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MM KB AT x 3 5 #i#% 0 A cephalosporin Z#{44'H cefixime (CFIX) & cefaclor (CCL)
DEPE, Betks XOEFEREIC O VL TZEEFREIC L b B #1775 » 720 CFIX X1 H 200
mg, CCL (X1 H 750 mg % 7 HEHZ S Lo, LT OREELER,

D MEESHEC X HEKME, CFIX B 90 T 76.7%, CCL B 102 §iT 78.4% OFK
BRTHY, AHECEEOEYRD I T, FHNDCHEEDE TS, SHHS IUBHERO
ThER W T AREICEEDOE XD i - 1,

2 EHREHTEC L ZERDRE, PERLHUTE L ABCABMCERDOELRD I - 15

D PMERASHEC L AMEFMSE (EH%ER) 11, CFIX B 69.4%, CCL 3 66.7% Th
Y, BHEIICEEDE R b, B4 0EfEt H influenzae (=3t LT CFIX BENEN AEMA
BEDTC,

O BIFAR IVERREBERE ORBARICH T, MEMICEEDERTD fh - 1

5 IERL¥ER X 25 MEMI: CFIX BT 78.8%, CCL BETT77.4% 0HARTHH, Wt
MBEOEXRD I 1o, FHECHTHAHMCEEDERRD I > ¥, TREH
L HEAKETHHEREICEEDEXTEDIL, 12,

UEomg Ly, MEMSELLOEECHEWT, CFIX (X 18 200mg (4 2) &5 T CCL
LB 750mg (43) 35 LABCEVERNEAKOBONIEATH D T LA MR SIS

Cefixime (CFIX, BEs=— 1 FKO027) 1% BBRES A rFoAL i ) EYET B, CFIX 12 E. coli, Kleb-
*WﬁﬁffﬁJﬁéhtﬁLb&g;ﬁ{ 7 emAKY YV siella, P.mirabilis tc ¥ ® 77 sfatEE T L THEW
REWECHE, Mt Figl cmde 50T, HEARAHL, BCRORAMA LT »m XK ) VRH
TyRmARXS VRO i =LK, TRICH A EF EWMBYBERERL TESLHROBORIE,h -1 H.
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Fig.1 Structural formulae of cefixime

(CFIX) and cefaclor (CCL)
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influenzae, Indole (+) Proteus, B.catarrhalis,
Serratia, N.gonorrhoeae T\ WIHEHR2FL, %1
S. pyogenes, S.pneumoniae 7t XD 75 ABEECTH
LTh, foERAL7 y e AR vRAEHEL AR
BOMENEETH R EDKEELR DD, SOLRFEDOM
BNE4E TS P-lactamase TIHBHREET, fBo&ER
A7y 230 vREAHBECHERRTEKRCY L
THRZMLRE AKOBECHENERT ™,

CFIX e r EPREIRSHN4BHTE -7
BL, ¥EPN 2.5/ L ERIT, B’E 12 FE%
ChMmEFRCRD LR B,

FH L TRERE, BEROEE,» LS OWEHMN
m&h, *ORSTE 31 BARICEREELHALRE
BRETREIRTW2Y, ZoRER LS L FREK
RETO BHRIX 74.7%, 0 5b 2K EFIL T
79.5%, BUESEIRXCKEIRRES X O RETFRE
KRO KRR &0 B[ ERRER 5 LTIk 65.2
%Thoto 1 BREBFERZHFR T EFERRIE S X
VAaESTZ K TIE 200mg 5T 79.5%, 400 mg
5T 92.0%, BEKEXR, SK[EIMRER X ORHE
MR BB O RS T2 200 mg 5T 62.6%, 400
mg ¥5T 67.6% ThHH, 18 200mg H2HETH
WRIRENEO i, ¥ PRERRIED SBENE
KPpR*H2 5L, 77 sBEERRETIX 83.3%, 7
7 ARHERRE TR 73.0%DFHKRTHDH, S pneu-
moniae BHSE, H.influenzae BfE, Klebsiella B
RN LTREREN 87.0%, 78.7%, 93.3% &\
ThiBVWAEPERTCD- o BREURDVWTIREADOE|
TERRABRIEROARMOREKA L E /v, BLLAD
PIEVWEEKTH - o

ThoDRBNb, FREBPEYNRELT, BRE

H—BIREE LTALLAVORTWA L7 yraayy
FMétko cefaclor (CCL) &O%}‘b{:l{:kh'c%ﬂ)ﬁﬁm
FREYHBC LTI MHERD B LELLAE,
CORURAR, MEEKEIRCHTSEM 04y
#, Rets ARt Y CCL #%BE: Lt-gs
BREFRLEEC X DRI LD T OREYEETs,
1. ®RBELTICHE
1. NRER
Table 1 2R3 59 OBFFERED & s 5IBAHEEL
ML, BBF1 59 47 A HERR 60 £4 A% ToMk
ThbomEREHn, HDVIARFOREDS Y,
Remh, BHRICEOBKERYEL, AMKES, 4
REHBE, CRP Bifirl OREFMRR X ) MsKkS
BFEIERLEDH N, HEHEOREVVLELREDOA:
BEYRGE L, FAIE LTABRBE L L, BE
CEBYBEETELBEIARBETI IV LEL
oo L 16 U EDORA L L, HRIRARRE L,
FLLUTOBRECH LTREERBTHTLEELE,
1) #%H» CFIX, CCL om#Hlics LTl Ts
BT XL 0 (RIEBENLE)
2) BEECTREOFIC I ZHBEROMRTILOENEO
3) FEEIETHEOEBRERS - A0HEYETH
Hiz, RBRORLIET ¥ IR OZLTHER
Hgicd D
1) REEBBE ORFF LT X ) EERNTEL
SoHBLD, BBREOL O, ¥ XTFBERN
Bl CFIX %7oi% CCL nsahicdho
5) foREFOHBELELTLIO
6) €7z iRELITIN=) vRALHECHTS
Tvr¥-—BFERYETHHO
7 ERE IOEIPORA
8) EEIHT - BEEEEEYETHLO, BIV7F
3 KL ORRKIOFBEYLELTHD
9) Fofft, THREIFTHYLADILO
foks, ARBROERICY > TRRRORE ¥HY
L, BEILIREEORELBHILELK
2. BEEAFIVC1IBEHREER
BEEHR IO BREBITED2HELL
HEaIK| : CFIX 1 H 200mg
#@RIEH : CCL 1B 750mg
W R b h T BT, 17 e CRXI0
mg (HI) % #i% CCL 250 mg (i) ¥&H L &
ERABERBIITEE Lic7 7287 7 H L OBE
byl BRBSC & CRBRHERRLE 3#e-t
o= (1B5) cER/L, ho7 A% @2 77 ew)
1B ED 1 ERN & L, Fig.2 RRTIIO
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Table 1-1 Collaborating clinics

The First Department of Internal Medicine, Asahikawa Medical College

Department of Internal Medicine, Asahikawa Municipal Hospital

Department of Internal Medicine, National Sanatorium, Dohhoku Hospital
Department of Internal Medicine, Fukagawa Municipal General Hospital

Department of Internal Medicine, Takikawa Municipal Hospital

Department of Internal Medicine, Bibai Rosai Hospital

Department of Internal Medicine, Bibai Municipal Hospital

Department of Internal Medicine, Mikasa Municipal General Hospital

Department of Internal Medicine, Iwamizawa Municipal General Hospital

Department of Internal Medicine, Iwamizawa Rosai Hospital

College of Medical Technology, Hokkaido University

Department of Internal Medicine (Section 3), Sapporo Medical College

Department of Respiratory Disease, Sapporo Hospital of Japanese National Railways
The First Department of Internal Medicine, Sapporo Hospital of Japanese National Railways
Department of Internal Medicine, Sapporo Hokushin Hospital

Department of Internal Medicine, Kohnan Hospital

Department of Internal Medicine, Tonan Hospital

The Third Department of Internal Medicine, Sapporo Municipal Hospital

Department of Internal Medicine, Otaru Municipal Hospital

Department of Respiratory Disease, Minamiichijo Hospital

Yajima Clinic

Department of Internal Medicine, Tomakomai Municipal General Hospital

The Second Department of Internal Medicine, Muroran City General Hospital
Department of Internal Medicine, Muroran Works Hospital, Nippon Steel Co.
Department of Pneumology, Hakodate Municipal Hospital

Department of Internal Medicine, Kushiro Municipal General Hospital

Department of Internal Medicine, Taiheiyo Hospital

Department of Internal Medicine, Kitami Red Cross Hospital

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

Department of Internal Medicine, Itayanagi Central Hospital

Department of Internal Medicine, Hokushu Central Hospital

The First Department of Internal Medicine, Aomori City Hospital

Department of Internal Medicine, Momoishi Hospital

The Third Department of Internal Medicine, Akita Municipal General Hospital

The Second Department of Internal Medicine, Yuri Kumiai General Hospital
Department of Internal Medicine, Satoh Hospital

The Second Department of Internal Medicine, Hiraga General Hospital

The Third Department of Internal Medicine, Iwate Medical College

Department of Internal Medicine, The Kitakami Saiseikai Hospital

Department of Internal Medicine, Kanan Hospital

The Third Department of Internal Medicine, Hachinohe Red Cross Hospital

The Second Department of Internal Medicine, Iwate Prefectural Ofunato Hospital
Department of Pneumology, Iwate Prefectural Central Hospital
The Second Department of Internal Medicine, Ichinoseki Hospital
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Table 1-2 Collaborating clinics

The Second Department of Internal Medicine, Hachinohe Municipal Hospital

Department of Internal Medicine, The Research Institute for Tuberculosis & Cancer,- Tohoku University

Department of Internal Medicine, Sendai Kosei Hospital

Division of Respiratory Diseases, Tohoku Koseinenkin Hospital

Department of Internal Medicine, Sennan Hospital

Department of Internal Medicine, Sennan Central Hospital

Department of Internal Medicine, Furukawa Municipal Hospital
The First Department of Internal Medicine, Tohoku Central Hospital of the Mutual Aid Association of Public

School Teachers
Department of Internal Medicine, Sanyudo Hospital

Department of Respiratory Disease, Shirakawa Welfare General Hospital

Department of Internal Medicine, Hoshi General Hospital

Department of Respiratory Disease, Takeda General Hospital

Department of Respiratory Disease, Iwaki Kyoritsu General Hospital

Department of Pneumology, Seirei Mikatahara Hospital

Fig.2 Package of test drugs

CFIX group CCL group

Morning [Afternoon| Evening || Morning |Afternoon Evening

(1) (2) 3) (1) () 3)

@ | DO | D || D] D| D

OO DO D DD

@ CcrRxX P cer
D CFIX placebo @ CCL placebo

CCL #ix1 B 3@EEETH B, CFIX FETIIE,
HFD2ENPKRET, BRASRX S x2MRAT A L
LB,

3. EHOZT B IORERR

EHOBIHFIX, 600 FEFFITOWT 1LEFADBIT 1
HITHHEH LIET, avie—F -2 4EfAS Y 1HE
LT&#mic CFIX & CCL MRABITRD X 5 &S
CEAEREHT THEBEYERL, SWEHRCE A L
Too BMEME THEBREBBOIRICE VW EAFESHSB
ExfTltotke 2 v b r— 5 —IXMEALIMFTOM, %
ERoEFREOIEMNE, WEFOZBEOHBINEENE,
key code DRELMOVCEE, AEEL hEXEBEEL
JUOERER I 2HRATHS OV VB &+ DFRE,
FORY FABERCH T H2HFHESOMNE, kDT
— 2 ORBER ORI & 2T » %o

ek, EBHIMIHRCI v e -5 — R EEE I
LACHZERIZoWT, RREAANTR X R T HITH K

Table 2 Assay of test drugs before and
after study medication

" Study medication
Drug
Before(%) | After(%)
CFIX 100mg capsule 104.8 101.2
CCL 250mg capsule 109.3 104.2
CFIX placebo capsule 0 0
CCL placebo capsule 0 0

BAFMENF BB CEERR Y SUREARYER
LIcRER, MEALOBRBRCEET A Lalavie-
77— X hiEE I hic (Table 2),

4. FEFEEER LOREHM

1) #E5H®

1E2% 72351030 (EAKEIHLRE
) RAT %, ks, &H 7 rORAREIRe -
—VDERREED DL L, HEFHAKNLTTLFE
Hichio X5 BAIRI, Tichd, #EMHEOE
Be— b v—ARAIEY (8, B, &) il
2, 3] LERL, FOIEICHRA X2 T CFIX #Tb1H
BORAALTEEL LS X 5 CERE Lk, Kb, B
AN ERRBCRATAZ L LIS

2) #®5HR

BAIE LT7BME Lo LinL, LUT04KEKH
W3 BB AT HRE ORI TR SR TERILLL
o

(1) BEIfFR % R ERREEREARAL BEK
S 0ANATHE LT X oA

(2) BEHEAR S 72 BREAKCERIF
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BHHELEVEE
(3) MEHKEIANGTLTHEEL, Thilbok
EDOBBERRDILVEE
(4) =oft, ERECHEITLHE
##2 L, BEEPHRETAREIFIER I TR
8 HEFRBER TR NEBRREY &y
FEORERTHRIZ & & L
5. BHRAZEA
v OREEER OB Lic, ¥ HUERAI DS
b, streptomycin, kanamycin, rifampicin, enviomycin,
ividomycin, capreomycin, viomycin ¥ XOERIB&LE
a7 a A FOFi IR L, oL, BIBKE
A7ed FOBER, AHEBERRO®X5HA 10 ALk
fxoEEIh Tk b, LrdbHEBAERT 10 AL L
o> TEIBREAT v M FREECHES LEL BN BIE
ROEHBDONT, MWORAUBRABROBER TR %
CREUTOAT = 4 FABEINZHEIZI Lorx
pRWC EE LT, AT m A FHBUBERH], MRS
i, B#H, r-797 ) VEFIFEA L UTHA L
lEELis
=%, —BRAECHEER LD fofv PUEE R (so-
siazide, ethambutol, p-aminosalicylic acid, pyrazin-
mide, ethionamide 7¢ &), #B% - KKK, WKbM
I B8 BOFREOHR, BIVBEBRCLELNE
LERTh>Th Iz & & L
6 BERBES X BRI
D BREROZBEE
G, W, %k K oE, KosE, MEERRS, EEER
R ORBHIEX - Reok, DEAS, MSEAIE LCEH, B
BB ied LA BB, REBIB4BERIVS
1B BRBR5KT « PILE) 1, FIEDBIBEER
;Jﬁﬁfx%ﬁki%ﬂ)ﬁﬁﬂ FRRFBHRTRRO>C EE LTS
MOBMEFROBEEEILTO LR ) & L,
(1) #E: 18 2~4 @EHRE
(2w HOBELEEE S hBRE), +, —D3
233
(3) mEKE:H (50ml LIE), + (20~49ml), =
G~19ml), — (4ml LITF) o4 B, i, %
RESDIVBERERARAL, FoH0BE
RIXERES B THRET 5,
) mEgERERR B (P), MIBME (PM), i
M) o 3gype
() WHE: 4, +, —03Ew
%Oﬂhﬁ,WEﬁ,%E%%,ﬁﬂwk'%%,E
WIOWBEO Tk +, — 0 2 BRI L
2 MEYHRE

RAlE LT 5B, 8HE (Fiunfpbadl - &
T CEWROFEC L W BEONE, FE, HEN
E (, +ORRTLA) #7750, HEEEARE L
HEShHERYRET B L L L,

TEELBIORAEE, BRI - fE R
#%, FAKERABEFRFRETAR~EM L, —E LT
MIC BITE#1T1e - 720 MIC JIEIL CFIX & CCL
F22u T MIC 2000 system (Dynatech laboratories
inc.) 1 X 5 RE L BV T - 725

3) EIffA

BRETEER L ORRBIRNBE TE S\ BEEER T
T, TDER, BE, HE - BEoOM, A8 &8
BEER & OBIEM L LA FERED 2 A v F L LRI T
EDMOFMCERT B L& LT,

D BREEOEME

WMEREL, ~E/evE, ~~<r27 Y, ME Qo
R¥, BMmERSME, Mm/MRE, GOT, GPT, AI-P,
BUN, S-Cr, [RZEH, RILE, #&it (18/#E), CRP,
<4275 X< CF fifk¥iix HA Hifkys L U0ELS S
ERITT2WT, RAIE LTHREBAAH, 8HB ¥/t
BERT - PIERFRCERTHZ L EL, 05 bHEY
EDEE & T 5 fcd GMERE, AmERSE HKit
CRP oW Til4 HEBRS BRETHZ L E L, 25
Z, Maspvid, e be v E VR, By, 7
— A2 AE, MBEERAKLEILELRDLRBBEIT
EhiTAHZ L& Lico #EHBUBRCREENRDSR
TBAEIEEEE CIRENECET ST TBYT5E
Ptdll U5 A

7. TR EGIORE

FRBEFHZ BE Lic 20>V THRBRERTH key
code BAHEATIC B4 D EFDOENYE, K&ER IVUEH
Mkt s h X h of&f% 12 LOERER (4F
E, BESCE, NEFFLE HK OB, BNEL RE
fnk, HEE I, FEEH, KRHKRE, K R ED
%, FBE) »oAINERSBEITaviie—F—
PR L, BT SRFIRRE L1

8. /INEBSWXBHE

FEHEAFTEES IOCEREC X 2HRHAELCRR S
ayvber—7 X VPYIROSNICHER LM LR
FRZOME D Lz LTUNERESEBECT OV TEY
%, KEMESR - AOHE, REHE, FEEHTE HERH
F (BERHE, MEFHNDHR), REMHAE GIfER, &
R EOLED) & 3 & ORPEAFR) s LOHBHEHE
PUTFTO X 5Tl

1) 2ZWifE LOXRER - ABHE

BHE S LR VBT R YD Lic LT, AR
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BEEAHECHELREELHE LTS
2) /E
xS ERMEC ST 5 AMEELHES R
EFNT TBMR] & LTRHYRY, 2EIEIRD (2
MR XL BRI T A L& Lis
3) HEEHTE
ERREHOREIERCESWTEE, FEERS LV
BIED 3 B FECHIE Lo
4) BRHE
BmERY, 7Kk, CRP 7 & ORER R L OMFE, %
o, BRE, BRERcEOEMERROHREORE L
HREOH I XER LTEY, AR, POBRE LOER
D 4 BBEHIE L,
5) HMEFENIHR
INERL TR \WTERA S NICEES TER, MWK
ENboEEIh AN XD LEEINZHME YRR
L, UTo&# X hlk BEXNK B, AED
4 BRI HIE LTco
Mk BAENHEE LIS D, FXBRNELE SR
7B 1B 4ml AT ey, oMk kE
M) kig-fcdb o
B BAERNEE LY, REESARESHh, ¥
RE, HRTOMEBRITROEE,L LML LD
LHEEIRICLD
WY B—EEORAELATERE IR, HEHH
TR LI BBIRE DR, IR OHER 2
LHEEOHAMED b D
TZE : A—REAEIBRE S h, BESBAETER
B, ReIEEEEAIZDOhith-icdb 0
7ok, 2HEUELORRENRDLHR, TO—HMOED
ZHEE LICBE T [|MAWER] LTr2 8 e L, &
7o, BEMCEXAE EDONT, HERCEEREI T

PR AR ERHREL LTROYRS Z L L L,
6) Z&t¥E
FHREMNER LEAB 2L L LCEIEROE &y
WTRRES Lic,
BARREERFIEBREIHE Licd Ok L04 5k
DEFERRB Licd DIt oW TEKNER YR,
T RHEH LOBROEE (B, § 1Y, &04g
) OHED T -1
LEESEAT, HD5VCAETHRICHE LRk
BRAREMERF OUEXHIER L TRAEH 0z
TR OEKEC LY 4BETTIN- T
R L : BIfFRCERREEOETHARD bhiky
2y, ZHRTL @ THRERFITE TS, &
BI7sRHERE S LE L2, BEROCRERLLY
MrEhnrbo

PRMEDH D AIFAOHBRCERREBEOETH A
B Aicd O OREBER S X ATHE TRERI T RHERRERD |
BE Ligh»ich, BRINCOCRHBED Y LHhR
hado

MEH b : BB OHBRPERREMEOREEHCY

YR EFOBREEFIEL, BHHERERLE
ET B ERRIKECRIED b LIS ha b0
KOS v : EEEIERCERREMORTE
B X VB EEFIEL, BACHEREYT
725 HBBIEN KR~ Tc b, FEERES K EHRRHK

FEFHEDD LY Ihb3 0

7ok, FRisEERZEEA (GOT, GPT, Al-P) ¥ 1:B#
EEHmEFEE (BUN, S-Cr, R—HBKE) 05b, tht
hE 1EBUEMNER LThIRLEZEAL, F
BE ¥ o BEEERE O LT R ORER BHARERTH
NIBRBRERRES & LT, RelHgaRgael
1o

Table 3 Criteria for usefulness judgement
—Committee members—

Clinical
Safety efficacy Excellent Good Fair Poor Excluded
judgement
Vi lightl
No problem e Useful Stightly Useless
useful useful
Slightly significant Useful Useful Useless Useless
. Slightly Should not | Should not
1
Moderately significant useful Useless Useless be used be used
Severely significant Should not | Should not | Should not | Should not | Should not
v sien be used be used be used be used be used
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7 AREHE
nLﬁ@gﬁmgdvfﬂﬁéhtﬁ%%%kfﬁﬁk
yEL, Table 3 OEMCHE > THOTHA, A, ©
o&f, BATKY, ERTRETVO 5 BRFE T HITE
ZLT\ZO
9. THECIHHE
pEio RREEEE (EE FEE BEO3HR
W), BRHE B, LY, RRBER), FE DL
E%ﬁﬁ#%%%(ﬁ%,ﬁﬁﬁ,ﬁ&.$%®4&
EL?%&(%%&L.?P%%%D,m%bD.k
.%ﬁ%bb®4ﬂ%)£lﬁﬁmﬁ(ﬁbfﬁ%,ﬁ
5, ooHM, BATRY, EATNE TRV OSE
V@Dﬂﬁ%%f%ﬁoﬂﬁmlbﬁﬁﬁho
10, BES LOER - MRBFEOXS

AEBEHNTE LITR 14 HAOER - TRF LT
SEREOEBHEEN, BE4AERIVSHARCT
BORATHRE L1
1)) 4B (1 BRGHR) : 39°C b, 38°C A, 37C

&, 37°C KD 4 BfE

2) B (D, (), (=) 03B

3) BWEE (LERE): (D, (B, (), (=) 04
Beb

4) BEHEMER: P, PM, M, (=) O 4B

5 s&E: (), (+), (=) D3I

6) HoiE: (+), (=) D2 EFE

7) WRES : (H), (=) D 2B

8) WHERA: (+), (=) D2 KM

9) RMIEX « Bk (4), (=) D2E&MH
100 BE: (), (=) D2
1) we: (+), (=) o2&k
12) [MmERR : 12,000 LLE, 8,000~12,000 Riif,

8,000 ki 3 Bef&
13) ¥t : 60 mm Lk, 40~59, 20~39, 20 mm il
D 4 B
‘4) CRP: +5 [k, +3~+4, +~+2, —*
, B

11. Key code DBa%

CNERSI X ) LRORHA S R, EOHEN
PRERRRRORBRAMEMCER L, THEHBT
’Vq@f—F%H%LtoL#é@ﬁm:vhu—?
LY key code A S hTHIRICIEN BRI AT
ey o

s 12, AT

g BESh L ERAOBERBGFNEZOLRFRS LU
SERKC X 2 HERMIC % 5\ T, CFIX #2538,
XL #5BO 2 B3 HIEGIMR, BEDFRA

=D 4

F, BIRZE, E - TROUEE, BAHE, MEFH
HE, BIfEA, BREEEOLE, &tk SRtk L
DB RE i,
INGLOIFELE LT, EFKR BETROBH
TIEHEIFE X2 BE (X, FISHER OEERERGHEE
(P;), MANN-WHITNEY D URE (Zo) AV 1o BER
PR, ME¥ENHE, Tetks TOFAEC 2 v T
MANN-WHITNEY DO URKRE % A\, BHER, HHEX
B, REERIVEFRRIEhLHh [ER+HE%) [H
S+, TRIER L) XU TB CRA+ER]
oW TER L, FhbiouvTidsdlEk X EE
1% FISHER OEH#ERHZEEY AT, ER - TR O
2%z TiE MANN-WHITNEY DUREZAL, %
Fo—EBREL EoEy T3] &L LTEERERERL,
Z oo oOLTIRAEIE X2 BE 724k FISHER OE
BERREEY R, B - TROBRFERICOVTL
HEGERITO—ETHS logrank test HfL I ElfF
B, BERECREEHIICOVTIAEIE X2 REZ
o3 FISHER O EEFMEFRIEEY A\ oo AREKER
s % & Lico
teds, DETRTOEBIZ?WT [RH) RROFE
F I OB I » 7,
II. i

xa%fCHX5évmcm,®&53htﬁmu
Table 4 1= L= &5 b, CFIX B 99 fil, CCL #f 109
Gl 208 FITH -t BAEDORITI WD 208 f
@5%,wéééfﬁ%%ﬁ%&éht9m,§%k%
%ﬁﬁ%%ﬁ?b%@.K%ﬁﬁ%%@@@ﬁiﬂ&%
X D EICEREASRE LD~ b D, LU =
A%ﬁi%ﬁmﬂ?b7vw#—%&ﬁ%%?é%oé
klﬂ,ﬁ$%éﬁﬂ%%%fﬁﬁ$%@%®.@Wﬁ
Do T2 BRES TR ErRESRIL O A 20D
ﬁlﬁm(Hﬂ(ﬁgﬂﬂﬁLﬁ?ﬂ)%%%bth
%) (CFIX ¢ 90 7, CCL % 102 (i) oW~
o
ié&mﬂﬁ@,ﬁ%ﬁﬁﬁﬁkMLfvbtb,%
ﬁﬁﬁﬁﬁ%D%DISM,E%&%%%E%&ﬁ?b
%@,{7IA%ﬁi%EKﬂTé7vw¥—%ﬁﬁ?
ﬁ?bt@%lﬂ,&%%E%ﬁ%%%fﬁﬁ$%®%
@2%@%ZZM(Hﬂiﬁ8WﬁxLﬁMﬁw%%
s U7- 186 i (CFIX B¢ o1 fil, CCL B¢ 95 ) 1=
WTfTE» T
ﬁ%%@%ﬁ&,ﬁ%&ﬁ;ﬁfé&t%mﬂ%éﬂ
#= 177 (i3 X OEIER O 1o 72 BRI TR E 2R
gh,ﬁﬁ&mb%%éhtﬁ.ﬁéﬁﬂﬁfrﬁﬁé
h] & xht: CCL B0 1 GO 178 fj| (CFIX ¥ 85
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Table 4 Breakdown of total patients submitted to efficacy or safety evaluation
No. of patients excluded No. of patients included in Statistical
from statistical statistical analysis of test
analysis of
Efficacy Efficacy
CFIX 9 CFIX 90
CCL 7 CCL 102 NS.
Total 16 Total 192
Total No. of patients Safety Safety
CFIX 99 CFIX 8 CFIX 91
CCL 109 CCL 14 CCL 95 NS.
Total 208 Total 22 Total 186
Usefulness Usefulness
CFIX 14 CFIX 85
CCL 16 CCL 93 NS.
Total 30 Total 178
Table 5 Distribution of patients excluded from each evaluation
Efficacy Safety Usefulness
Reasons
CFIX CCL CFIX CCL CFIX CCL
Deviated diagnosis from protocol 6 3bo) 6" 3o
Severe underlying disease 1 1 1
Some improvement by prior 1 1
chemotherapy
Allergic history for cephem antibiotics 1 1 1
No revisit to hospital 1 1 1 1 1 1
Administration period less than 1 1 1
72hours due to side effect
Data lack in laboratory findings in ) 1250 5 10
liver and renal functions
Total 9 7 8 14 14 16
#~c) the same cases
A, CCL B 93 ) &2\ TiFit»To 1. BEEE

U EoBZE, Retks XOBEREHE»LRIISh
THEGIDEIEIT 2T, MR THEERR D ZRZDLh

e o too B/ % Table 5 12iR Lico

D

KRBEOW, FH, HE AB - AR REPOE

W, W, PRE, ABE- SRS, REHHA

B, %fTHEH - fREORE
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Table 6 Patients’ background (All patients adopted by committee members)
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Drug CFIX CcCL
Item No. of patients % 102 Statistical test
Male 53 5
Sex - 15 P<0.10
cmale 37 57 (#3=3.603)
=19 4
20~29 3 7
30~39 17 20
40~49 17 11
Age (yrs) 50~59 18 2 NS,
60~69 16 24
70~79 11 17
80= 4 1
=39 3 1
40~49 26 26
Body weight (kg) 50~59 35 38 N.S.
60= 20 25
Unknown 6 9
Out 67 76
In- or out-patients In 23 25 N.S.
Out—In 1
=7 60 70
Day from attack of 8 ~14 14 13 NS
disease to study treatment 15= 8 9 o
Unknown 8 10
Absent 79 92
Present 9 7 N.S.
Unknown 2 3
Pretreatment Penicillins 2 3 )
with antibiotics Cephems + 2
Macrolides 1 NS
Tetracyclines 1 o
Pyridon carboxylic acids 1 39
Sulfamethoxazole-trimethoprim 1
Absent 7 83 NS
Present 16 19 o
Combined drugs Adrenocorticoids 3 1
Analgesic and antiinflamatory drugs 40 SEER N.S.
Antiinflamatory enzyme preparations 12bed 14008
Acute 16 53 .
Type of infection N.S.
Chronic 14 49
by committee Mild 64 60 NS
. members Moderate +Severe 26 42
Severity
by doctors in Mild 34 40 NS
charge Moderate 56 62
Underlying disease Respiratory tract 46 50
& complication Other than respiratory tract 15 15 N.S
(by committee members) | Absent 29 37

)~
"9 the same cases
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Table 7 Symptoms and signs before study treatment (All patients adopted by committee members)

Type of infection Total Acute bronchitis group Chronic bronchitis group
Drug | CFIX | CCL | gtatistical | CFIX | CCL | statistical | CFIX | CCL Statistical
Item No. of patients | 90 102 test 46 53 test 44 49 test
Body <37 28 37 9 13 19 24
37~ 45 42 29 24 16 18
t(e.agperature 38~ 15 21 N.S. 6 15 N.S. 9 6 NS.
=39 2 2 2 1 1
- 1 7 4 1 3
Cough + 48 50 N.S. 25 24 N.S. 23 26 NS.
+ 41 45 21 25 20 20
- 8 8 6 8 2
+ 39 37 23 25 16 12
Volume of + 3 | 40 NS. 15 | 15 NS. | 5 | prf'ggo
sputum + 8 17 2 5 6 12 | (&=l
Unknown 1 1
- 3 6 1 6 2
Appearance M 11 10 8 6 3 4
of sputum PM 36 43 NS. 18 21 NS. 18 22 NS.
P 40 43 19 20 21 23
- 40 45 33 33 7 12
Rales + 30 38 NS. 8 15 N.S. 22 23 NS.
+ 20 19 5 5 15 14
. - 74 82 32 39 42 43
Chest pain + 16 20 N.S. 14 14 N.S. 2 6 NS
Pharyngeal - 73 71 P<0.10 29 27 NS 44 44 P<0.10
pain + 17 31 | (x3=2.789)| 17 26 ~ 5 | (Pe=0.058)
Pharyngeal - 75 75 NS 33 34 NS 42 41 P<0.10
redness + 15 27 ~ 13 19 - 2 8 | (Po=0.09%)
Tonsillar - 88 99 44 50 4 49
hypertrophy + 2 2 N.S. 2 2 NS. -
redness Unknown 1 1
- 84 95 41 49 43 46
Hoarseness + 5 5 N.S. 4 2 NS. 1 3 NS.
Unknown 1 2 1 2
- 62 68 34 44 28 24
Stridor + 26 32 N.S. 11 7 NS. 15 25 NS.
Unknown 2 2 1 2 1
< 8,000 37 47 16 19 21 28
WBC 8,000~11,900 | 36 43 26 29 10 14
’ NS.
(/mm®) 12,000~19,900 | 14 11 NS. 4 4 NS. 10 7
. Unknown 3 1 1 3
=19 28 33 19 18 9 15
20~39 25 23 11 12 14 11
o ) 40~59 4 | 13 NS, R N A I
=60 11 28 3 12 : 8 16
Unknown 12 5 6 2 6 3
- * 13 18 8 7 5 11
+~+2 43 47 22 27 21 20
CRP +3~+4 17 20 NS. 10 11 NS. 7 9 NS.
=2+5 10 11 3 3 7 8
Unknown 7 6 3 5 4 [ I
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g CORY, BREFMOARAZTORME, GHRAEAO
File L ieo\TORHi% Table 6 1R Lico #E51TiX
CFIX BB S W ER (P<0.10) &h - fefludd
RTOFEHCR W TERERRD bhish -1,

?) R, EEE, EBRER - A0HE

weBEORY, BEE, ERKE - AHECOWT
DRBHEAS L RERER L Table 6 WRLICL ST
FROFEERBFWTHNEREW JUEREHTE & bic
EEZATD LRI 1 ok, NERALHIE CEHE
LHEINIEGIL CFIX H#D 1 flORTH 1D T,
hEfE L A THENT L1

3) #EMOER - FTRB L ORARM

EABREMOBE, B, BRkE WBWROWEK, 7
% Mofs, WREERE, WRERK, RBHKIEX - R EE,
g, EIMERE, ik L CRP ©oWTRET 44
fk rON&pE 99 ) (CFIX B 46 @, CCL Bf 53

G, 1%Y¥ET 93 ¢ (CFIX $¥ 44 (i, CCL Rt 49 f)
CRBBI L T R E MR CHER A 21T 75\, F D%
R% Table 7T \WR Lo ZhODIER - RO b, 18
W CHER RS S\ MEFID CCL B ic s < (P<
0.05), F7iBMERE XU TELRELHITO RERLF
2 BIED], BYEROREITE SIS X OBHH CIRER &
DEET HREMD CCL Bz Fh Zh S\ AR &b e
(P<0.10), ZDfit\VFhiBEEXL BDOLRiH -
oo RYRIEK - Bk JUBBE R L BE I eh -
1o

1) RKHEEERRTH

BEMOMBEFHIRERNE ¥/ NERE THE LR
% Table 8 1Z/R Lic, 192 PIPHIEAMRE X EI T
TEEBNE 174 BT, D) bEXBEXRE LEER
X 73 f) (CFIX %f 36 i, CCL 3% 37 ) THh -1,
RAEHHEGADO > B, CFIX FFCIiLEEm& 33 4, #

Table 8 Distribution of causative organism

(All patients adopted by committee members)

CFIX CCL isti
Causative organism Statistical
90 102 test
Gram(+) pathogen
S. aureus 2
S. pyogenes
S. preumoniae 6 5
Gram(—) pathogen
B. catarvhalis 1
E. coli 2
Citrobacter 1
Single K. ozaenae 1
infection K. pnermoniae 1 3
Enterobacter 1
E. cloacae 1 1
S. liquefaciens 1
P. mirabilis 1
Pscudomonas 1 N.S.
P. aeruginosa 3
H. influenzae 19 13
A. lwoffii
Sub total 33 36
S. aureus + P. mirabilis 1
. . K. pneumoniac + H. influcnzae 1
Polyn?lcroblal K. oxytoca + H. influenzae 1
infection P. aeruginosa + A. faccalis 1
Sub total 3 1
Total 36 37
Normal flora 41 60
Not tested 13 5
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Fig.3-1 MIC distribution of causative
organism (Test drug: CCL)

1001 n
T'reatment
- drug
o—e CFIX
< 0 o—o CCL
(SN
g L
I
g sob
3
z
3
4 L L L ! Il 1 L ! ! !
MIC(ug/m[£0.025 0.10 0.39 1.56 6.25 25 50=100
Treatment 0.05 0.20 / 313 125
drug
CFIX 3 1 3 5 2 2 3
ccL 1 2 2 4 1 1 2 1

Statistical test : N.S.

Fig.3-2 MIC distribution of causative
organism (Test drug : CFIX)

100,

B 3, CCL B CIXEMRLY 36 7, HRERY
1FTHH, MHECEEREIEDbhichot,

B gvodrTlX H.influenzae 3 32 Plegd %8¢,
KT S. pneumoniae 3 11 BITH - 1eh, WIFhifF
HEICAERER D oo ThORAED S bEHR
FHHREHER SR cEkE 33 ¥ (CFIX 19 #
CCL 14 ¥k TH D, 108cells/ml FEEER 1w s 1} 3
WEF I 335 BREES % Fig.3 (Fig.3-1 k1
Fig.3-2) 7R L7z, CFIX 3 X U8 CCL o3 3 g
SAEEERCEREERI 21

5) w5

FED 7 AMOHER5ET LIERI 192 fid 181
I (CFIX # 88 I, CCL # 93 #) T, &b 1l f
(CFIX ##24l, CCL #9% X3 HL L6 BLUANE
LThbh, CCL HoFrn&EEHEN EWEA Bbb
i (P<0.10), 526 BLIRNTH» cBEOARY
Table 9 R L7ch, W26 (CCL #), £36H
(CFIX 24, CCL #4440, EIfFADI®HE2H
(CCL ) R IV LRI B T DI 1] (CCL
) Tholo

foks, MEM THEEZED B\ VILERENALIEEE

L TREEOIRER, SR ORLITEN, BHERORE
= | Bk IOEERFCOVTE, ThEhERBRCHT
- 5 BRI WiLcoxon 2 BAMTEIC L W {EH oFBiRLA
| Eie\Z EAER ST,

Cj- ol WEOsR LD, FENIEHE CHERELERT
é L ’l‘rgatment HHLEXDNTS,
g rug 2. k&
5 o—e CFIX Kﬁ@’f}]f\
| o—o CCL D NERESHE
INEBLIT I HRBHIERLE Y Table 10 iZin Lo
I BRI R LD 192 fo 5 B, CFIX BT 90 fiF
NICT e 20,025 Lo_o.'mozooag 81,‘563'136,|251215 25 502100 2595 4] (5.6%), B%) 64 f (T1.1%), °°EH 12
¥ AVN) . . o
T Gl (13.3%), ®%)9 7 (10.0%) THRPRRT6.7% T
CCFCIL\ i j j ; § f 1 f Hotmo —F5 CCL BETix 102 I 6 4l (5.9%),
‘ Statistical test : N.S. BHE 74 B (72.5%), 2B R) 12 f (11-8%)' )
Table 9 Duration of treatment and withdrawal
(All patients adopted by committee members)
Drug CFIX CCL Statistical
No. of patients 90 102 test
Duration of | 7 ____________________ 88 93 ______ P<0.10
treatment (days) 3~6 2 9 (Po=0.064)
Cure 2
. Poor response 2 4
Withdrawal Side effect 2
Other reason 1
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10 fl 9.8%) THERRIX 78.4% Thoto %%, A BTk CFIX B 46 GishEah 2 01 (4.3%), %% 37
#, ooH% BHLHESNIEOBROIM H 5\ fI (80.4%), 22h% 40 8.7%), %) 311 (6.5%)
i, BRUEOERREYFEF CHE LI, FEiE THEHEIL 84.8% TH-7o —F CCL # 53 e

wEBbhith -1,

501 (9.4%), % 43 Gl (81.1%), =h% 44l

FRA O BIRSE % Table 11 /R Lic, SR 99 (7.5%), 161 (1.9%) THHE 90.5% Thb,

Table 10 Clinical efficacy

—Committee members—

Drug No. of Clinical efficacy Statistical
patients | Excellent Good Fair Poor test
5 64 12 9
CFIX 90
(5.6%) (76.7%)
N.S.
ccL | 102 o 74 12 10 >
(5.9%) (78.4%)
() : Cumulative %
Table 11 Clinical efficacy by type of infection'
—Committee members—
Diagnosis Drug No. of Clinical efficacy Statistical
patients | Excellent Good Fair Poor test
2 37 4 3
CFIX 46
Acute (4.3%) | (84.8%)
bronchitis N.S.
5 43 4 1
group CCL 53
(9.4%) | (90.6%)
3 27 8 6
i CFIX 44
Chronic | (6.8%) | (68.2%)
bronchitis S N.S.
1 31 8
group CCL 49
(2.0%) (65.3%)
() : Cumulative %
Table 12 Clinical efficacy by severity
—Committee members—
5 . D No. of Clinical efficacy Statistical
everit: .
i e patients | Excellent Good Fair Poor test
CFIX 64 48 9 7
(75.0%)
Mild N.S.
0 46 10 4
ceL 6 (76.7%)
CFIX 26 > 16 3 2
Moderate i (19.2%) | (80.8%) NS
+Severe 6 28 2 6
ceL 2| (14.3%) | (61.0%)

() : Cumulative %
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Table 13-1 Clinical efficacy by causative organism

—Committee members—

No. of Clinical efficacy S
C tive organism Drug . tatisti
ausative © patients | Excellent Good Fair Poor stical tes
S CFIX 2 2
. aureus ccL 1 1
S CFIX 0
G . pyogenes cCL 4 2 2
P
C S . CFIX 6 4 1 1 NS
. pneumoniae cCL 5 4 1 .
- CFIX 8 6 1 1
Sub total ccL 10 2 7 1 NS.
B. catarviali CFIX 0 _
. catarrhalls ccL 1 1
E coli CFIX 0 _
- con cCL 2 1 1
Citrobact CFIX 0 _
itrobacter ccL 1 1
K CFIX 1 1 _
. 0zaenae cCL 0
K . CFIX 1 1 _
. pneumoniae ccL 3 3
c
S CFIX 0
- / —
é Enterobacter ccL 1 1
c
» CFIX 0 _
g E. cloacae ccL 1 1
N
. . CFIX 1 1 _
G S. liquefaciens ccL 0
B
L CFIX 0 _
P. mirabilis ccL 1 1
CFIX 0
Pseudomonas ccL 1 1
P ; CFIX 3 1 1 1 _
. aeruginosa cCL 1 1
2 12 3 2
CFIX 19
(10.5%) | (73.7%)
H. influenzae NS.
7 4 2
CCL 13
(53.8%)
. CFIX 0 —
A. lwoffii ccL 1 1
2 15 5 3
CFIX 25
( 8.0%) (68.0%)
Sub total NS.
15 7 4
CCL 2
6 (57.7%)

() : Cumulative %
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Table 13-2 Clinical efficacy by causative organism
—Committee members—

Causati ganism Drug No. of Clinical efficacy
ausative organi ) .
patients Excellent Good Fair Toor Statistical test
CFIX 33 2 21 6 4
Single infection (6.1%) (69.7%)
N.S.
Total
ccL 3% 2 22 7 5
(5.6%) (66.7%)
Polymicrobial infection CFIX 1 2
Total CCL 1 1 -
2 21 7 6
CFIX 36
(5.6%) | (63.9%)
Total NS.
2 22 7 6
CcCL 37
(5.4%) (64.9%)
() : Cumulative %
RREICHE R B bhich - 7co E1IBME 93 R TRRICAEERED bhih -

it CFIX B 44 Blth3E%h 3 6l (6.8%), A% 27
(61.4%), ©*=HE%8 7] (18.2%), &6 {7 (13.6%),
CCL B£49 BIhERY 1 6] (2.0%), A% 31 £ (63.3%),
2B 8l (16.3%), &9 HI (18.4%) THH, W
BEAELZIRDbhh T S HICEEEFIERRK
HEY Table 12 ZR3 X 5 BE, FEEUEOWT

RAEEER SR Table 13 WRLACI > CEED
EEHRTY 77 sl - REBEORS, BEHE - BHE
DEHTHETLVWTh L EBEIRD LRI T

2) EHREHE

THRER L AHBRHEDERE Y Table 14 R L1,
CFIX ZETi3 90 fichsh 12 i (13.3%), A% 51 4l

Table 14 Clinical efficacy
—Doctors in charge—
Drug | No- of Clinical efficacy Statistical
g .
patients | Excellent Good Fair Poor test
12 51 17 10
CFIX 90
(13.3%) (70.0%) NS.
12 61 17 11
C
CLo| 100 gy 06y | (72.3%)
() :Cumulative %
Table 15 Bacteriological effect
—Committee members—
1 ica t .
No. of Bacteriological effec Statistical
Drug ) Partially Unchanged test
patients | Eradicated | Replaced | Decreased eradicated nchange
23 2 2 1 8
CFIX
% (63.9%) (69.4%) NS
11
22
CCL
B (66.7%) .

() : Cumulative %
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Table 16 Bacteriological effect by causative organism
—Committee members—
No. of Bacteriological effect
Causative organism Drug . - Statistical test
strains Eradicated Decreased Unchanged
S CFIX 3 2 1
. aureus cCL 1 1 -
S b CFIX 0
. pyogenes ccL 4 4 -
GPC
S pe . CFIX 6 4 1 1 N
. prieumoniae ccL 5 4 1 S
CFIX 9 6 1 2
Sub total ccL 10 9 1 NS.
. CFIX 0
B. catarrhalis CCL 1 1 -
. CFIX 0
E. coli ccL 2 2 -
CFIX 1 1
K. ozaenae cCL 0 —
K . CFIX 1 1 _
. pneumoniae ccL 3 3
CFIX 1 1
K. oxytoca CCL 0 -
CFIX 0
Enterobacter CCL 1 1 —_
CFIX 0
E. cloacae CCL 1 1 -
. . CFIX 1 1
S. liquefaciens cCL 0
A CFIX 1 1
GNB | P mirabilis ccL 1 1
CFIX 0
Pseudomonas CCL 1 1
P i CFIX 4 1 3 _
. aeruginosa ccL 0
16 1 3
CFIX 20 o CFIX>CCL
i (80.0%) 4
H. influenzae A 6 P<0.10
(Zo=1.878)
ceL 12 (50.0%)
. CFIX 0 —
A. lwoffii CCL 1 1
. CFIX 1 1 _
A. faecalis ccL 0
22 1 7
F.
CFIX 30 (73.3%)
Sub total 3 10 NS.
1
L
e 2 (56.5%)
28 2 9
CFIX 39
(71.8%)
Total 9 7 " NS.
ccL e (66.7%)
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(56.7%), °=HE17 41 (8. 9%), &%) 10 fI(11.1%)
CHEERE 70.0% TH-1o —7J CCL B Tu3EER%)
BRHEUE S hicl fl% < 101 fishzERh 12 f
(11.9%), %%) 61 61 (60.4%), ©LHHITHI(16.8%),
s 11§l (10.9%) THERIX 72.3% THY, WH
BcHEERTD bhLD > 7

3. MEENDHR

SMERST X b MEFHBHR L HE LBIIEML 69
4| (CFIX # 36 I, CCL B33 A T, TOHREE
“Table 15 &% Lo CFIX BETILI % 23 f (63.9%),
gxR2f (5.6%), B 20 (5.6%), WAHK1LH
(2.8%), 7E8H (22.2%) THAFIL69.4% TH-
o CCL BTIil% 22 4l (66.7%), WX, W&
bicfr L, A% 11§ (33.3%) THKEIL 66.7% T
»h, MEMCEEZIZED bhigh -l BRBERY
LARET T3 Flicks 2 EEFIFEFIIRIR & Table
16 IR Lo £EEOMBEFRI%EX CFIX B 39
sk 28 ¥ (71.8%), WA 2tk (5.1%), TEIK
(23.1%), CCL Ffix 33 ¥Rk 22 ¥k (66.7%), W
PieL, A% 11 # (33.3%) Thh, WHEEEE
R ote, HEBRIC MEENDREELZD L, Hin
fuenzae T3 CFIX BEAs 20 Bhrby 4k 16 # (80.0%),
CCL Bt 12 Hkhissk 6 £k (50.0%) & CFIX s
EhaEEsnabhi: (P<0.10), T hbOWiER 7 7
ABME L 75 ARMEI AN LTRIBE, 7T 2B
BRIz CFIX B ofkeh 6 Bkys%k, CCL ¥ 10 B+ 9
Bk, 75 AaME T CFIX B 30 kb 22 HRMH
4%, CCL Bt 23 #heh 13 Bkl TH H, MBRICAEE
BEADLRIH - oo

BEXHBEEE LT3, CFIX BT 6 Flic 4 &7
b (S.pneumoniae 4%, S.aureus, P.aeruginosa, H.
barainfluenzae % 1), CCL BETik 3 filic 3 B4 3 £k
(S. aureus, S.pneumoniae, H.parainfluenzae % 1K)
DB Lo

4 ER - BIRB LORERIK OREE

GR, W, BRE, WO, i, K EE
W, RS, MR, SMERE, itk L0 CRP OF
RRIOW T EREC N4 BER X8 B BOH®
BE¥ Table 17 1R Uiz, 7o¥s, RBKIEX - RBifkdk X
CERLE 2 OBERGBA A 1552 - Fo D THEE O
RIEERD HBA Lo

BOBDOOHERYHBHE, 4HBEIZHVWTWBC
LUMEE Y CCL #at CFIX EEXIvaEuiEE (P<
110) %KL, CRP 1w\ Tix CFIX Bt CCL X
YRWER (P<0.10) #7% Lizps, 8 HETEWTH
DRECOMBMCAEZIAD bhr > 1

HER - BT Rds KOBERBUB D 5 bikithis, Wk, %
PR, WEgeotElk, Wi s E, M6, REERE, WBC, &
k¥ XU CRP DBFEERY logrank test i X h#E L1
7, Fig 4 &RT LD WTFhoEHB IR VT L AR
CHEBERRDKM T 205 bBEKE, WEs &
CIRER D 50% LTHERBRFRIIHER 4 BUAO KL
BHERNCEIE Licowext U, T, MEE, ok
i, WBC, #it, CRP T 7 BLLE &AERDY 412 mERE)
wE LI,

6. EIfFA, BRBEBERES XURLHHE

1 EIfeA

NNERE T HRAIK BIfFARAMRIES 203 it
BIfER DR b tcER% Table 18 1R Lz, CFIX
BF 96 Bih 201 (2.1%), CCL 2107 i 4 $1(8.7%)
T, WEECAEEARED LRI > BIFEADAR
& CFIX B¥CHEfE, IEHH,& 1HITHY, CCL BT,
R%, TH, B - BR BROZF1HTH -7 Elff
RAHBERAD 5 b, BIfEA O oD 5%k LIES)
(3, CFIX BfTidmgntko 14, CCL B TixHE, B -
B, BRO%K 1HE3HITH -7,

2) HBRREERY

INERSZ X VERREBERE EHE & h I IEFI
CFIX Et 90 filch 7 (7.8%), CCL B 94 filx 10
#] (10.6%) T, MHEMCEEREEIZED bhichoic
(Table 19), HE & L DREMBRHE OFE% Table 20
R, BAEVWEBRNS VAT IF—ETHD,
CFIX 2 88 il 4 il (4.5%), CCL % 91 flf 46l
(4.4%) =BHbh, wTFHBERES 3 AT, CFIX
£t 86 @il 2 4 (2.3%), CCL %90 fish 1 61 (1.1%)
D b, FOMOBRREMBRE L LT Al-P O
LR 2FC, CFIX B 85 fid 141 (1.2%), CCL #
89 fid 1 (1.1%), ¥i= WBC J4, S-Cr LR 4%
1fTwFhd CCL Bhcinbhic, ChbBRKRRE
R E 2V THBEE BRI AR T BRECHEERR
B ot WERLEBRREE TS, &Y
2T tesa s LB O TR IER R & A R SRfECE
8 Uteo FOMBMyEsaIthE, NHEEAA R s
R REEIED bRgh T

3) REMHE

INER LB B REEHITE R » THERTS
o Feptigt % Table 21 (Z7R Lz, CFIX Bf 91 fiif [
e L) 87 I (95.6%), [X°M@H Y] 4 HI(4.4%)
<, TRIEH ), TAVIcRIES Y ] e, REER
95.6% T#H-teo —J7, CCL B 95 Gl TRIE7R L]
86 | (90.5%), [w=REHY ] 87 B.4%), THE
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Table 17-1 Improvement of symptoms and signs

171

N ¢ Improvement
On 0. 0 ..
Symptom day Drug patients Improved Un- Aggravated Statt;SSttlcal
+3 +2 +1 |changed| — —2 —3
CFIX | 6l 2 9 36 12 1 1
. (77.0)
NS.
CeL - 1 14 39 11 1 1
Body (80.6)
temperature
e CFIX | 60 2 13 39 5 1
(90.0)
8 1 18 S
ccL 63 38 3 2 1
(90.5)
4 42 41
FIX | &7
¢ (52.9)
4 5 ; NS.
4 46 1
cCcL 93 (495)
Coueh 14 53
20
FIX 7
¢ 8 (77.0)
8 NS.
22 43 24 1
CCL 90 (12.2)
4 31 43 2
CFIX | 8 (43.8) CCL>CFIX
4 P<0.10
ccL 92 1 4 9 34 4 (x3=3.253)
Volume of (58.7)
sputum 17 4 21
CFIX | 79 (73.0)
8 NS.
2 18 51 19
ccL % (78.9)
16 32 36
CFIX | (57.1)
4 NS.
42 1
cCcL 92 1 14 34
Appearance (53.3)
of sputum
7 29 25 23
CFIX | 84 (72.6)
8 ” NS.
5 31 29
ccL | & (73.0)
CFIX | 42 3 22 7
(59.5)
4 NS.
c 4 22 17
cL 43 (60.5)
Réles
CFIX 9 23 17
o (65.3) s
8 S.
7 29 16
cCcL 52 (69.2)
_—

() : Cumulative %
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Table 17-2 Improvement of symptoms and signs
Improvement
No. of isti
Symptom On Drug 0, 0 Improved Un- Aggravated Statistical
day patients test
+3 +2 +1 |changed| —1 -2 -3
12 4 3
FIX 1
¢ S ( 63.2)
! 12 8 NS
CL 20
¢ ( 60.0)
Chest pain
14 1 2
CRIX | 17 ( 82.4)
8 " 3 NS.
Rl ( 83.3)
13 4
CFIX 17
( 76.5)
4 5 NS.
ccL | 2 17 !
Pharyngeal ( 58.6)
pain 15
CFIX 15
° (100.0)
8 NS.
24 4
CCL 28
(85.7)
10 4
CFIX 14
(71.4)
4 NS.
CCL 24 16n 8
Pharyngeal (166.7)
redness 14
CFIX 14
(100.0)
8 NS.
CCL 26 24 2
(92.3)
CFIX | 24 1 13
( 45.8)
4 NS.
cCL 20 16 13 1
(53.3)
Stridor
CFIX | 25 21 4
(84.0)
8 NS.
ccL | 29 23 6
(79.3)
CRIX % 4 10 10 5 CCL>CRIX
( 48.3)
4 P<0.10
2
coL 2 4 20 6 3 (23=2.920)
(72.7)
WBC
CFIX 54 6 ( 52;6) 17 6 !
8 i NS.
6 25 15 6
CCL 52
(59.6)

() : Cumulative %
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Table 17-3 Improvement of symptoms and signs
Improvement
On No. of - Statistical
Symptom day Drug patients Improved Un- Aggravated et
+3 +2 +1 |changed| -2 -3
CFIX | 29 2| u 12 4
(44.8)
4 - - N.S.
ccL | 31 > B !
(48.4) !
ESR 8 18 18 6 I
|
CFIX 50 i
(52.0)
8 N.S
1 10 17 14 5
CCL 50
(62.0)
Improvement
On No. of Statistical
- Aggrava
Symptom day Drug patients Improved Un s a.\ téd rest
+8| +7| +6| +5|+4|+3|+2| +1 |changed| 1|2/ -3 —4
2 7111 12 2 1
CFIX | 3 (91.4) | CFIX>CCL
4 ! P<0.10
112 6|15 3 10 1 (Po—
cCL 43 2 [ (Po=0.075)
(74.4) |
CRP > ) 17 5
2141911327 7 2
CFIX 69 (89.9)
8 N.S.
_ 2|1 1|55 |16]22 16 3 3
CCL 73 (91.8)
() : Cumulative %
Table 18 Side effects
Drug CFIX CCL
No. c->f patients evaluated % 107
for side effects
No. of patients 2 4
with side effects (2.1%5) (3.7%)
Statistical test N.S.

Continued | Withdrawn | Continued | Withdrawn
Study treatment
1 1 1 3

Eruption 1
Diarrhea 1
Abdominal pain 1
Gastric pain - Nausea 1
Nausea 1
Vomiting 1

Total 1 1 1 3
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Table 19 Abnormal laboratory findings

Drug CFIX CCL
Statistical

No. of patients evaluated 9% 94 test
for laboratory findings
No. of patients with 7 10 NS
abnormal laboratory findings (7.8%) (10.6%) -

Leukopenia 1

Eosinophilia 2 1

Elevated GOT 2

Elevated GPT 2 —

Elevated GOT - GPT 4 2

Elevated Al-P 1 1

Elevated S-Cr 1

Table 20 Abnormal findings in laboratory tests

CFIX CcCL
No. of patients | No. of patients | No. of patients | No. of patients Statistical test
evaluated with abnormal | evaluated with abnormal
findings findings

Leukopenia 90 0 93 1(1.1%) N.S.
Eosinophilia 86 2 (2.3%) 90 1(1.1%) NS.
Elevated S-GOT 88 4 (4.5%) 91 4 (4.4%) NS.
Elevated S-GPT 88 4 (4.5%) 91 4 (4.4%) N.S.
Elevated Al-P 85 1 (1.2%) 89 1 (1.1%) N.S.
Elevated S-Cr 78 0 81 1 (1.2%) N.S.

Table 21 Safety judgement
—Committee members—

Safety judgement
Drug |No. of patients| No Slightly Moderately | Severely | Statistical test
problem significant | significant significant
87 4
CFIX 91
(95.6%)
N.S.
86 8 1
CL
¢ % (90.5%)

Hol 16 Q1% T kGBS 3, & 7. BRE
£Rit 90.5% THhH, MHHICEEEIEDLR I, INERL L VBERDE L ESHHERYYE LTHE
~7% ShEEBMOBR Y 2HEHS X 00T, BrlR
INERE THAINEFMICOWTOEBRER2ET 2 LT Table 23 \oif Lico 2fEHITi% CFIX F8H
%4 Table 22 Wi Licht, INERLHEABBHEIC o TE»CHEA 50 (5.9%), [l 62 fli2.9%)
AREZRD DI o1, Feoffl 11§l (12.9%), [EATrw) 7H8.2%)
hts, BRRETESOIbTLHENORASR T [ERF~E Tl 21 flbid, ARG
#- 18 fi| (CFIX B 6 fil, CCL BE12 fil) iwo\-T1XEl  Tdh-teo —F CCL B 93 fich [ > CH ) 5
YRR B Ieh - 12, (5.4%), THML 67 G (72.0%), [oxHAl 1A
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Table 22 Safety judgement
—Doctors in charge—

Safety judgement
Drug |No. of patients| No Slightly Moderately | Severely | Statistical test
problem significant | significant | significant
86 5
CFIX o (94.5%)
P 2 2 NS.
CCL % (93.7%)
Table 23 Usefulness judgement by type of infection
—Committee members—
Usefulness judgement
Diagnosis | Drug | No. of patients . Statistical test
ad Very useful Useful Slightly Useless Should not atistical tes
useful be used
5 62 (2) 11 7@3)
X 85
CF (5.9%) (78.8%)
Total 5 (1) 67 (7) 1 9 (2) 1 NS
ccL % (5.4%) (77.4%)
2 35 3 2
Acte | CFIX 42 (4.8%) | (88.1%)
bronchitis p poe . L N.S.
group
ccL % (8.7%) | (89.1%)
3 27 8 5
Chronic CFIX s (7.0%) (69.8%)
bronchitis P 7 S N.S.
1 .
group
oot i 2.1%) | (66.0%)
() : Cumulative' %
Table 24 Usefulness judgement
—Doctors in charge—
Usefulness judgement
Drug | No. of patients Very Slightly Should not | Statistical test
Useful Useless
useful useful be used
CFIX 85 14 48 16 6 1
(16.5%) (72.9%) NS
CCL 91 16 49 16 10
(17.6%) | (71.4%)
() : Cumulative %

(L8%), MEATiw] 9l (9.7%), THERT~ET
fi’f.cm 161 L1%) THRRIT77.4% THhbo, mEH
RARESRD O IA o R K I I, BIEROF
A TERERRE L T b MEEIC AR -
Fo

58, BRBRERES O bR LB & 12 - 1 f
BEWERBZD & hiehs » fotesd, (RicZAMRIER L
ELTHRM IS #4705 &, CFIX B (A 2 Gl

X TEE T 36, CCL B &b THAL 16,
(5] 78R LU TERATERV] 28TH-7
INER S TEASRICERCRT 5 EREDH A
F% Table 24 R Lo 2EFCH L, CFIX B 85
@iek s T4 A1 1400 (16.5%), 8 FI 14861(56.5%),
roHm] 16 § (18.8%), [HR TR\ 6 HI(7.1%),
MEET~Ex Tl 16 1.2%) THARR 72.9%
Thotoo —F CCL BTk 91 fIF [EDTHM] 16
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Bl (17.6%), ["HRA] 49 6 (53.8%), B 1661

(17.6%), THBTHiW] 10 ] (11.0%), TERTXE
Thw) Bl BARE 71.4% ThHY, MEBCEE
Er e 5 1o

1. % ®

SEED cephem RPIAWED RETILEEET LV
DHDHY, BTEHFICE W TEhNE LY, Tiob
b, ExDEARME> H. influenzae, B.catarrhalis f¢
ED 7S AR LT MIC 210.1 gg/ml 53
TRUTO Vv THRARBREEBERT Ik Wb
WHEIHRDOEHI M« LEAREINDICEST, Th
wxt L, O A D cephem RMAEME T K\ TULEHFRE
BAfAR%, cephalexin (CEX), cefradine, cefatrizine,
cefroxadine, cefadroxil, cefaclor (CCL) o 6 JE&|»5fg
KEAIATVED, ThbRVThbZzofEA~R,

b AESFIO 5 1R cephem RIAEHE L3
F—Tk b, i B-lactamase 2% LT H D TREE
T, £DBKRTZhOEANL, # 0/ cephem RiTEY
Bk 2B 1 HEROEH &L LTHREIhBXELDOT
HBo thbHboFT CCL iZEIHFLL, »2oBEVER
FHEABOh TV B,

Zhizx L, BRIRESED THE X h it BnBoR
cephem RILEHE D, cefixime (CFIX) o\ TiZ,
BEic 8 31 BAXRHREFLSFAATRRE T B W
T, SPOEBENLL OO BIRNBTZEC B3 5 B2
FEEIRTWB, Thickud, FFX CCL L HEL
TR Z7 AEMHRECH LTURRWHAEAX 7 + 5 4
2HEL, o H influenzae, K.pneumoniae, Indole
(+) proteus, B.catarrhalis fc Xt LTCHRWHEH
®RTe o, 77 ABRMEOWTIL S. aureus 3t
TEEFDOHENL CCL LW EFHBL 0D, S. pyo-
genes, S.pneumoniae =i L TCIXAEOHEH 25T,
2Hie, CFIX X&BMENELET 5 p-lactamase 1= i)
LTIERBIREETH D, CCL &L E 0 A cephem
FAEWE CHHE 2R THERICN LT b Rk & g
DENHEN ZR T,

HHBRE IO W TR 5B &, BERAYHRELT
CFIX 100mg 3 X 0¢ CCL 250 mg DPIIR % iz L=k
#|OTiz, CFIX o REMmEHEEd f5% 465K ©
1.66 pg/ml T, JFENL 2.5 BFRITHD, BEE 12
BHITLMEFR LOCRPED Shic, —F, CCL o
REME hEEE L 30 4T 6.03 pg/ml T, EJKHH20.5
BETHY, LoRFEMclF X hHELLT4RME
BEBDLIL D, 2D X5 HEROGLANERBIIT
HERZ LR, FED - HEAR7 + 5 akF 540&
EHEST, TRZhOBEHIFEBREEO LD L)

CREEI N BTSN ET ARIE &5

—%, BEROETIE, AFICDOWT 1,369 §
mENTHDL, T T LERPECHT 22
H, BEEIERINTVAY £hbnsy
‘%ﬁ‘ﬁ'&*bi 379 Bk 283 B (74.7%) CHPL
BRLRTWS, KR A 5 &, ap&e
78 sk 62 B (79,5%), 18K ERYIE (&
£, [EZIRERIE & L O BEPRBER 0
178 flh 116 B (65.2%) s\ CHIU LS
bhTkbh, BoHE LTEEhERERT~
Bbhd, ¥, FRERLE X b OHBEr
RIOMEFNPDRLYERER TR B &, 75
(34 ) T 79.4%, 75 nRaKE 19 &) -
Thotoo ERBEBEINCHAS &, S. aureus(8 #
S. pneumoniae(23 ¥5)82. 6%, Kiebsiella (144
H.influenzae (74 ¥) 87.8% &, WwTFhic;
RFURAD khk%b\%‘?ﬁé&%%n—? Lizz &
%o

MED X5, AROBKDE & MR
B D EBERNTE R DR IR T 5L DT
FIOPRBRERIE KT B ERDEATR S hiz
CFIX DR BRAGEC T 5HEME L 2ok
CEHii 52 &% BRY & LT, CCL #RBE
WERBHEHE L, T - mEmKe )
DR, I dRAMERXEL LT, —EF
BAERTLZ & &L

RBEA & CCL & Li=48#3, CCL ;
cephem RITEME OF T S. pneumoniae, S. |
H.influenzae g} o WERIBERYPIED EiRE
THRIBCHENEZRL, FEFIRCHT
BL, ek >4 EBRERIRTED
IUORLMNHER IR, BVERFmrAEOR
HTHbo

EHofEHE% - 5B L TIREN
EAXATERE L1, Thbd, CFIX ot
BERKR&EYD 5%, 1H 200mg (42) #ET
RPFES YO EMSETL (78 f) L 79
MG RYSE (99 B) xf L 62.6% L\WoF
bhicz &, EbK, SEDBRAFENOBMN
FARBEERYRNELTE —RERARTIE
(hif), 18 2EREOEOREHRM. 4 i
LW RBABO R Enh, 1[E 100mg
1A2EIEWSBERPHRE LIS

—7, CCL iowTit, @% 1@ 250mg G
B3EESREELIEEHTHY, CEX &
BT 1A 750mg (Hf) THHR 73.9%
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ﬁﬁ%%ﬁiﬁ&hfh‘é@f. ARBTH 1[E 250 mg
i), 1H3EEVD BERB®RE LI,

gEHEE AERAO RO Y —B S ¥ B 1o,
CFIX Br7 7 A% @aby, ¥ -F0RE EB»
skl b O Lice ¥io, MEA DR LT
R 77X EEADRB LT AL T L, 1
BANZ LA EER L, T, MERSTS
fo T, MBI TR ELIEEShIHKFZRA L1ch
4, CFIX BT 747 7 eV e BOCRAT %2
piirh, BEORHBELILDZ ENELOLNBDT,
CFIX BTLAECILTEEILRABINSD X5 R
Ll

HeEBLOVWTE, CCL DREILH KEL LI RE
INTWBZ Ehb, FEZRDOHRE LI, 1L, 1§
BEETAPVEABIMIEZ £, [EXHRS i
B, SESIELE, HIREMERT X O IHERELE O 1@t
HREEBICHE D KRB OVTL, BPEL LTI
FREBFHICAHSEI AL EBETHD BALEY
LELLRBZ EDD, BHRE LT—HELTHNEES
KEARBZ L& Ll

AHBRER T CFIX % %\ % CCL pi b I I fE Gl
% 208 ITH - ek, MERETI VT, EREMFOR
FEAHET, DOFNRFROFMBEMCHE Lic &
HEI NG, BHEMITcHVT 16 §] (CFIX
9%, CCL 74, KeMMmiTick T 22 §i (CFIX
Fegl, CCL B 14 1), HRAMMIT < 3\ T 30 Fi
(CFIX # 14 f, CCL # 16 fI) Th -1 Lihi»
TENERDOBRE 2T e\ BT D3, BEhMMmimc
HWT 192 f) (CFIX B 90 @, CCL % 102 f), %
SWEIFz s\ 186 ] (CFIX B 91 i, CCL 3 95
), BERKMT &\ T 178 f (CFIX 3 85 fii,
CCL 3 B ) Thoteo ZhbHOBRS « BHEHIR LT
BRAADHH W T HEER TERE DR h LA bhig
Mot

SEDIRFIE G T SN & BIR R 2T
NEOB LD B> Ty, Thi TOHBRERLIE
BERO L TR > T\ 5, SEORR TIREIFAR X
VERREBEOLE O NS ¥ LBIEMOVWTK
HHTHER Lz, BiERBREBEOERICHI-» T
O - BEEOXhEhoEED > B, ThXh 1HHE
DEREm LT W AEADR B & Licledic R etk
BERDBRA S RIEEGIR 22 BlEShotco T OER
RIDVEGU TR RAB RN, BRI R)
&%.}:@')TC_O

EROYRRFIZ o\T 2% &, CCL Bictgiki o
SUBEE D %\ GINEBIC S - (P<0.05), %

7o, BERS JUKEL R L CORERB L FL 6,
BT THRULTTE Gl L BRI CIRAER K OFET 2
IEBIA CCL iz T h Fh &\ EA 2 7(P<0.10),
Cho BEERCRI VRS EERCSWTUNEES
X DEBIRZEAES L, B3 WILCOXON 2 BAKRE %
75 LWThoER VHEHMOR h NEKSHR I L
AEEE LI LB LTc, TODERITE T
IEEMCEEEYRS Y, AHIRERF 2Tk
TIEHAERERATH S LEX DN,

BABECOWTL, BRIEERMNEBT40.1% THD,
PERDE £ DR T X EVHAE TH > 7o Lin
L, BRELHEE X W B0 BEJRRL, Hin
fluenzae pSfhkD 44.2% &b 4L, ®R\TS. preu-
moniae 14.3%, K. pneumoniae 6.5%, P.aeruginosa
6.5%, S.aureus 5.2%, S.pyogenes 5.2% ODIRTH -
foo THHDEEIBBRBAREREROMERIEIRY
B LT HHERR ORI BELT R LI ERLTH
D, FREEY, BEHPOME LT LT\,
Tiebb, SEDOR DO HERBICET 5N REFE
KEOHED S LEEOHE M IEZROESE Y L KR
L, 2 oK omEHE 1T > KRS ET 2E[AT
HhHT EHERIRI,

Kiz, BEDRCOWTEOBEDREYARD &, £4T
3. CFIX B 76.7%, CCL #£78.4% T b, WA
BEEINh -1, IOCRBAICHTHEMR, B
LRI BEE b - foh’, AR CCL
B, 1BMF T CFIX BOBEHENEH » oo CFIX FHD
5%, SpBCHTS BB SNERLHIET 84.8%
<% b, A#o1E100mg, 18 2 BEESOEO—HEE
KRBk B A RET KT T 5 BHE 79.5%"
LB LTV e, ¥ CFIX BEOGHEILCH T
BEBRIIINERSHET 68.2% ThH, Ak
BEFESBM I 151) B 1B S RREC K T % 1 H 200mg
B EDEDEDE 62.6%Y LiEL LT oo ¥z CFIX
B LT A EREHEOHERE 70.0% 1%, &
OB MR B\ TECER S hic—RIBRARTH
Hhio 1@ 100mg, 1E 2EEEOBOBEHRT2.7%
LizE—B LTV,

—%, CCL PEcBIL T, AEASHE TR
T 90.6%, 1BIETIA 65. 3% DEWHRIBELN
Feo KHEABR L MEO CCL wXMEL LTHREFLT
%%ﬁi%i&&ﬁ%tLf%ﬁéhtﬁ&aﬁoﬁﬁ
CCL & CEX n—EEHRHERAR TIEAKHET
CCL BHizaimn 80%, 1GiHn 69% DHPENE
5t A ofloxacin (OFLX) & CCL o B
o TN ERSHET CCL B Ay 85.7%, 1
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PEREIAS 50.0% DEXE B LA, enoxacin (ENX) &
CCL o igMSEREE T 5 HERR 'O T NER
£¥IE T CCL BHLIGHHEIN 62.7% DEHRNEBLN
1o 1, SEORR L BEFA—DOHBEREHERICLD
ER Xt S-6472 (et cefaclor) & CCL 0—&EE
BHERR'Y T2 NFASHE T CCL FHISHE »
82.5%, 1BHEIMN 64.7% DEHEIEBELNI, ThbD
DB A BERBRIC KT 5 CCL FHORME & IER—
DHDTH T, BREBEFIDOEEREE s b O HEFHY
WMBRERDE, 77 LB 75 AEHE L b ICFEFRH
CEEER VA, BHRTHRS EFAROEEHEET
CFIX Bt 68.0% (17/25), CCL Pt 57.7% (15/26)
L CFIX o BHRMA Ehr ol & ik, i H
influenzae X435 FHRDE, T bbb CFIX B
73.7% (14/19), CCL B 53.8% (7/13) &\~5 EM KL
xhicbhoThbh, CFIX o H. influenzae X473 %58
WHIENC LB D LBhbhic, 2D &k H influen-
zae Xt B MBEFHZNEN CFIX f 80.0% (16/20),
CCL 2£50.0% (6/12) T, CFIX BEDEMERIE ME
MR LI ECHBRTOR, H influenzae Xt
+% CCL n#iEE¥rI%EIx CCL & CEX n_EFK
HBERBR™IZ 35\~ T 62.5%, OFLX & CCL o Kk
REY T 45.8%, ENX & CCL oERERO T
63.2% Thy, KILERGRO CCL FORMK LRI LT
Wico BRIT, GHEMFRBREPIED EIBRE TH 5
H.influenzae =3\~ B-lactamase g4 D ABPC fittt
BofmLTwWs4 A", CFIX 04ROKEILER X
haxE LBbhis,

BRI RENEORKEE L e HEER, TR, REREOK
ERIZOWTABE, 4 BBO—FOHEB TRIDEH
HERsWTEWMORFF L v Eh3EEALALNS
HBE D720, 8 BB TIXWThoERB T MBI
BEEVRDIh 51,

RICEEWIZDO\V T H B &, SEDORAE Tt CFIX
2ol (2.1%) 34, CCL#Ew 4% B.7%) 54D
Bu RS CEIERERSER Lich, WTFhLBERL
LPZEE (160Z) Thh, i, MBELLCRER
HEL, »OoX0RMIKERERRD D -1, —F, B
RREBEO RHW CFIX BT74H (7.8%), CCL #T
10 f (10.6%) &b bhteh, WIhd BE Bk
THH, ¥, AEFLLCHECEVRERLIELS
nY, hoXOMICEREERED - To ZHhHEIE
A EBRREBORE OWF 2k L Trebhi-®é
MHE TOREZ AL A TORELRIL CFIX 2 91 fih
87 | (95.6%), CCL £ 95 B 86 ] (90.5%) T
h, MEFMCEREZIRD SR -1,

L EDBEKRZRS XOREEOBBOTE L ik |
fiigbh i NERET X 2 BRAEHE TS, CFIX g
78.8%, CCL Bt 77.4% DEARTH Y, MMk
BEIZD ORI, o1 FERRATY, Fhip
HIE TH RARCAFEROTEEIRD bhitho iz,

Lk, BfEicy LRSEOMBHSETADOBER

W,
1%, CCL 1[al 250 mg,

CFIX 1@ 100mg, 1H 2, it 200mg og
1B83M@E, 5 750mg LR

DEKRNEREVARTE B LE X bhis, 1, CH
318 2ERE TR HREDREIETE 50T, |
BHEKEZREACE I RIERA DB ST, |
DEERBRAR LOCZTOEEEMNAFETE L0 L%,
rOtho

D

2)

3)

L)

5)

6)

(p)

8

9)

10)

X 3

SHIGL Y.; Y. MATSUMOTO, M. KALzu, Y.Fuj
SHITA & H. KOJO : Mechanism of action of th
new orally active cephalosporin FK027. ]
Antibiotics 37 : 790~796, 1984

KAMIMURA, T.; H.KO0JO, Y.MATSUMOTO, Y
MINE, S.GOTO & S.KUWAHARA : In vitro an
in vivo antibacterial properties of FK 027,
new orally active cephem antibiotic. Anti
micr. Agents & Chemoth. 25: 98~104, 198
NEU, H. C.; N.CHIN & P. LABTHAVIKUL : Com
parative in wvitro activity and B-lactamas
stability of FR 017027, a new orally activ
cephalosporin. Antimicr. Agents & Chem
oth. 26:174~180, 1984

% 31 MEFRCFEREFLSHRALZERS, #3
v vHyw s FKO027, 1984 (#3K)

AH M PHF 1E HERBR=, # aRX A
HEER), {CFEE : MIC2000 v A7 Ak X2
MIC BIEHFEOREY : BREREFLRR
X 5 MIC HISE & © H#o Chemotherapy 33
537~543, 1985

B B : Cefixime (CFIX) o#R#EEIET]
5% %, Chemotherapy 33 (S-6): 190~203
1985

MR, f (26 BRRUBERD) : GEES
% Kiest$ 5 Cefaclor 3 X vt Cephalexin €
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Comparative double-blind studies of cefixime (CFIX), a new oral cephalosporin antibiotic, and
cefaclor (CCL) were conducted to elucidate the efficacy, safety and usefulness of both drugs in the
treatment of bacterial bronchitis.

CFIX was given orally in a daily dosage of 200 mg, and CCL in a daily dosage of 750 mg for seven
days.

The efficacy rate was 76.7% in a total of 90 cases of the CFIX group and 78.4% in a total of 102
cases of the CCL group, without significant differences.

Even when classified by type of disease, there was no significant difference in clinical effects between
the two treatment groups in either acute or chronic type of bronchitis.
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There was no significant difference in clinical effect between the two treatment groups judged by
cither the doctors in charge or by the committee members.

The rate of eradication of the causative organisms was 69.4% in the CFIX group and 66.7% in the
CCL group, without significant difference. However, the eradication rate for H.influenzae in
particular was higher in the CFIX group than that in the CCL group, although the difference was
not statistically significant.

There were also no significant differences between the two treatment groups either in incidence of
side effects or of abnormality of loboratory findings.

CFIX was evaluated to be very useful or useful in the treatment of bronchitis, both acute and chronic
types, in 78.8% of those patients treated with it. The usefulness rate was 77.4% for those treated
with CCL. The difference in the rate was not statistically significant.

From the results mentioned above, it is concluded that CFIX is highly effective and useful in the
treatment of bacterial bronchitis at a dosage of 200 mg/day (bid) and is equivalent to CCL at a dosage
of 750 mg/day (tid).



