, SBEHFC

1 CCL 250mg &% 7w A BIR A Lico WA

MRERI D L, ZhEnEE LB EBIITE

TREEEM L, CPFX Ef s CCL 4%, CCL %X

L CPFX AR ICL b, MEF OB T LT
BETAE I —HRAXBERAL —EEROBBELYHIL
tmo Thbb, RBREFKEHCIX CPFX EE18EL
CCLEE1I» 7kl @ (e—bv—nagiR) & L
7o 0, ¥ R BEAREHCIE CCL EE1 2T
L CPFX $¥1%&h 1L LicbokzhZh1EE
LLT, BASIEENHETHZ LE LTS

v— b vy— A aECIERE BARK SRRETh
FhyERIL, F03@%1B4LL, B5R 14 B
BICREALAS Y 1K Lo LERAS &
Lo

AR AEADE 1AL LTay b e—7 —HhEES
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CEIT R TIR, BRIFES L, BINEREA~EMA
Lico &R TIIEEOZMNIRCEAES OEVIRICHE
STHRETHZ EE LIS

¥k, BffTHTa v e — T - HMEEEICHE L
MEFZOWT, G8 RERARZOUFAXNARLYE
ERAFEREHE AHEFAEBCEEL Wihd
BRCEELTWAZ EAERI N,

3. &5

14 AMEHBEYFEN & L, L, BEDORD
BETREL I BAXPELTH IV EE L
7o
REAEROBERSDEEL LM L, B5 ik LI
DHBEFICEET 5354, EHOHE IR BEFMABEREK
72 BHEEB LIBTT b0 e L, ¥, ERE
REWERRBO BAEIXEDLC &5 hlkTHro L e L
oo 1L, ZhooBEd, BEPIERICHTEDRE
PLEERT, hEEAR IOTRYAERCTET
HT L Ll

4. BHRZEHR

KGR R MO ER S L ORIBEREAT =1 F
FlOPFR L Lo 2L,
cin, Rifampicin, Enviomycin, Lividomycin, Capreo-
mycin, Viomycin LISt OFEEBEID B RBDBZ &
ELto ek, BIBREAT vA FEIkOWTIZ, &G
REAG 7 AU ERT X b5 3h Tk b, LEBIART7 B
DllEightcs T oBE TS LEX ShAEROEL
BRDOIT, HOBRBRTHE CTRED 5\ 1173
TOERIFME L THRESR TV ABERESIx W2 &
& L7

i JEAT v A FRIEAH, HRABERA, M2
-7 7 vEFOHRARERE LTEETAZ L
oy, RURBTER LA AELHRERE
JUBt R A AERCEFT S & & L, BHRHA,
BEH, KOEINEA, EABEE D ol ERRER O
BERIRERD B & & L1, BRARED 2 LI RENS
BWHB Xt r—FHOHE, B BOARSEKED
—RREALE e SO EBE BT AR EY T o 1B
FLAR LDTRARCERTHC LE L

5. BKIEROBER JURBKKE

1) BREROBEZE

R, W B B CPREE Mo B
W7, BKER F7/-—-XizowTit, EAlE LT
BHBEDS D IWETHZ L & L, Al v
S-pAtagl, WSR3 A% S5HE THH® 14 B#
A E Lice Tok, ThOED R ICERARTTRE 725
F WHEFCRBACERTAC L EL, #E5E% 14

Streptomycin, Kanamy-

Bkl LIBAICS, R TOTEEC s
FEETHZ L E LT
TS DEEKRER ORI AT ORI i - THEs
RS Lo :
iR : ERME (1 B 4ERIE), MHEII1H2~3
ETHF
7 ERSEE IR D BE (1), BEXhhu8
B (+), BEisL (=) O3B
Ve E :S0ml/ALAE (), 50~10ml/H (4), 10
ml Kig (+), gkl (=) D 4B
g tEIR - B (P), XGIRHE (PM), ¥ (M) 03
15303
IR RS BEFBROD BHE (H), BEEER i,
WEE (+), FEREH#LL () D 3IERK
B 7 & TREOHMICHE . (), (4), (=)0
3 ExpE
Ko, BAKER, F77/—-¥:5b (+), kL (-)
D 2 B
2) EIfFRoBE%Z
Elfe A>Tk, BRERICHEE LS, *0f
R BE XEBA HEH B5ERKEOTAE AE &
HNIEA L DBFRE X O OHIEIRELR Lo TR
PRy HEMCHAERCREFT AT LE LI
3) BRBRE
Hoss v 4R, BMERE KIEME (1R, CRP 2w
Tk, FRAlE LT & 5EmAET, BSmB3EE TH
®, 14 BBIRERTHZ L& Lic, REMEE ~2/
Y VE, ~< b7 ), ME MER BORAR
GOT, GPT, Al-P, m7 v 7+ =1, BUN, F&EA
Rtz onwTiy, RAIE LT SBAe, S56RT
A%, 14 BRI, 1, <41 2775 X< Hfkflis 0%
ABRERIGICOWTRERR & LTHREBRA & 5k
M EBICERTS = L, o BkOAYA
(Pa0,, PaCO, pH), By A vipdizovnThl
BB ERTHZ & & L
BEBIALARE DR, H 5 s LTELLE
BEE, BEHER L OBRIc oV TRERKERT S
E &L,
4) AEFEBE
(1) RAH ZRECRE  REHREN &5
7H% 14 BHCAEROHEC L HERHOEL A
WAL, TEBHMOIELL EAE TRELEET?
X5 BD, Fi, &E-ﬁﬁmiifﬁﬁfdfﬂ'?m?&%i?
EHT B L& Lo AR ARELT TR
L 205, TREIELELHEE LIbor0d
SR L HE L b DIcOR &AL, EORERIE
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MEBEREVTL, ThOOEONHRILZESE
wxE TREZEE Lo

(2) BRERIVCRZHEONE  HERAES X
pEaRE2OVWT BREE CPFX XU CCL
A s (MIC) IR % RIGAFEFIMI R M
BREZ (UDE=#M) KB LI, 7ok, MIC i1
AK(LEEE BRI fE > THIE L1,

6. ¥E

) FHREHTE

TRENRIE FERIER e & 2 % L& B D ft
-, BREREEYEE HHE BEOSEHC,
i, BRGBEXELS AR POHES Y0 4B
B IOHENER, MEEHSRYER B TF,
KR 4 BRER IOCHETERL, b, BREYIER
CER MR ETET, A EEIETEO 5 B
#H% LT

2) NERSHE

AR TH, ERESTR LAEE) S EHNES,
k% ERERS ICTREC X SEKSHES L0
REHEDORBHA X = b r—5 =2 Wb, Hr
CovZafbLicEERE, BES BRYEAA, K
BT T4V FELIBEVEY « Lvard Lz LT,
NERETHENS LB BOHTE, MR E LT
DEE, BRYPEEEE, BERDHE #ELOSR, 2
B, BRREERTE RO CRBEREDHE LT 1
T, REEMBIOBEKER WS LSRRI
FRKBRENED DM B R TEE Lo KkiT, RREHER
RO LI b&FAEE & LN L LTOES
YRE L BRE L

RPSEFEE L, BE HEFBIOEEKER B
VEEFTR B LOBIRREED OB, PSIE, BIiED 3
BRECHIE Lo

e R, BRERIER R X OBRBEE  #HB &

Table 2 Criteria for judgement of usefulness by !committee members

Clinical
effectiveness
Side effect Excellent Good Fair Poor Undecided
and/or abnormal change
in laboratory findings
None + + + X ?
Mild + + + X X
Yes Moderate + + X XX X
i Severe X X X X ; X X X X
+ : Markedly useful, + © Useful, + I Slightly useful, X © Useless,

X X . Definitely useless, ? . Undecided.

! . .
Table 3 Criteria for evaluation of clinical symptoms and laboratory findings

Grade
- + + +
Symptoms

Body temperature (°C) <37 37~<38 38~<39 =39
Cough — + +
Volume of sputum - + + #
Property of sputum - M PM P
Dyspnea - + 4
Chest pain — +
Rale — + +#
Dehydration - +
Cyanosis — +
Pa0; (mmHg) <40 40~<60 60~ <80 =80
PaCO, (mmHg) <49 >49
WBC (/mm?) <8,000 8,000~<12,000 12,000~ <20,000 =20,000
ESR (mm/hr) <20 20~ <40 40~ <60 =260
CRP I - +~3+ 4+~5+ =6+




1018

CHEMOTHERAPY OCT. 1986

%, %) ©OFE EHO 4 BMER LOHEREIC
HE L1,

HEFOEL, BENEOEAEOMREY B LE
FEEFICO VT, BAEDOHEHRLOVKZREDOHE D
FECESE, BROR - EROEBELSE T LTER
LR WMAHEK BY TE ZREHEL &
Bl LicbHR B TEELHE LI

BIfFA R LOBKRREBREICOVWTIL, FAARCE

FHLRBFRES LT KEELRE LK Loggy
HE Lo ZOHE, AR bIEBRSBEH 2
SRR R, ER TR REEozzrg
Dohic b ORRE BEPIED D VALHLONE
EULEL L THREPEEEPHCERRE L 0¥
FEE BEMETETH-> b ORBEL L,
B BRGREEIFR BERREERY0RE
LDOBEAERI L h Table2 /R HBERH- T, i

Table 4 Number of patients evaluated

No. of patients included
in statistical analysis

CPFX 103
CCL 102
2 Total 205
g 2
(—E &— (F)P=0.0939"
g s ,
E ° No. of patients excluded
from statistical analysis
CPFX 8
CCL 17
Total 25
No. of patients included
in statistical analysis
CPFX 107
CCL 114
Total number of @ Total 221
patients 2
CPFX 111 % — Ns.
CCL 119 ]
Total 230 n No. of patients excluded
from statistical analysis
CPFX 4
CCL 5
Total 9
No. of patients included
in statistical analysis
s CPFX 104
§ KE’o CCL 105
§ E Total 209
S &
—Té, E— N.S.
g g No. of patients excluded
< 8 from statistical analysis
CPFX 7
CCL 14

Total 21
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wE BE ETEY T FRCREO S BETH
E Lo

3) ERERS L CBRREMONRERE

BRI S & CERREME IOV T X OREw Table
3 pRTEECE S THBEL, REHRKITORE &
LTHEBSE3 A% TARS IV 4 BROBEEY
&?‘f Lo

7. - - 3— FORH

MEASK X BHETIbh i, FEMEERONK
FERIU Y PRr— T —DURVDb L THERSY
ERRATEINIEK EAYEEL =2vte-F—
crihx— - a—FhREHEINI,

8. F— & OEFTNLE

BT, AT A MYy 7FERRAVERRBT,
BESHE AHEFOHE BRKER - TROIEE, &

fER, BRI W THRERR SR OB T
2o
HETFEIZEFRE T — 2 1 12 WiLcoxon o IERZFD
BE (W), BHERET — 2i12i% Yates OBIE 2x2 4
TR LD X2 HRE (X2, %7 Fisuer O HERR:
Hik (F) BXU mxn SEREO VT X2 RERC X
DfT7eo o MMIEIRE 5% LT BEEHD & L,
107 TR BEAZED H &L LTEE M L, BiTico
WTikav b r—=F—-2EEEZY - TiTeo 1o
II. &8 8 K #&%

1. HRIEF
BAEROBREN Tl SEFI: 230 i (CPFX
#5111 fl, CCL H#E58 119 ) THoto 2hb
230 Fliz>WT, NEERETEVTEIHEE LTOH
B Ih, 98 (CPFX #5658 44), CCL #5%

Table 5 Reasons of exclusion for the clinical effectiveness and utility

Reasons CPFX CCL Statlstu':al
analysis
Severe underlying disease 1
Clinical symptoms ruled by lung cancer 1
Pretreatment with CCL 1 1
Excluded from History of CEPs allergy 1
al evaluations Not visited after initial treatment 1
Clinical course unclear 1 1
Second treatment with the test drug 1
(the patient treated twice)
Disease not included in protocol 2 4
E).zc.luded fror? Complicated with pneumothorax 1
clinical effectiveness
and utility Clinical symptoms of infection unclear 1 6
Concomitant medication with the prohibited drugs 2
Total 8 17 (F)P=0.0939"

Table 6 Background of patients : Classified by diagnosis

(Cases accepted by committee)

. . CPFX ccL Statistical
Diagnosis analysis
Chronic bronchitis 55 53
Diffuse panbronchiolitis 9 10
Respiratory tract infections with NS
bronchiectasis 26 27 AN
pulmonary emphysema 7 8
bronchial asthma 5 4
pulmonary fibrosis 1
Total 103 102
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501 RERSE Bl FAROTXTOMRTNR
PEBRAIRE, TRLOARIEEEMEREYET
53016 BERERSHECESS Lo 14, BTHR
L LT CCL ABEEIRTHbD2fl, 7 =4%R
ERw7 vAF—BEDORDL ey D16, FI2U
#HEBEET 16, BRERBFTHLLO 246, EiTE T
FOBBORBENMEAIN T D1 TH - 7
Bh o0 221 GlieonwTid, TRCEBIER ORI s L
T Lico D 5 bEEREE L FRAM OB EL L
Brit X hied Dt 16 6 (CPFX # 5.8 4 ), CCL #5
B 12 f) T, TORFIIREINERE 6B, KMabFRA
CTERGREHENBETH -7 D 14, BREERIR
IR L O 7R, MOMEFRD S IEIBRKEAT =1
FABER I NIch DE 1 BITH - oo ok, BIRKREE
REOCKRR T BERDOBRBEENERIhith -7
12 FI%EEIfER®REA 221 FlX H B LT

xR RoERCA S &, BEROERIOH
FAVERAT R RIER 205 ) (CPFX # &8¢ 103 f5, CCL
#E 102 1), EIfFAMETS E # 221 6] (CPFX
58 107 fI, CCL #55 114 f), BERREMERT
FEFTRES 209 f) (CPFX #53f 104 f, CCL # 53
105 ) TH -7 (Table 4, 5),

2. EAIERAET

e K S ARAT R RIE B 20561 (CPFX #:55% 103 £,
CCL #5%f 102 fI) ZFFREAFIIOVT, MERE
B OB T 1o

1) K&

NERE& LFHREDARICL VIRES R BN ES
&, BRREENMERTER K OCBEBSRES %
DREGMEHEES LORERE L - KETILEE i

Table 7 Background of patients :
Sex, Age and Body weight
(Cases accepted by committee)

Characteristics CPFX | ccp | Statisica
analysis
Number of cases 103 102 -
Sex Male 57 55
ex Female 16 a7 NS.
~19 1 1
20~29 3 2
30~39 8 5
40~49 6 11
Ase 50~59 21 21 NS.
60~69 31 27
70~79 25 28
80~89 8 7
<40 8 12
Body 40~49 33 35
weight 50~59 34 36 NS.
(kg) 260 17 12
Unknown 11 7

SE REIWME MREECBIShi, WThog
Bzrs T AEARSHBCERORY 3@ADLIL
Ay 1 (Table 6),

2) t i, 4E

BEoME £, EOSMTIE, FRARSEHC
R’YZHxRbNIish -t (Table 7),

3) RPEERERE, XPRE - AOHE TIaE - A%

NEEERFWT HESIhic RYHEBEER 2 VT
3 AEFRSHECAEERAR DRI o ko ARE
B AR OWTIS, BRREOEB - FRICRETY
BrikE\EE2 bhHERES BRF 072 F

Table 8 Background of patients : Severity, Underlying disease, Complication,
Pretreatment and Concomitant drugs

(Cases accepted by committee)

istical
Characteristics CPFX CCL Statlstx?a
analysis
Number of cases 103 102 -
Mild 59 63
i N.S.
Severity Moderate 44 39
o None 29 20
roiniedtll IS B O
P A 8 11
Pretreatment No, 95 93 NS
with chemotherapeutic drugs Yes 8 9 -
No 31 27
i s N.S.
Concomitant drugs Yes 72 75




voL. 34 NO. 10 CHEMOTHERAPY

- 1021
ﬁw&ﬁ%’ BRAL AR, CHLEOLGRRE - 2 6f Table 9 Background of patients :
GFuBREELT, [ABELLLL AR (BB 03 nitial Sympto‘r’:s‘?;; e
BB LTEN LR REARSRRCEEER:

Abhihotee i BIER - BFRAKCO VLT E# Characteristics CPFX | ccp | Statistical
l.;.ﬁr‘;]&:ﬁﬁ@ﬁ 9 BHLATN o fo (Table 8), Number of cases 103 102 anaI_YSls
4) BRERS X CEREEE = = o
BEMMIOBE, MR WBRE WEER FRE Body | 37~ B |
8% s BXN7E F7/ -+ BAER AmiR temperature | 38~ 17 8 N.S.
% #ifE, CRP, PaO, PaCO, to\ T, FEHFHE e Uii;own § i
ERICEREOR D XD bhieh - fo (Table 9), — 3 3
5) RAER X URARZY Cough + 52 49 N.S.
PMERBETHVTRES R BREICOWVTH S L, :*_ zz 2(9)
wHE Lt 205 SIRERBEAHEE S IS 106 F) Volume of + 54 p
(CPFX #58 54§, CCL #5.8 52 §I) TH b, M sputum +# 2 | 1| N
3 93§ (CPFX #¢ 5 Bf 47 §, CCL £ 5 2% 46 Unknown | 2 2
A, BE&REH 13 4] (CPFX #5387, CCL 5% Property of Ii\l/\[/l 58 5(13
66 Thotco BHMRIFDONEIL S aureus 41, sputum P 47 44 NS.
S. pneumoniae 134, Streptococcus sp. 3, B.catarr- Unknown L
halis 2, E.coli 2, Klebsiella sp. 7, P.aer- Dyspnea + ol I
uginosa 18 f, % DD Pseudomonas sp. 2 ], H. + 5 12
nfluenzae 41 B, A.faecalis 18] Th - 1o BREHE Chest pain I Eﬁ ?i N.S.
DA X TRAE SRR A BRI RS bh e o 7o — TR
(Table 10), + e | s
ShHOHD 5 bEEHE (MIC) JIEAFirhbh ik Rales + 2 | 2| N
KX 54 BT > feo THAIBYSBEM T CPFX % X O° sl S
CL o MIC ikttt o5, HEELL ORI - Cyanosis + 1 9 NS.
foo ¥7z, CPFX #5BTD 26 k¥ X8 CCL {35 - 98 | 100
BTo 28 #kL b, CPFX ikt LT3, THENKES Dehydration Unk:own i 2 NS.
% 3.13 ugfml LA, 1.56 pg/ml LA F 0 R 1F 7ok <3 = T %
Rllo —%, CCL it LTid, Mtk L2 Hh 5100 WBC 8~11.9] 40 | 40
lml L% 7R3 k0t 2 R E R T ke 6 BRI L (x| WL 1T 1 NS
{Table 11), Un;nown 1
8. BEHAR <19 23 21
RERD 14 BRIOKE AT ebi iRl 159 B C ESR AR R ks
BY. TRLIATRS AL SR 35 B, 8~13 (mm/ho) | Tzep | 18 | 28 h
AR5 ShicERA 11 HITh - 7= (Table 12), % - Unknown 9 11
W ARETRE YR L4 0Oz, Table13d i e 3+ 52 62
RUI#, CCL §5BHT 3\ C BEERR BT 4 O 7ot CRP | 4+~5+| 24 | 17 NS.
BSaiehi S el S » 2o : =6+ | 10 1
4, NEBLYEI T BEERS R Unknown 4 4
= =80 3 1
D 20i6 Lo Rl k2 2 Pa0 60~79 9 | 13
DERRI X 0¥ S TR S R OB R N < B R
HBERR L, Unknown | 83 82
EORRB L Licipa, CPFX #50¢ 103 pid, % PaCO, <49 2 3
MIT 2.9%), %1 84 f1 (81.6%). ©HM 12 Bl () | g | B oS

ALT%). ®8h4 % (3.9%) <H b, CCL Fr52E 102
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Table 10 Distribution of causative bacteria

Characteristics

Statistical

CPFX CCL .
analysis

Monomicrobial infection
Polymicrobial infection
Unknown

47 46
7 6 NS.
49 50

S. aureus

S. pyogenes

S. pneumoniae

Streptococcus Group A

B. catarrhalis

E. coli

K. pneumoniae

K. ozaenae

P. aeruginosa

P. maltophilia

P. putida

H. influenzae

A. faecalis

S. aureus+ P. aeruginosa

S. aureus+ H. influenzae

S. pneumoniae+ B. catarrhalis
S. pneumoniae+ K. prneumoniae
S. pneumoniae+ K. ozaenae
S. pneumoniae+ H. influenzae
B. catarrhalis+ H. influenzae
E. coli+ K. oxytoca

P. aeruginosa+ H. influenzae

S. aureus+ S. pneumoniae+ H. influenzae

O b N Y w
—

—
<
[\
>

N.S.

[ S R ST

=N

Fich, H%h 60 £ (61.9%), E% 16 £ (16.5%),
&% 21 Bl (21.6%), HENEES FITH oo ERhE
B L abet-E%Riz, CPFX #r58% 84.5%, CCL
#E58 61.9% ThHH, CPFX BEHTHEEREVEL
hB Rt (P<0.001 ) (Table 14),

KRAC & 5 &, K[EIIRED R4 E T
CPFX #5653 26 G, ER1H, B 21 4, =F
¥4I CHEIR 84.6%, CCL H-58 27 fich, Hp 12
Bl, RXHER6 B, EHIFTHEYR 44.4% Lich,
CPFX # 58 T CCL 5B IHXERERB VAR
Bohi (P<0.01), *7:, MKED BPEHMETIZ
CPFX ® 5B 7 HIFLAEHTHYHEK 100% ThHh,
—7%, CCL ®#5# 80k, B 46, LRER 20, &
Zh2 Bl THEEK 50.0% T, CPFX #E# © CCL #
ERCHENEYRO L THAENE D b h fo st (P<
0.10), BIEARBEERZA DI -1, BHLIEZL
Tk CPFX #5658 55 fik, ELh16), HX 45 4,
RRLHE%6 B, EHH3F T HEHKRS36%, CCL #s
BE 53 Bk, H%h 35 4, LBLTH, EZH6 M, H

EREE 5 Bl THERHR 72.9% & CPFX HEHOHH
REVERRYIR Lich, WEFRSRMcEEES
bhigh -t CBBAMEE S X DOREHEETI,
%)% CPFX # 5.2 9 fich 77.8%, CCL #5% 104
50.0% DEBHRARI NI, WEARGHHMCH
TeZE XA B Rieh - 12 (Table 15),

2) EEEEKRDR

PNERET R WTHE I R BEENCERDRE
Lo

BIE, hEEOWThTh, Tablel6 RT L5
CPFX B5Bc B & &\ & & BoRdhic @
0.01),

3) RAEABERHE

NERLTH T BAES BES hic 106 A2
FEIRZH R 2 BET Lo

BpmRHe3, CPFX 58 47 gk, Z%30
% 32 §l, SXER B, WHIW, HHK 45%
CCL 52t 46 fIch, A% 19 @I, ©oHEH 1A
m2 15 G, HTRE LG, BHEK 42.2% TH)
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Table 12 Duration of treatment

Duration CPFX CCL Statisti?al
analysis
~ 7 days 13 22
8 ~13days 6 5 (F)P=0.0978%(2Z)
14  days 84 75

CPFX #5313 CCL ERI~NERCEVBKRYE
BRIhic, ThbXEEEICERT S &, S pneu-
moniae BRFTR\ T, CPFX 58 7 flh B %X 85.7
%, CCL #5836 firFH%h®R 50.0% & CPFX #&
BHOANRBVWERRY /R L, H.influenzae BHuiz s
T, CPFX #5658 17 fldhExhR 82.4%, CCL #
58 24 fIrhE%HR 54.2% L CPFX R THECE
hicENRB LRI,

% fo, B.catarrhalis, P. aeruginosa, P.maltophilia,
P. putida, A. faecalis 1t ¥, $ /et CCL iwxt LEZE
2RI IV EEY BA L CBE0 BRHEIL
CPFX # 5% 35 fish, E#H36, B% 28 I, ©°°F
286l EHIGT HZEK 74.3%, CCL HEEF 35
Bk, H%h 18 B, RHEXT 6, £ F, HIETE
161T, BREK 52.9% Thot, Tibb, CCL IR
FHFRERVCEERYRVTY, CPFX #5582 CCL
BEFICHNBERICBERDEY R LI DEVZ L 5,

BARY AHALET 18 flidhh i, W
RAZEHOBRDRCEREZ LA bR igh - &
(Table 17, 18),

5. NERLSHE X HHEFHZE

BEAEMSEE I i 106 ), 120 gRico\C, NER
L1 X Y HEINCABRESFOMBEFNDHR 2 HLE
Bt Lo

CPFX #5% 54 firfp, %k 35 B, B30
WAL 46, R 260, FE 10 FiT HEE 64.8
%, CCL #5352 fh, MK 22 fl, B3
WML LG, TE 24 fl, HETE2HT HEX
44.0% TH»bH, CPFX HERZABELEWVHEEERELL
Hhte (P<0.05) (Table 19),

B BH3 % &, Table20 iond I &< CPFX
BERNS DEEIR o 61 #h, K 45 B WA 3
B, RE 12 ¥, HIERE LT MEEK 75.0% TH
oo —F, CCL ®EBEM LABES N 59k, HEK
30 Bk, WA 1Ek L 26 #F HIETH 2T HAR
52.6% TH 710 Tibb CPFX HE5H TOHKERL
CCL #EBOFRICH~NAR BRTHoTe T05
% H.influenzae TOM%RL, CPFX #55f 20 tkep
90.0%, CCL #5327 e 55.6% (A& HBWT
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Table 13 Reasons for discontinuafion of treatment
. P id isti
Drug No. of Cured oor Side Others Statxstlc.al
cases effect effect analysis
CPFX 19 12 2 5 x*=9.8412"
CCL 27 7 8 5 7 P=0.0200
Table 14 Overall effectiveness judged by committee
Efficacy rate (%)
Drug No. of Excellent Good Fair Poor Undecided | Excellent- | Excellent- Statistical
cases . analysis
Good Fair
Z=4.0694""*
CPFX | 103 3 84 12 4 84.5 9%.1 ,. P=0.0000
(x")P=0.0903*(E)
CCL 102 60 16 21 5 61.9 78.4 (F)P=0.0004"**(G)
(F)P=0.0002""*(F)
Table 15 Clinical effectiveness classified by diagnosis
Efficacy rate (%) Stk
. . No. of . . tatistic:
Diagnosis Drug cases Excellent |  Good Fair Poor | Undecided | Excellent- | Excellent- andlysis
Good Fair
CPFX | 55 45 6 3 83.6 94.5
i iti NS.
Chronic bronchitis ccL 53 % 7 6 5 7.9 85
Respiratory tract Z=3.3
) ‘;S";,’a °;¥thra CPFX | 2 21 4 8.6 | 100 P=0.0007
. & o cL | 7 12 6 9 #4 | 667 | (FIP=0.008"()
ronchiectasis (F)P=0.0018"(F)
Diffuse CPFX 9 6 1 1 77.8 88.9 NS
panbronchiolitis CCL | 10 5 1 4 50.0 60.0 -
i Z=2.010"
Respiratory tract | cppy | 4 7 100 10
infection with L 8 ' 2 2 50.0 5.0 P=0.0443
pulmonary emphysema ’ ’ (F)P=0.0769"(G)
Respiratory tract
_cspurarary e CPFX| 5 5 100 10
infection with -
. CCL 4 4 100 100
bronchial asthma
.Respx'ratory' tract CPFX 1 1 0.0 10
infection with -
o CCL
pulmonary fibrosis

BAREILHVCHERN Bohic, ERANR LR ER
(%, CPFX $ 53 CCL B EH L LIC 3 HITH » feoX
RE & LTHIZE Ti Flavobacterium 1 #k, S.pneumo-
niae 28k, ®HE Tt P. aeruginosa, S.pneumoniae,
E.coli & 4 1 1 8H Ehi (Table 21),
6. EEKERS L CERRKEMEOSRERE
MEARSHOBKER, FTRP X UHEREREHCH

LT, #5BE3 A% 7 A& 14 Bko AR
H B HB R T CHBREN Lise ¥1 BRE
RIZO TS 5 B 1% b FER I fo 55, &
BER ST~ 1 RS 3 L EAvsEi
LTEH L,

iR O & TR, W 7 A%, 14 B, BRED
SHE 7TH#E 14 A% FRESEO3ER SER
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Table 16 Clinical effectiveness judged by committee classified by initial severity
No. of .
Severity | Drug Excellent Good Fair Poor Undecided Statistical
cases analysis
59 0 46 10 '
CPFX 3 0 2=2.7269
(78.0) (16.9) (5.1) - .
Vild P=0.0064
: oL 63 0 33 11 14 5 (F)P=0.0183*(G)
(59.6) (19.0) (24.1) (F)P=0.0038"*(F)
44 3 38 2 1 0 Z=3.1686
CPFX e
(6.8) (86.4) (4.5) (2.3) P=0.0015
Voderate (x%)P=0.0967"(E)
CCL 39 0 27 ° 7 0 (F)P=0.0085"*(G)
(69.2) (12.5) (17.9) (F)P=0.0232"(F)
Fig.2 Improvement of symptoms and laboratory findings
Symptor d -
LZ?O?’;CI::Y“ d?ys CPFX | ccL Improvement rate (%) S‘tat.lS‘UCaI
findings atter 0 10 20 30 40 50 60 70 & 90 100 significance
3 | 50/66 | 37/61 [} (F) P=0.0857"
Body 5 | 52/62 | 34/53 . (F) P=0.0185"
temperature 7 | 55/63 | 41/55 e S) (F) P=0.0982°
14 | 43/49 | 33/45 [ Q (x?)P=0.0759"
3 | 39/95 | 31/88 b N.S.
Cough 5 | 53/91 | 40/82 ) N.S.
7 | 64/96 | 45/88 »_ (F) P=0.0363"
14 | 65/84 | 47/74 ] ~o (F) P=0.0787"
3 | 37/91 | 28/91 o N.S.
Volume of 5 | 52/91 | 37/83 e (x*) P=0.0977"
sputum 7 | 63/94 | 42/89 Y ~a (F) P=0.0074""
14 [ 67/85 | 45/75 e o] (F) P=0.0151"
3 | 40/96 | 41/92 Oe N.S.
Property of 5 |35/93 | 35/84 J N.S.
sputum 7 | 37/9 | 37/89 [ N.S.
14| 41/86 | 39/75 ~OYe N.S.
3 | 34/52 | 27/58 (F) P=0.0562"
Dyebnea 5 | 37/49 | 30/53 (F) P=0.0603"
ysp 7 | 43/54 | 37/56 B N.S.
14 | 39/46 | 30/46 ¢ o (F) P=0.0527"
3 | 7/ | 7/1 03;\ N.S.
Ch ; 5 [ 9/10 | 8/11 N.S.
st pain 7. [ 10/11 | 9/11 T » a N.S
14 | 9/9 | 7/9 ¢ B N.S
3 [ 22/60 ] 16/52 N N.S
Rales 5 | 24/51 | 18/46 e N.S
7 | 42/76 | 36/70 j e N.S
14 | 42/72 | 35/65 » D N.S
3 1 3/3 ] 2/2 {: ;
. 5 | 2/2 | 2/2 :
Cyanosis - 374 VA ,O/ NS
14 | 2/3 o] -
3 | 5/8 | 4/7 .0 ; g
: 5 3/6 | 4/5 C .S.
Deh ;
ehydration 7 9/10 | 878 — N.S.
14 | 7/8 | 6/6 1K) N.S.
3 | 15/25 [ 13/21 o NS,
WBC 7 | 38/53 | 31/51 ‘} N . \' B
14 | 36/52 | 27/48 LA | NS
3 | 6/26 | 2/21 o N.S.
ESR 7 | 28/56 | 21/55 - R >
14 | 35/58 | 26/51 ~e o t gf
3 | 17/32 | 14/3% b [ S
Crp 7 | 51/70 | 39/71 e P (F) P=0.0353
14 | 51/72 | 42/66 N & ] N.S.

o—o CPFX, e&—eCCL
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Table 17-1 Clinical effectiveness judged by committee classified by causative bacteria
Effectiveness
{lent isti
Causative bacteria Drug Exg;)en (icéo)d Fair Poor | Undecided | Total rate (%) Stau]s'n?al
(B)+(6) s
CPFX 0 2 1 0 0 3 66.7% N
S. aureus cCL 0 0 1 0 0 1 0.0% S
CPFX 0 0 0 0 0 0 - _
S. pyogenes ccL 0 1 0 0 0 1 100.0%
X CPFX 2 4 1 0 0 7 8.7% Z=1.79%2"
S. pneumoniae cCL 0 3 1 2 0 6 50.0% P=0.07%5
CPFX 0 2 0 0 0 2 100.0% _
Streptococcus sp. ccL 0 0 0 0 0 0 _
X CPFX 0 1 0 0 0 1 100.0% NS
B. catarrhalis oL 0 0 0 1 0 1 0.0% B
E coli CPFX 0 0 1 0 0 1 0.0% NS
i CcCL 0 1 0 0 0 1 100.0% >
. CPFX 0 1 3 0 0 4 25.0% NS
K. pneumoniae ccL 0 0 1 0 1 2 0.0% S,
K CPFX 0 1 0 0 0 1 100.0% _
- oaenae cCcL 0 0 0 0 0 0 -
Z=2.531"
P . CPFX 0 7 1 1 0 9 71.8% P=0 g?;;
. aeruginosa =(.
4 [1} .19
el I ! ! P M mpenasre)
. CPFX 0 0 0 1 0 1 0.0% _
P, maltophilia L | o 0 0 0 0 0 -
. CPFX 0 0 0 0 0 0 - _
P. putida ccL | o 0 0 1 0 1 0.0%
Z=2.130'
H, infl CPFX 1 13 2 1 0 17 82.4% P=0.032
. InJluenzae o =V.
CCL 0 13 4 7 0 u 2% | (5p=0.@#(0)
. CPFX 0 1 0 0 0 1 100.0% _
A. Jaecalis oL | o 0 0 0 0 0 -
7=3.6450"
Monomicrobial CPFX 3 32 9 3 0 47 74.5% P=0.003
CCL 0 19 1 15 1 4% 2.2% | (F)P=0.0%8"()
(F)P=0.0014"(F)
S. aureus CPFX 0 1 0 0 0 1 100.0% NS
+ P. aeruginosa CCL 0 1 0 0 0 1 100.0% -
S. aureus CPFX 0 1 0 0 0 1 100.0% _
+ H. influenzae CCL 0 0 0 0 0 0 -
S. pneumoniae CPFX 0 1 0 0 0 1 100.0% _
+ B. catarrhalis CCL 0 0 0 0 0 0 -
S. pneumoniae CPFX 0 1 0 0 0 1 100.0% _
+ K. pneumoniae CCL 0 0 0 0 0 0 -
S. pneumoniae CPFX 0 1 0 0 0 1 100.0% _
+ K. ozaenae CCL 0 0 0 0 0 0 -
S. pneumoniae CPFX 0 1 0 0 0 1 100.0% —
+ H. influenzae CCL 0 0 0 0 0 0 -
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Table 17-2 Clinical effectiveness judged by committee classified by causative bacteria
. R Excellent Good ) Effectiveness o
Causative bacteria Drug (E) ) Fair Poor | Undecided | Total rate (%) Statllstuj,al
(E)+(G) analysis
B catarrhalis CPFX 0 0 0 0 0 0 -
+H. influenzae ccL 0 0 1 0 0 1 0.0% -
CPFX 0 0 0 0 0 0 -
E. coli+ K. oxytoca _
CCL 0 1 0 0 0 1 100.0%
P, aeruginosa CPFX 0 1 0 0 0 1 100.0%
+ H. influenzae ccL 0 1 1 0 0 2 50.0% NS.
S, aureus+ S. pneumoniae | CPFX 0 0 0 0 0 0 _
+ H. influenzae CCL 0 1 0 0 0 1 100.0% NS.
o CPFX| 0 7 0 0 0 7 100.0%
Polymicrobial 0%
ccL 0 4 2 0 0 6 66.7% NS.
CPFX 0 45 3 1 0 49 91.8%
Unknown 8%
CCL 0 37 3 6 4 50 80.4% NS
7=4.0694"""
P=0.0000
CPFX 3 8 12 4 0 103 84.5%
All total ° | (x9P=0.0903(E)
cCL 0 60 16 21 5 102 61.97 '
% (F)P=0.0004""*(G)
(F)P=0.0002"*"(F)
Table 18 Overall effectiveness classified by type of infection
(excluding unsusceptible bacteria to CCL)
of Efficacy rate(%) tatisti
Type of infection Drug No. o Excellent Good Fair Poor Undecided Statis lc’al
cases E-G | E-F analysis
6(+) CPFX 12 2 8 2 83.3 | 100 7=1.9213*
CCL 8 4 2 2 50.0 | 75.0 P=0.0539
7=1.6474"
Monomicrobial | G(~) gzix B 1 li : ; i ggg 331 P=0.0995
a ! ' | (F)P=0.0522"
7=2.5395"
Sub total CPFX 3 3 23 8 1 74.3| 97.1 P=0.0111
"o | % 18 7 9 1| s2.0| 75| (FIP=0.0824(G)
(F)P=0.0063"(F)
CPFX | 4 4 100|100 3
G(+)G(-) oCL ) 1 00 |10
_ CPFX
Polymicrobial |G(-)G(— -
R I 1 1w |10
CPFX 4 4 100 | 100
Sub t -
ub total ccL 5 9 100|100
a.8| .0 2=1.69%7"
Unkaown CPFX | 49 4 3 1 LE| B0 poom
oL | % a 3 6 4 A1 (pyp=0.0502'(F)
2=3.1087""
Total CPFX | 88 3 7 1 2 8.2| 9.7 P=0,0013.( |
15 5 69.7 | 81.7| (F)P=0.0168"(G
CCL | & 57 10 (F)P=0.0005"""(F)
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Table 19 Bacteriological response
Drug Ij:'sezf Eradicated | Replaced ;::;::thlz g Decreased VPersisted Undecided Ii;i:iij:)d S;::i;tici:l
HERHEERR R
Table 20 Bacteriological response classified by causative organisms
Organisms Drug ::;izi Eradicated | Decreased | Persisted | Undecided If_‘:::iii;e)d S;:::;i:l
A E BRI
S. pyogenes CPFX -
CCL 1 1 100 .
S. pneumoniae ggix 1; g 3 Z;; NS
Streptococcus Group A ggix 2 2 100 -
Bawrials | p | 5 |y | oo | s
B cl o | 2| o 0 -
K. pneumoniae ggix 2 ‘11 i ggg NS.
K. oxytoca g(};ix 1 100 —
K. ozaenae CPFX 2 2 100 —
CCL
Pamanne |G| |5 |1 | mo | M
P. maltophilia ggix ! 1 100 -
P. putida i . - -
H. influenzae gzix ;g ig 1; 1 :gg (F)P=0.0220'(E)
A. faecalis (C:(l;f, X1 1 @ | 100 -
woa |88 [ [ E L[ 5 [meenen

MA%SIU CRP 07 BRICOWTR, CPFX $5  XREK X ) HES L mRAR S B OBRIREE
D CCL BEHILNTERCENDD, HBVIET B Lis

DIEEAHZ DN, & Didd ORISR X OHEE T CPFX #5573 103 @i, 22 17 4, A% B A
TR HECEELE XA b, CPFX #ER, 2% 13 6, &5 HlC, HHR 82.5%, COL &

CCL ®EF L BhiHBERNB LN (Fig.2),

7. EREHEC L HERHE

59102 Glsh, EH6pl, A2 A eoEHY
B, 4% 22 I, HERES GIC, HAE 59.8%
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Table 21 Causative bacteria and isolated bacteria
after treatment o

Causative bacteria Isolated bacteria
Drug ausativ after treatment
P. maltophilia Flavobacterium
CPFX H. influenzae S. pneumoniae
H. influenzae S. prneumoniae
B. catarrhalis P. aeruginosa
CCL  P. aeruginosa S. pneumoniae
P. putida E. coli

b, MEALFIE LA CPFX #52T12 CCL 5
FithRBhIERSREIR I h fo (P<0.01) (Table
2),

8 BElfffik XVBKREMERE

EfF A ORF LIcEESI: CPFX #R55E 107 Bk 6 |
(5.6%), CCL #5% 114 GI-R 74 (6.1%) TH b,
EORARILE W THERR SRR A EZIA b
ot BIfEAOIER, BEOWAL, CPFX 58T

LEBEAOLREE2HTH D, BED 4HIIZRKTIE
161, E& 14, & - WEH: « AR 6, F#1 4
THY, PRED2HI0NE. - THTRE G, %
BIGITH - 7o CCL B EBETI2, BE 20, th&%ps
BIT, BEDO20XAKTRLA, KE16THbh, &
FEDS FIIER 14, BX - BHRAR 26, B - 1B
H16l, BBE1GITH - o Wi LEEBLBIER I
Hhieh -tz (Table 23),

ERREERE YR LML CPFX 58 104 f
12 f) (11.5%), CCL #53f 105 ik 12 ] (11.4

7 ThHY, MEAREHORBRCEERIIA bh

Mmoto FDOAEIL, CPFX BEETIIMmMELS v 27

P -€ER5H, FMRHESS5H, BUN LR10)

BUN: 7 v7#=vEH - RES - RibE+ A0
HRERE1MITHY, MEZ/Vv7F=vD LRBYBRE K
EHBETH 7o CCL HEBTIZ, MELS A7
IF—-LERAG, FEEEE 406, FRRE 16,
BUN EH1%, mE+S 27 i+—-+-BUN nFE
A10, FORE - ~=s/eavB .- ~<t 2y, A

Table 22 Overall effectiveness judged by doctor in charge

No. of Efficacy rate (%) Statistical
0. O X X tatistica
Drug |~ s | Excellent | Good Fair Poor | Undecided | Excellent- | Excellent- analysis
Good Fair
7=4.0872"""
CPFX | 103 7 68 13 5 8.5 9.1 P=0.0000
, ) i (F)P=0.0266"(E)
CCL | 102 6 52 17 22 5 59.8 77.3 (F)P=0.0005"**(G)
(F)P=0.0003"**(F)
Table 23 Side effects judged by committee
CPFX :CCL Statistical
Side effect .
ide effec Mild Moderate Mild Moderate analysis
Anorexia | 1 1
Bitter taste and stomach discomfort 1
Nausea 1 1
" Nausea and anorexia 2
Nausea and vomiting 1
Nausea, vomiting and anorexia 1
Soft stool 1
Eruption 1
Fever 1 1
4 2 2 5 NS
Total (3796) (197/) (1895) (4490)
No. of patients 107 114
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Table 24 Abnormal changes in laboratory findings judged by committee
b No. of Abnormal changes in laboratory findings Statistical
rug .
cases No Yes (Mild) Yes (Moderate) analysis
CPFX 104 92 11 (10.6 %) 1(1.0%) NS
CCL 105 93 12 (11.4 %) -
Abnormal changes in CPFX CCL
laboratory findings Mild | Moderate | Undecided | Mild | Moderate | Undecided
GOT T 5 abed 4 fgh
GPT T 4 abed 4 fgh
Eosinophilia 5 5°
Neutropenia 1
RBC!, Hb!| and Ht| 1f
BUN 1 2°¢ 2"
S-Creatinine 1 1°¢
Urinary protein 1°
Erythrocyte in urinary sediment 1°
Each alphabet of reference marks indicates one case having duplicated changes.
Table 25 Utility judged by committee
Markedl: Slight!: Utility rate (%)
No.of | oKW | ey | Y Definitely . - Statistcal
Drug cases useful ) useful Useless useless Undecided | Markedly Ivs
(MU) (SU) weful | Ol analysis
7=4.3089""
CPFX | 103 3 8 12 4 1 29 8.5 P=0.0000
(x%)P=0.0871*(MU)
CCL 102 57 19 2 3 0.0 57.6 (F)P=0.0001"""(U)
(F)P=0.0002""*(SU)
Table 26 Utility judged by doctor in charge
Slight!. Utility rate (%)
Drug No. of | Markedly | Useful ulsgefuly Useless Definitely Undecided Y i Statistical
cases | useful (v useless | o Markedly | o 1 analysis
(SU) useful
Z=4.591""
CPFX 103 13 68 16 6 12.6 78.6 P=0.0000
S 7 4 % % 2 7.0 g0 | (F)P=0.000""0)
(F)P=0.0001"**(SU)
DET# LOFBRMS 1 AITh- 125 WFhICHL ok, CCL HERTE, 102 IR 57 Al #7ET

THLBRELETH - 7= (Table 24),

9. NEELSHTE X AERAK

PNERER X DHE SR ICAEF RS BHEOR AR T

&&% L7

CPFX #5RETi3, 103 BIhIERICHRE 3B, #HE
83 I, ¥FET 12 fl, T4, FEFAELAT
FHICHRR LOME X AbeiliRRiL 83.5% TH

19 G, 7R¥ 23 G, HEREIAT WERT.64T
»b, CPFX #5 @< CCL 5Bk ~ARREE

B RSt (Table 25),

10. FHREHEC X 5FERHE

THRER L D HES W TER R SR OR AL
Bt Lico
CPFX #5Btcis, 103 fisdeiicie 18 Al BE
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58 g, ¥+ET 166l i 6 flcHR®R 78.6%, CCL
&5ﬁfm,wzm¢##mﬁﬁ7m,ﬁﬁ4lﬂ.i
fyf%mL$ﬁ26%%ﬁ$%2WfﬁE$4&0
%fbmcwxﬁ$ﬁf¢§ﬁ%ﬂﬁ&@§.al
BEEC LB BRI RS #iz (Table 26),
. # ®
FHROCY Fy AL EVER O & 1 & RAEH
PFX DBHSERRECHT B BRYR Reteis
SO A E BN CTES 5 BT, CCL #XR
g1 L LC2E 38 FIRlBe o0 DB AR TO
RAFRC L 5 —EEREBRBR Y R L1,
REOEYVF v AL X VR # o Nalidixic acid,
siromidic acid, Pipemidic acid, Cinoxacin (X E.
ol R U T B 7T AEERECHT AHENINE
1, FCRBRPFECH LTERIhTERA, /74
B R P. aeruginosa, Serratia, H.influenzae ig &
D75 ABRBECH LTIRB EAERENEE LisL,
L Lishis, BERRINLHFEROCY Fvyh R
/B%o NFLX®, OFLX4"® ENX5%0 13 Zhbkb
OBIH LTE CHENRIEA L, 2 2oRRORARE
Arh 75 st LTHENIXHER LTV 5, %
o BRECEHREHNO BH HEA7 7204k
b, BEESBTIC X ) PRERIECH LTHHET
TR s TE T,
CPFX i3, BNA Y - A=At CHE I/ )
FHD 141z cyclopropyl & H3 5 ARHMEHF T
TIcs 32 [@ B ALEREFE AT B AR LT
L BROER S O CERRENER IR TV 5%,
FIXFPRBEYSED RAE L LTEETR S. aureus,
pneumoniae 1t ¥ @ 7 5 ABEME, H.influenzae,
.bneumoniae, P.aeruginosa 1cX D7 A BEHEEIC
FLIEL BRI N2 BT AEHITH h, L H
8D NFLX, OFLX, ENX HNRTHZ LA EDHE
BBVT, 2~4EERHENERL TV 5% ¥
5L *Y AR S aureus, E. coli, K.pneumoniae,
. aeruginosa vz x %4 5 RY, K.pneumoniae X b
TEREERTL BN RBEREY R LT\ 52 FH
EnREROLEB~OBFTIRIFCT AT, P TR
VRRE X W B i~OBF L E2RER, OEREXK
O NFLX % oz 0@ o HEHIC PR BRREC
ICORRAEI IS S h B EEX DR L Do S5
S OYEETE, MERE L RERBEORAY v MK
INDBIGARER T B, 1, b b THMABRED
T1B~23 DEFHAOBFTAZ LR T\ 5V, £H
ARORRLEH THEN S WK RBR I 1T 5 IER 35
SETIT flokgRiz 73.8% ThHb, Ef, OO

b, BEIELZR VERNMIEZXAOZHHEE K
EBREYH - LREZINERE SEIHE MRERE
DG SGERYIE 432 IOFHRL 71.3% LBHTH
RTH o 12?s

TR B RRGUE TOMBEFIPRCE LT, BHERE
BRYFED B BAETH % H.influenzae, K. pneu-
moniae, S.pneumoniae Txf LT, FhFth 90.7%,
85.7%, 78.1% rm\VHEHEARLERD LAY,
PEDXdic, RFDBEKRIHRLOCHMEFHIDHE
GEBRS Y KT 5L 0TH b, AHO FREBRESE
FE, LWRHBEARI T ANENT b, —BRHE
et L b B 1B RERRRE T A BRI RE S
h3LDTHA 5, ¥2T SEZhLOER» HLEBHE
SERLIECT 5 AR ORBRBR AL S L xER
Lt
RNBEFDOBECH to» Tit, ARBBFICAREET
B OEMCERBERECHT A BIEERT S b OB
fehrotez b, FOBAT CCLIELF LW EOFO
v, HEZECRLURRSRLECERASh, £
HREENTS LR TR D, 72 CCL REEZRCHIL
YHETBLOWEELD, Enow7 = sFK|0 CCL H5E
CAEkétho

P. aeruginosa ¥ CCL ORBEHM TIXIe\ A3, LD
BHESERLEOREAB L LTREETH Y, RESE
o LTIE LA CRABORE AT iR S
nBC EASVERYER L HREECIT L KB
HERIT Foh - fo s, P. aeruginosa BRfuhgbhich
&, ChERZLTHINE»EEHREOHMNER T,
CPFX 5B WTIE, BHESERREORKE
L LT EBEEDE H.influenzae, K. pneumoniae,
P. aeruginosa 1L E T HARO HES, HRBBE
QKL,~&ﬁxa%fxﬁﬁﬁ§KﬁLﬁﬁkﬁK%
%ﬂﬁgﬂ,#Oiﬁﬁ@ﬁf%ﬁﬁ@k#otlﬂi
6%n@(%3)&Lto~ﬁ}CU‘KOVTR.ﬁ%
ﬁﬁ%i&mﬂ?émﬁaﬁfﬁ%ﬁﬁm%éhnﬁ*
2, gt EERETHH1IER TS0mg (43) &
Lf;lz.ls)o

* H#gBRIC 35\ T CPFX & 5\ CCL e
RAEERIS 230 PITH - kopt, MERECHEVT, AR
%m;moﬁ%u%ﬁ&f,¥%¥MOE%Kﬁékv
LM h 25 FiRBRSFL, 205  (CPFX #5%
ms%.cm‘ﬁ$ﬁlm2%)momfm¥H©ﬁ%%
B X OVERESRE I
:h&ﬁ%%%%ﬁﬁ%%f@.%ﬁ@%ﬁﬂ%uﬁ
vf,ﬁﬁ.ﬁ,ﬁ%,%iyﬁﬁﬁ.Eﬁﬁ%-ﬁﬁ
ﬁ@ﬁ%,ﬁ%%,aﬁﬁ%ﬁwﬁﬁﬁﬁ%lvﬁﬁ&
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&, BAES IVEARZESFECThOTRETF
TLHEHNCEEORDY XEDORILP - DT, T
HREEYEBE ER L 2L, UTOBTRTR
- To

NNERLHITT X 5 BRFE>\WTL, CPFX #
5.7 84.5%, CCL 53 61.9% DEHERTDH Y,
CPFX #EENEEER T (P<0.001), HEFI
wAhBE, SETHRE BREO_RESRT CCL #
ERHARERECBVEYRIRIhic (P<0.05), %
fo, EREHEC X BEERHDE TS, CPFX H5HIIE
%R 82.5%, CCL HREMIIBHRHX 59.8% L BR =
(P<0.001) Ai&Zbh, NEAKSHEORKLFhL—K
LT\ :

NERLHTE T X 2RAEIBKRGRCOVTL, B
shikgu¢ CPFX #5458 74.5%, CCL #5Ef 42.2%,
DEZHRT, CPFX HEHNFE EhTv i (P<
0.001), &<z, H influenzae 5%y, P.aeruginosa B
BB WTCEHEEY S - T, S.prneumoniae EHITE
THEEEY Y - T CPFX #E#NERT % b, CPFX
o H.influenzae, P.aeruginose, S.pneumoniae \Zx}
THERIHENERBE LI D EEL BRI

AHBRBR CRNBEF L Lic CCL %, P.aerugino-
sa BIEUDETH OO EEZ HFLTRTEAE
HENEE LT, L L, $ED X 5 ISR
BERPEX AR & LICHBERARYER LICBE, Thb
DEENLEHEELMBEY EDTWBHT W90 D, 8
LI X 5 CRFE@ED LR e - 7o FRBRICE W
T, CCL o@LEME & LTRD LR TWin\ - EfE P
aeruginosa, P.putida, P.maltophilia, B.catarrhalis,
A faecalis D\ WFHhADERRKE LTI NIEME, B
I, BEERYE b T CPFX #E58 15 ], CCL #
EF 15 fiThotco £ 2 T, Thb 30 flisikh
LERWTET LEEBE& T\ WT L, CPFX 5% 85.2
%, CCL # 58 69.7% DEREIR X h, CPFX #
EEFNERCE R T i (P<O.0D), BEZKAIhT
W5 CCL o BILE#E T H 5 H influenzae, S.pneu-
moniae W X 5 EHKERPFEICR L CPFX 23 T
BEhi-BERHELXT L, »> CCL oBFL/EED P.
aeruginosa 7o X X B GHESERIIEC S Bhic BIR
FRER LT £13, AFIOEE A BRI IR
IhicbhDEEL 5,

MEFEHRRICOVLTUE, BAEEBEI Nk
RN L LicBE, CPFX #5538 75.0%, CCL #E&H
52.6% DHEERETHY, MBCERCEV HERNA
bhte (P<0.05), BRI+ 5 & H. influenzae i3\~ T
CPFX # 5P 90.0%, CCL #53f55.6% DOMLRT

AEEVA LRI (P<O0.05), 7eis, P.aeruginosg |
#17% CPFX BEHOMARIIIG. 2% LERT i
PRE—B Uittt ChixEE LTOBERgS
EXLRLETH Y, T O - RERCEEBE
BECHRELR LV EFEL R CORBERS Lug
HIOBBAEL L OAS, BEMOBRI AR s,
b0 LtBbhs,

ZREAREH LS 3HIcRbh, CPFX 5§
H.influenzae 72 % S. pneumoniae = XM Liz1 o
B EHAEI RS WTRLERDREED by
Mo Tco -

FEERIER, FTRI XV BRBREMED HEErO T
X R KL BRE WREO BRERS LY
CRP fEOZELTHEES L REER B bh, 1]
hi CPFX #EHIEWTEWHEENTRINE, §
fo, FAROCA RS ERICELED bhich - 1EE,
B HAICOTix, CPFX 5.3, CCL 5B
BhicRERNEBLNT,

LLEo g2, Bt L 72 CPFX #L8o B
CCL #5 I v ERE Lo Y BATBL0LE
hhb,

etz ouTi3, CPFX #&581c 5.6%, CCL &
LB 6.1% DREIFAOREANZ BT, FEHRS
BRI EELZIRD bR ol ¥, TMELELT
EEREIER IR, HIEBER TR OTHok
KR EEREE LY, CPFX #5538 11,5%, CCL&
LB 11.4% LR ERE L RO OBOLER
ROBBHANE CEHCHAREIELORT, }7
VAT $F—EDOLR, FREREENZLALTH),
LRERERBE LD Didieh o1

INERLHER X 5 ERK oW, CPFX £5
Bt 83.5%, CCL 58 57.6% DOHRRTHH, Ih
EHETELFRER 78.6%, 48.0% Thoiwo WTh
DY TH CPFX #ER AR cEh At
MERdbhte (P<0.001),

Uk, Bl ERECRT S CPFX & CCL &0
HB B M Lk R, CPFX 1 HE 600mg 438
E13 CCL 1 & 750 mg 4 3 ik, @hihd
Pa Lo RS h R aAET 5T Lrmobh F
AR WTRBEL T LARINTS

%7 A#I Hinfluenzae 1o & % Egucy LTBR
B, MELOHRCER, 25 CCL OHENR
W 7c\us P.aeruginosa i@ & B RRGH LT L BnER
gb%%/ﬁ:\ Lf:o

LI EDRSK Y v, CPFX (Zi4E 0k 1t
RIS XU REOREOKE SEROBENEE
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rERERCE L Ee R T LB A B Va1 AR TR
sERRECH LTEROEREORVWRATHY, &
QeAHNER RS THB LD L EnD, #XKET,
b3k UCHIRIEE TB - fohah 2 REOSPRERTH
LTED CERABOBRVEAL LTRSS D EEXD
hico

ABRicHch, 2V br—TF—wKFERFVRL
WEERAYEXTREFHRBEEFHE HPES
#, WHFHRBRYEE LTIV BERIREE
HEHE XFETERCEEOBREERLET,

X 8
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The clinical effectiveness, safety and utility of ciprofloxacin (CPFX) in the treatment of chronic
respiratory tract infections were compared with those of cefaclor (CCL) by a double dummy fashion.

The following diseases were studied in this trial ; i. e. infectious exacerbation of chronic bronchitis,
diffuse panbronchiolitis and other respiratory diseases, such as bronchiectasis, bronchial asthiha, pul-
monary emphysema, pulmonary fibrosis.

Patients were orally administered with either 200 mg of CPFX or 250 mg of CCL three times a
day for 14 days in principle. Out of all 230 patients, CPFX was given to 111 patients and CCL to
119 patients. Clinical effectiveness, safety and utility were evaluated on the basis of committee
judgement and the results obtained were as follows.

1) The clinical effectiveness rate was 84.5% (87/103) in CPFX group and 61.9% (60/97) in CCL
group, respectively. Statistically significant difference was observed between the two groups (P<
0.001).

2) Bacteriologically, the eradication rate of 75.0% (45/60) was observed in CPFX group, and that
in CCL group was 52.6% (30/57) (P<0.05). The eradication rate of H.influenzae was 90.0% in
CPFX group, which was significantly higher than that of the CCL group (P<0.05).

3) Side effects were noted in 5.6% among 107 patients of CPFX group and 6.1% among 114 patients
of CCL group. Abnormal changes in laboratory findings after administration were noted in 11.5% of
CPFX cases group and in 11.4% of CCL cases. There was no significant difference between the rates
of two groups.

4) The utility rate in CPFX group was 83.5% (86/103), which was higher than that in CCL group
(P<0.001).

From the above results, CPFX is assessed to be more useful in clinical use than CCL specifically
in the treatment of chronic bronchitis, diffuse panbronchiolitis and other chronic complicated or
intractable respiratory tract infectious diseases.



