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MBS e 5§20 F cephalosporin #| cefaclor (LATF, CCL &M#g3C) & cephalexin
(LIF, CEX (AR DGR L RAMY LBRN T2 AT, “EEKREKKC XY CCL 1H 750
mg (1[E250mg 1H3EEFFx41H), CEX 18 1,000mg (1[5 250mg 1H4[E) % 3
~10 BREOHE LIRER, MAOEDNE, KMk ITARECOLWTTROKRER,

1. &apsExgen+s CCL 1A 750mg & CEX 1H 1,000mg OEKHR LD B\
HEZRIDOREN ot Vo lE S BESE T RN T HHERZEX CCL 1 H 750mg DF%
pe2% CEX 1 1,000mg OA#E: L h @h sEEYBdi (p<0.10),

2. BHKEZRTIR, BHEENT7 AROBMOUFE T CEX » CCL & hBhIAEMERD
fo (p<0.10) 7%, WE 7 FORFETIE5 Aks LURERTHOMRRT CCL A2 CEX kD
EhAEEXTRDI (p<0.10),

Vo lF 5 BERE A TIY, BIREAA 7 AR OWRIEIRER & B IR T By Bk T CCL
» CEX X h xhFhBhaEELBED (p<0.10), Shic, HHBALG7 HED CRP ¥k LUK
W (1BsRME) omdERE I CCL 21 CEX X hBibhiclh, ThEhEEENTEDbhi (<
0.05),

3. EIffFA% IUBRREERHOMBME L LONFCR, WEAMOEEEIRD L,
270

4, amggETRCHTAEAMKIE CCL1 B 750mg & CEX 1 H 1,000mg &0 H\W12TH
BEXYRDEM T,

Vol 5 BERAE S RICR T A EAML CCL 1 B 750mg 354 CEX 1 H 1,000mg XY
BohicEh, BEHRMCERENBD bR (p<0.05),
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(1.1}
Fig.1 Chemif:al structure of cefaclor and 1 =
cephalexin CCL ¥23M Eli Lilly #0352 h =0 A cephalo-
s sporin M0, Fig.1 RR+ L3 LM t, SfroR
CHCONH-
Q—, 1;(\)_ RNFEMRS = - VNFREALTNY, 0K, B
NH, g/ N a 7£® cephalosporin #|CiX 3T 3 £z AP B3 R
COOH RNFEMELTOWROLRAE S,
Cefaclor CCL Bt o £ N0 A cephalosporin HlIcttL, %
. vitro THMAOLW « LARWB S h, ERMTH
O—CHCONH—E\/ BNERETRTZEAHREZATE Y, 2K, ®
N o N\)‘CH' BREMREOLAML L T RE & Hinfluenzas, K.
COOH Dneumoniae, [-Streptococcus r st L € CEX £l
Cephalexin LR ML R LAEE IR S,

Table 1 Collaborated institutes

Department of Internal Medicine, Institute for Tropical Medicine, Nagasaki University
Department of Internal Medicine, Nagasaki Prefectural Tarami Hospital

Department of Internal Medicine, National Nagasaki Central Hospital

Department of Internal Medicine, Japanese Red Cross Nagasaki Atomic Bomb Hospital
Department of Surgery, National Hospital Kawatana, Nagasaki

Department of Internal Medicine, Fukushima Rosai Hospital

The First Department of Internal Medicine, Yamagata University,, School of Medicine
Department of Internal Medicine, Yamagata Prefecture Central Hospital

The First Department of Internal Medicine, Tohoku University, School of Medicine
Department of Respiratory Disease, Sendai National Hospital

Department of Cardiovascular Medicine, Sendai Hospital of Japanese National Railways
Department of Internal Medicine, Furukawa Municipal Hospital

Department of Internal Medicine, Iwate Prefectural Isawa Hospital

Department of Respiratory Disease, Hakodate Municipal Hospital

Department of Internal Medicine, Date Red Cross Hospital

The second Department of Internal Medicine, Muroran City General Hospital
Department of Internal Medicine, Tomakomai Municipal General Hospital

Department of Internal Medicine, Otaru Municipal Hospital

The Second Department of Internal Medicine, Hokkaido University, School of Medicine and Related Hospitals
Department of Respiratory Disease, National Sapporo Hospital

Department of Respiratory Disease, Sapporo Hospital of Japan National Railways

The First Department of Internal Medicine, Sapporo Hospital of Japan National Railways
Department of Internal Medicine, Hokkaido Health Insurance Hokushin Hospital

The Second Department of Internal Medicine, Sapporo Teishin Hospital

Department of Internal Medicine, Kanaya Hospital

Department of Internal Medicine; Sunagawa Municipal Hospital

—
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XL CHEESHEOMRNUFENERERTHD,
%25 MEACERELANERT /AT 2,022 fF
s F 5 EYES I OELEORNRMITbh T
V“WB, B0, WA, RREMRGE 229 EN KK
F- ML, EREATFLRLERLTHBE~T
SEEDORADOPEIEMMECRY LT CCL 1 B 750mg
OHNBCRIFEHERRREA BB LYREL TV
-

SHEbhbhE, HHEQEEECHETHEHOBR
s XOBERY—MERSCAS S L BN, B
FEORARMEN CEX ¥ LB ME L ZRERLK
BRREFhR 70T, TOBMEBET S, ki, KF
12 Table 1 @R L 7= 26 FOEMBR X A3FAMETH
b, % 53 4£9 An HMEM 54 £4 Acbico THERA
EhiedDTH,

II WEMNRSIUCRELE

1. HNRER

NEEBIBEL LPSEOMBERIEIL L L,
BUSETRAT BRSNS BEE I EESRD OO
(B SECHERRS EEE L EEIhI 0%
&), BIVEAKHSETATEBERE R% AORES
e EhSMERENEEE LREEShD bOYRREL
L7z

PRI, ABE - ARINEARRI & Lichd, 15 UL EDRA
BETH-T, BECELTRERBOEHFAHLRT
BEOTHY B3z L% RAlL LI, %, penicillin
%, cephalosporin RHAERICT UL F—DBEENRDS
BE, EHAOBECEELOLRD XS NEERRESE
HEIELDTEEDCEREKRE - AHEXETHRE
%, B -FEED»LBE, ERS - BILFOBE,
CCL-CEX mFIcIERZ MO RRE X 5 RRELET
DB ENBHLAUHELLEHEE, WThiRR
& Lo

Fig.2 Package of CLX (CCL or CEX)
capsule

if CCL-Group if CEX~Groug

.
] W o privet —e al
cx.x'cr.x ch cLx

M —o28 ;M

clx CEX CLX Czl

250mg 250  280mg 250ng  250mg

BREEK Sl B 5 EITREDO 2HTHS,

HE¥E# :CCL 18 750mg (£3)

%HR¥EF :CEX 18 1,000mg (44)

BeEtEFNL, 1» 7 wrd, CCL %k CEX (Ke-
flex®), 250mg (HE) ¥ &KL, 77 eFHTert
LL A BEBRREL Lich 7 T, Fig.2 KR
FTrokkRyllicd b 7erv— FEFERL, Th
% 10 o— b (40 7 7 EL) HIBLTIEMIEL
+-bDTHBo =1L, CCLED [FF5) DiuRicT7
RN T TRLTED, - PORREHEST
H-BR-AH-®WO1B4ERET 5 &L CCL BTk
750mg/B © 3 EBEN AR Shb X5, XKL
DITRZHE LI,

IR XV LM E LEA#E LS CCL, CEX H 34Ef
Forhnls, Ao lhavte—F-—rEELC
LHT CTHBEYERL, BEDOZZHECEV-ERESS
BIRKFET B &L Lo

TIEBAsARTIC = v b v — 5 — AMEMEAC B LR
Fle oW T AERONERER TV, HARTRICR
EUX L-FER OV THEREY T >0 TORKER
% Table 2 CRTEED THoT

3. a2avir—5—

—it, ERAESH AN HERESL

a2/ br—7

2. HBERIEA B - BAUEERBERRD & BRAFE EEREE R
Table 2  Stability* of cefaclor and cephalexin
Initial 15 months later
Drug - ]
National Institute Shionogi & Co.Ltd. | Shionogi & Co,Ltd.
CEX 250 mg capsule 101.2% 100.3% 1024 %
CCL 250 mg capsule 106.8 % 101.5 % 95.0%
Placebo capsule N.D. 0 % 0 %

* Percentage to the indicated potency of one capsule

AT TN OWT a A
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ARG RML, CCL OREL 77 £ K% L CEX
OREOMITEY, BNEAOSHEOEMY:, KiF
ANGF, key table ORI SUIMH, Mitho ¥
“2FRERORES LOHHAUEO APEOHEE: L
&ﬂ L7

4 BRI UEEM
1B1A»7eAr % 1046 (- R 4% %) ¥EK
Lizo BANEBREATS S I BAK ERFEMNOWTHh
PRES1HAEABREYBEIBRTAIZLE LR,
BELMRNZ, 3HMLE 10 ARLAE WS HBRIZE
E», TREDHICHRES LI RANYAETES
PDELL, BRBPIZRELRDLRI-BE, F—EN
REEAEA ELVCER - IR HEY 2L
4, BENOCHREDEOEDND - 1LBE, FOMEE
SENBEEEZ DA APAIL, WTFhbEREDY
FORELYRIETEZLDE LI, ks, BEBILOR
ACHBORELRToV, hEOBEHYREKRERICE
gToo &L,

5 fHR¥HR
RNEAREDMERLHFA LS ENBELL
B SETEoARLRCREYREBA S ICRET
3 ELEBRNTIRAEVDT, RO X5 fhEFOMER
TAvd LAabel, Tichbb, #IEBYEN 24 BERLL
A% X BRI P b O EEESIIERA Lo &
L, GH), HEH, HABERF, JERT oA FiEH
R ERDOWTix, RNEHREMHAD 10 B LETH
LREEERA LTV CRENMS L A—ROBANLEL
$ioh5BACRY, HHAXBRTEL L E LI,
kL, ZOBEIMMARCHBEEANROEEILITS
TEEli, ¥, REMEROMBAILV-BETI,
EDR\ D B\ iR MR 5 BREIC SR E i
BEHOWBCROIBATELLDE LI, ZDHE,
TR A—EFTHBZ ENEELVWDOT, KK
MR E D, Sy BN ETARIRIEARRT
FAbRA M 78 15mg 1EI18E1H4E% T,
BMOHMICIE /7 7o 7 v 5 100mg 1B 181 A
AEECOBAE L, 2o, TEAHEFEHHEONAIR
EEDBZ L E LI,

6. #ER FTROBEH IVEREDER

a. ER, BTROEE
BEREvEERH L, TW BROMKIRS LUER
hi3dA, tEER 28 (8, B WETsLzR
MeL-n, ARBEoPacit, PECEUTEER
INBEATEF = » 7REAVT, ThHOBERYHER
TEIL S LI, &<, HIKBARA (0B H), Hta
3HA, #E#L T B0 IR LT KR - XD 5

R, BREIVNERFTRICEEL, PULBFIE
ARG TRV BEIEBONE ¥ 3B AT
STl MRPIERICIE, TDTHE, Xk &
ROERE IURBRLMETE - L L L, 2 THE

%, KoK, RZUN, PRERK, MHEL - Rk O
o, WINEERRT D20, AHETAKTIER Bl B
o, BN TR, RBYEK-ERTACLELA, C
D%, W, KM IFIZ OWTIEH e + - —D 3B
R BRI\ TR (P) - XilRtE (PM) « ¥
it (M) 0 3R%, BREIAKROPHE ml BR,
ROBEXBEYRTRR LA £DMBOIEER, FFRIZOW
T+ — D2BMERERE L, L, BIfFAIE
AT5HBER, RBiCOVWTEH -+ — DI
&L, HIBEREATELRBEYRTCLELE LIS

b. BRBREOER

MEEIETRORRCBET D L LT, HMER
L Exosm Kk (1BME), CRP 2L h B, =
IO EBAAT, PR3 B E, HERTHO IBFAT
HETHZLEL, CoRIrOmMBRE GROEREK, ~
®7uty), FilltERE (S-GOT, S-GPT, 74 H Y
7+ A7 5 2 —¥), Bifitem#E (BUN, mEs L7+
= V) BIV REE (REAE, ReknR Regm
IR, RAL) (23 IRBAAET & BERTRED 2 A THE
FTHZLELEA, PURBTHERCHETE VP
ARFORBAFRBRTRSCLE LI, ¥, #
BHEREOFBICHYTHHE L, TORMATHER
TELABORERTRS ) 2L & Lo WFhb&ER
DHETHET S, BAOUEKERCOVWTIIERE
NE—EH - RELHETIZLLEL, REMENRDL
R-BETIEBYEIL, REERROFEEOWT
FHEDa 2V M EHFETHIIEE LIS

Teds, HYEBAMITOREL v b & v ERIZEOHER
BERL, BAOZHMERADHDIRETHIDEL
o

c. BRAEORE

BEBAART O BRI X URFER T RICERIRAE LT
WABAIIY, MR - ATREYEEROFETE
KL, T2ARFELLBAEYEETSLLICED
MEYRNTHO LKL,

BRIt Rl E LTF 2 2 v — FEXRFR, MK
#XE, BTB X EREOSMERLY 6t
L, TRCOSBERFIELOL, BRELELLL
L EMECORYRETHI L L LI, SbRBRELSE
2 b i-EEcoVWTiE, CCL % XU CEX kT2 &
2R (MIC ) ¥EE T, 1 HBT LS
FEmcBEL, 18 37C THERREORH AL
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Tob, RIEKFEMBELTIEDRASE xR
HoABCHERBR TSI L L Lk, hls, WEBEEL
2, EAEIIARE, BEE, ~T7 4L A0BER
37 3 2 v — P ERIEH, TOMOWBOBAITIL—
P Y7 a—U g vEMPBIRERTAZEERAMEL
o ¥z, MIC ik A AR{LFBBEFEFRECHTT
BUE Lo

7. HTEEMR XU G AN
UTo#BO¥EIZTNCEREHBRBIDHT L
ELe W oiTh, 4B/DEM (RARER, FW 3,
BFOCHE, ARAR) »ohriEIBERE WTF, b
FRS) YEAHMBLTEADEANYE®RLEY %, E
BEOHECEEL A LicBaiciz, TOBRXMLT
FHRECMVAbE, HEXEHRTH LTl %
o, MITEORBIERL, ThEho MIFERCICU
T, MEASH key table BABIATICHRETHZ L L L
o

a. i - mEOHE

ERE H HEMMAITC, SHEKEXR BEIEX
%, BEMKEO TR THI1RN (T, THREK
B L, MEALHEEGORRL v+ ¥ v ERE
BRAEXRTHEEFE»D O BMBAY BB LI, il
L, {CEBEONRE L5 BEREL LS X UBHITR
[ & 2T S h i EG R BIE @ 713 5 EEIRE R 72
LEXBRBDT, BT EIHEY L TEESEX
REFELL, SHESTIABLRIILTENTOIZLEL
0

tk, PEREOBKOZER, KEZRKOMRELDBD
HRIXTA L DDOEMER XA HECERTAHR
NREETHOVREIRVNEE LR LTV EELLR
TERITIE, WL Y Y v BERED D WIEEER DB
IR BE% R T, retrospective 1o K fe T BB 4 & HIkT
Lo ZORR, KEZRI VI LAHRLAMAD
BO5MNEEEEL ORI D, BRERBRIZ=M275
X=fiRTHD ENERINLCLD, KEIZLOHR
X0 bR O RS 5 I EEREOR R K
THBHEIRILDRE, A5 10 EALED BRI,
CRBDEFLD O LHE LA I fERRIRD &K1
MHBB LT W ABIT T, ogELZR8EED
FEG & BB RRICLTVWBDT, RERIGLTZHAD
EGIRBHTA L E LT

b. BEER L UBERHRDOHE
BRMOEEE Y BIE, PRIED 2B THE L1,
ek, EEMISEIORROMNR LI Lich -1,
BERZRE, EL, R, OC0HR, EXHO L4BHET
*UETZ) & & L’fl:o

c. B4DiER, MR, BRELKDOHESR LHT)
ik, TR, AERRDO 5D, H-+ - — BHVIXE
o BEDLACHEERD bDIX, EDOHERIE
Urept, MIFOBMCGURAD Y (+ k) -BiRk
L (-) D2RAIBRATRETHLDLEL, B
POERIT BT LT, IR (P85 PM %), &L
(M, L) D 2X45 4 Bbic, CRP (xfpt (+,
H#, H#~6+), B (-, £) D245 5BHICHTS
ZEELi

¥, AMAHKEELTHLAD NERKC OWT
2, LDEMCEUTIBRETRO LS %% Y b
B35z bk Lt Thibd, FRIZTFH G7T k)
- M (37C &, 38C &, 39C ALlE) D248
R, ARIE1RSMMEZ T L (20mm/h K - TTED
b (20~39mm/h, 40mm/h Ll k) D 2 X5 3, B
mERixH S L (8,000/mm® Ki%) - M5B b (8,000~
12, 000/mm? k#, 12,000/mm? Ll £) D 2 K4 3 bfic
BRIT 22 &k LI, FHRIZOWTIL 60% Kil - 60
% L ED 28R E L, FHRREFEBHICOVTL, B
RiEx 5% K - 5~8% - 9% LA Lo 3 &k, HEEY
50% #if - 50~59% - 60% LI ED 3 B BAI L THR
NTHEh,, BRE/FFRERX100 X YEHBLEES
BBy tHEL, EAEBE L (AEK 106
T) - EFEBESY (REKI0 LHK) D2EZ%b
SHTHRHETHCELE L,

feds, REILRRL LMS LIHEOWTHhERAVS |
2k, SN RACIS LT/IE AL key table BASETIC
BETBIEE L,

d. EXEOHES L UHMEFRHDROHE

B Lk h, BEMOKRNLOFBERYFIRLIE
Db, BAHEEL LA AEBCTHRENORNLHET
bkt L l, RREBEPEORKXRYHET
B LR BETHS b, BEAEOHTERE |
THLD0H5VIMIERLSCHERKET S LO0HA
i, MNEBRASH MRS, SRR EREAYHE
LTHERY ERECRRL, RELBTCHETSCLE
& Utco %1, Neisseria, a-Streptococcus, H.parain-
fluenzae, S. epidermidis 7z ¥\ 5 KEEEHEIRE
BEIhTW3HAKRIL, MERLTREHE LTRE
AL ERERIE Licotoil L, PEBIT H. parain-
fluenzae, S.epidermidis HABICHMESh, 1 OREIL
(10"/ml P k¥ izt b)) B hicbobidh, &
RO L BYE L OBEYESR Lk L Ex DRI
BAECROYBLEL LT ORI RE I L &L, ¥
1=, Neisseria ¥ X 0% a-Streptococcus o>\ T, EO
IORBAVEERLE LUK I L E L
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MEFARRHEE, Mk BY « RE - D 4 5
BCHELR. LA L, BEMOKE L RNz, RRE
RRAECOMBEENDRAUEILF LLBR T
», HERE T LXK EREDD - 0d DOPE Tz
SRSV HEREYRTL, TREORELBTUETS
rEELe DB, ARMEFARERR T T
k¢, BRUMFOBBONELY R L, MRNELAS
IUBEREVR Y A TANEOHRIIThERNEE
FIURPEHBTHI & E LR,

¢, EifFBO¥E

BIfEA ¥ 2ot BRKREMD REA RS h - B
it, REEY, TOBE (XK RNM), nY Mz
TRL, BEMBEOTELHNTELELIL, T2B
TERYEBMLTCD IS MR EBRNER T -0E
FRLOBBEIOWCTEREMAD = LT L1,

f. HAEOHE
FHREHLGE2FERAICOVTREC L L5 BRYR
e E % WEL, FEBCRE - BE - FFEF A
B FEECTERO 5 BB CRNEFOFAEYHELL
BT, A2 7 28®B), T, FHEYX I HERN
RT3, 28 100mm oFfAfEAr -1 % f
v, EEY DRy —L OB XBTT =,
FL, = HDERDOKNIES - THETZHR B
T, BRER - HE) RO L,

8. F—20[EEKRLVIC key table DBEH
RARUEAC/INEAL YRR L TERE, LR
IhERERY ZRBA L, TOREMAE XMEA
PRELANS T - 20T ER D EDI-Z LAHRD &
BYChHD, COREDABREYEHRLTERED T — 4
BEN LI i, AR ZDBBT, NEASHERNE
B LK Ui iER & T 0B H, H5\VIILBERE
LRI 2 REER & ToRMIOV-TERE
ORESBORIDT, LT — 2 EERML T
LLELTATOBEREE (B) ¥2vibe—5-K5[&
Bllo KBADEFIIABRERERTCART LY, P
RN LHOHE LARORBN TH>7DT, 27 b w
~T-EHBELT 20 RFVFEEY RELL, Tib
b, 5 U TO14] (14 %4 » A, 42.8keg, ) i
BORAB & %55 LHMFL, BETHDOKLV
AL EHFHED 5 . TIXfbOERM EXFI LicZ &I
Lt, ¥7-, penicillin R 4ERIC 7 v ¥ — DEEES
DB 2RANE TR TN, BECHx B ETFHEIhT
YO TR  EERIRT TE T 5D TR R
MELTRER S & & & Lico 4ih IR EEREE O A6
Hd b B transaminase DEE— B ERYAIC1
filcovTd, HEVHEICI L0 LB EOHET

RV EH2 B AD TMEMRAE LTS = & &
Lo LirL, 10 BMLIADR LM &\ 5 IR XR
L, ShflichicoT 18 BMEBBEEA L 1 61 ORE
L oN2BELTHY Vb)) i, REEEERELT
ETOMINGRATEIL L Lic, ¥, MBEER
BE LA R DRTERD 7o\ A RER 9 Flss X U KBALA
BHRRENHE Licio bRy ik Lic 1 Sl Bi%s
L WThLBRBRTHETH - 1oted, NERLE
BRI X5 WIS HBR\ oo Tods, RL MR
TR, BBOKIPMICIAD Z L& LI, 1oL,
avbe—-F-OFRTIH, LBORERERRT G
(DR2H) 2EFRBATRICE ED, ThbD BAR
BEMNY D LEMC>E, THERBXSIC LS
M BIEcRE T2 L e L, kD X5, 2 v b
R—3F =ik BT — % DR L MBEADRE K
BEEh, ILKMABECETIAERNBORID
B, key table HH I,

9. F—xOMIF

F— 2 ORI v e — 5 — KRS DKL
VAT AN HE L, CCL #%s CEX #ERLDR
EHRAT, BRYHFE MEFHDHE HEOLER - Fr
R%EE, BlfFfAs XURFRACET 2 B e s
avrr—=F—RIDWERBEhic, ThbDLBEREC
1X ManN WHITNEY D URKRSE, X2(2xn) #R5E, FIsHER
DEERER (GHD FEE, 5L tHREY A i
T, BEFTrEhER U, X% F, t YALTRE
EYBIELL), —HOBEFRATF (FPR IV HF
HEREHEBEIER) & LORBIIEKRECET SR
HEE, sviter—5—XDEHEIhALh>1DT,
BECRAREOBTFELAVCEFHBERIT v £ T
HWEMITRITC > 1o AREKHEL p<0.05 s X U p<O0.
10 # [\, p<0.053FFZ, p<0.103EDH 5
DD LBRL, p20.10 DFAXFEERL (NS
not significant) & L7,

¥, BROBCETBVHLPLERHRIEDANLEE
HFADOEHNCEMT AL EL, LIA->TXRE,
Fisuer DEERRHHEICKITS 2x2 SEERLFLHL
FOEAH ERREY AT OEAK &Ky LcBED
BEgERECERYHE—TE Lic L, FRKHECE
FarVWhOAERRIL, FHECHER IUBRELHES
RS, b HEHETAZELEL, Rk ERY H—L
P o3, BERIIOKER, BANRILIEBIcic-1
BAIIT, VPEAITOBESRELCEDLBIIERR
eI X THTLLEYUTRWEEL, 408, o8
2% 10 AL TFTo EFAOBERE, YR FHEK »
BVILNER, BERLLOBFRERYBETHL L
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Table 3 Case distribution
Classified by
doctors in charge
Acute bronchitis
— CCL 77
CEX 82 Y -
Evaluable cases Total 159 nalgisdl: ‘e)gfect
] CCL 119 b—
CEX _1la cex 1is
Total 237 Chronic bronchitis Total 237
L CCL 42
CEX 36
Total 78
Patients judged by
doctors in charge
Total number
of patients
CCL 121 T
CEX 118 i
Total 239 1
1
)
: Patients judged by Acute bronchitis
: committee members CCL 170
| CEX 75
| Total 145
1
|
|
|
I Evaluable cases Chronic bronchitis
1
1 L] CCL 115 CCL 39
oo _CEX 112 _CEX 33
: X Total 227 Total 72
] |
| 1
| |
] | .
: : Pneumonia & others Analgis(iz ?e;fect
! ! CCL 6
| CCL 116
| CEX 4
! \ ~oml 10 _CEX 112
| | Total 228
|
! | (Listed in Table 5)
| |
| | it )
] ! :
1 [
L !
| ! 1
. Partial
Exclusion Drop out drop out
CCL 2 CCL 3 CCL 1
CEX 0 CEX 6 CEX 0

(Listed in Table 4)
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Table 4  Exclusion and drop out from the study
- Classification for analysi
Case No. Initial diagnosis Comment i Drug
Doctors in charge | Committee members

T . e Tow packages of the

- 19-1 Chronic bronchitis ?mgl swgm adm_itrln‘iste{ed Exclusion CCL

——— or ays, withou .
9.2 Chronic bronchitis | observation during (Excluded from all analysis)
1 a (seme case) the treatment. CCL
6-1 Chronic emphysema CEX
19-4 Acute bronchitis CEX
21-1 Acute bronchitis CEX
21-4 Acute bronchitis Out catient of Analy;ed . Dlr%pdo?t ‘ CEX

- e ut patient o according to xcluded from
29-1 Acute bronchitis obscure course the initial (all analysis ) CCL
29-2 Acute bronchitis diagnosis CEX
29-3 Acute bronchitis CCL
29-4 Acute bronchitis CCL
37-6 Acute bronchitis CEX
Eruption
39-2 Acute bronchitis (Stopped the dmg) Partial drop out* CCL
on 1st day

* Partial drop out:Included in the analysis of side effect.

Lic
I & |

A_HER LB AR TCERI LB Table 3
kRt 239 EFTH Y, EHFhcix CCL # ¥ H 121
5, CEX %% 118 EfiTh -1 =D 5L, ME
HECERR Leoficihlc» T 18 ARgkEHEA L1
A(DR2H) XL TOMTH LB Lico BD 237
ArFER B L L, EHREDSTOLHZ IR L THE
BHEHFTE -1 b OATHRELBE I L 5MIFTTH
5o TOMKO B, EBEETED BE 10 EH
(Table 4) & LZEBRABIDOAET 12 SEAE BT HER <
¢t iz, retrospective IchicE BHEBRCERMLT
YL T e -7 b DAV E B & KEBXA XI5
Keds, MRITOEEOHRYEETHE, MENE
NLERc 35 7 — 2 DB EIBETZOLLS
HLTHD, BE ETILIEHD EMACHE K->
T, CREFABAERE—LLTT > Fi &5 &
INTE D, TRELEXSK X AT TIE, JEIZL
BEE Tl » o LM Xt 10 fE6) (Table 5) A&
!hruaﬁhz%.%miﬁﬁﬁiﬁﬁﬁ&%bfﬂ
WA Lk Er DD, oM &S REORE
YRS - L bR LEECHHOT, TOBAN

LERYE, K&t FRER EORBHHERRYE
BTN TRITEhLDTH D, ¥, ORI
i1, BBABRETRHED 10 4 (Table 4) HHBcEGEILT
Whicw, BHRLERRLLIZENT EREX D{ED
CEHIND EWIREALLEY, LR LIF—%50
L4EIRETS BACIE I Lo A B bt &
Exbh3d, ChickWLTNERSKBREDIT L5
¥ Ti¥, retrospective iIZ AR TRELZ KA TG % e TESR
LS HE IR TE Y, XHEBTHEARZERV-TW
B0DT, FRIERDEANEEYRHTHHECHEERA
BREOBIEE Y EBRTIHEELE, ok 5 FHMEIT
BT LEDH LB, COBEFORINHUTH
HEWS T ENTES,
CDYSKERITOEENDL, FRTIL, BEMEH
EREVILET S B, £ LTERERBRSIT
I AR ESCTHET L EL, MEASK
BEMC X HBITIERVHERELLVRYRERIE LTE
F Lo W oliE ), FER - FTROZEANELD S\ LR
R reEAEOMREYRFTHIHARIE, EL LT
RRLEREAC LB RCESE, TRRREK
HOBFRRIFRE LTEZE L. SubL Ao
S SO A 10 flodER L EEY, LA
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Table 5 Pneumonia or other respiratory tract infections classified By committee members
Diagnosis Effect (by doctors in charge)
Case . - -
No. Doctors in charge Committee Drug Eflfl:::(t:al Ef‘gfct Utility
Initial diagnosis Comment members
R Chronic Shadow on Br,X-P : Very
4-3 bronchitis | disappeared on 7th day Pneumonia CCL | Excellent None satisfied
To be considered as :
5-1 Qrco‘iltghiti s sgle;xmonia retrospecti- | Pneumonia CCL | Fair None sszl\ltll;;‘ftilzd
_ Acute Complication: : i g
12-3 bronchitis | Bronchopneumonia Pneumonia CCL | Good None Satisfied
~ Acute Complication: . . Slightly
20-1 bronchitis Bronchopneumonia Pneumonia ccL Fair None satisfied
To be considered as
9-5 {)\r%l;tghitis sgle;.\monia retrospecti- | Pneumonia CEX | Poor None t‘xl:sl:'aytisﬁed
Chronic Complication: . .
12-1 bronchitis | Bronchopneumonia Pneumonia CEX | Poor None Unsatisfied
_ Acute Complication: : .
32-3 bronchitis | Mild pneumonia Pneumonia CEX | Good None Satisfied
Chronic Post-operative lung RTI with post-
6-4 bronchitis | cancer, Pulmonary operative lung | CCL | Poor None Unsatisfied
tuberuclosis cancer
- Chronic Complication: Middle Middle lobe Slightly
45-2 bronchitis | lobe atelectasis syndrome CCL | Poor None satisfied
Chronic Diagnosed as micoplas- Micoplasmal . g
4-2 bronchitis g;e;,] pneumonia on 4th pneumonia CEX | Poor None Unsatisfied

BELATHBEKEIRIAE 14 floE, BER
BERIEFTH6FDE LML, 12, ThbABED
B & e - 18R G2 W& B BHEN X EER T
RITHECHT LT\ ofedd, FSTREETELSEL
LTk, BRCHERDALRLZEIXZEA LN
1o

Tot i LUEREDORITCOWTD, 2EEDMEN
- TE D, TR R ROH BVETS
2, ChSOFHEIERSEAC KT 22468 EET
B LREEN DD LEER, XL LTERERERD
I AR BETHI L L L, XL, BREE
HEeRETEEYRNTIHEIL, Pied EHRERN
$ L OB D 2 B A TREDIT itb Vi iER % R
G L L0 CTEATHNT RO TH LB R, TR0

SHBEAE L —BK LT\ %,

A BMEEESR (20 1) BEEREXRCHT
DaMHR

1. BEEEREFBTIRA

1) WBBEDRA, 275V VF

WRBED,y 7 759 v ¥ Table 6,7 TR Lo
BRI T2tk L LTEAS { mERAR L b AL
BIE 2:1 THotoht, BERILEZLKTIBELOENK
PEREEESET D Dkt L, KA TIRESANI
BBl 1L, WIEhoORE T EFBEMOZIE
»ohhieh ot

LERYERTICSS & CCL it CEX B LA
WE 1% <, Many Warmey © URTE CREMicHEE
MR HIIA, XA(2x8) BE s L UF Fisuer OEEHE
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Table 6 Background of patients (1)

Diagnosis (by docters in charge)
All cases
n=237 Acute bronchitis Chronic bronchitis
n=159 n=78
CCL | CEX| Statistical || CCL {CEX| Statistical |CCL|CEX| Statistical
Background
119 | 118 test 77 82 test 42 36 test
Male | 19 43 | 51 35 | 28
Sex Female 411 39 NS U | 3 NS 7 8 NS
14~19 5 6 5 6 0 0
20~29 12 14 11 12 1 2
30*— 39 8 15 8 15 0 0
Age 40~49 18| 14| P<005* U [ 13 | 12 NS 51 2 NS
(ors) 50~59 18| 32| CCL>CEX || 15 | o 6 | 12
60~69 32 21 17 9 15 12
70~79 23| 14 9 6 14 8
80~ 3 2 2 2 1 0
Body <50kg 31| 32 17 | 15 14 | 17
weight 250kg 88 | 8 NS 60 | 67 NS 28 | 19 NS
Out-patient 80 83 54 65 26 18
/Ot | In-patient 39| 35 NS 23 | 17 NS 16 | 18 NS
. Mild 68 68 50 58 18 10
Severity | Moderate 51| 50 NS 27 | 24 NS 24 | 26 NS
--N 79 80 60 67 19 13
Any. 40 | 38 NS 17 | 15 NS 23 | 23 NS
P<0.10° U
% Diabetes mellitus 1| 7 NS 6| 6 NS 51 1 NS
Pulmonary P<010* U P<0.05* U 7 5
£ | tuberculosis 131 6| ccLscex | 6| 1| coL>cEx NS
% {-Bronchiectasis 1 3 NS 0 0 NS 1 Z; zg
8 5
% | Pulmonary emphysema 5| 10 NS 0 1 NS
= | Bronchial asthma 3| 6 NS 1] 2 NS 2| 4 NS
Pneumoconiosis 2 3 NS 1 1 NS 1 2 NS
Other respiratory 8 9 NS 3 5 NS 5 4 NS
tract disease ;

¥ (D SEETRENRBD bR, 210 REFIO
SRR D L, SELSEIATIEFENORER
Kbl THERBEAVAHT IO L, BHES
FRETIZ 60 RAY E— 2 LT HRESBRRSHY
BB TV BORBEITH Do i L, REBIOFERE
RRVWIFhoREETH XABMOZRBD LIt -
ko RPATHLRLBHHMOELDOR D, KPILED S
AT CCL »FFaEF iR/, »2, WIhoRE
THARMICITEN TS S\ DT, FlLDZEL
PhntEr bh3, ¥k, BEAHFIVThORBET
SREBMICZRBD bR - oo SRABELIZTR

EHIHT 2:1 ThHoteht, EL{RBHESEILTIHRK
A%<, BESETIRTIARAD LD EAL DY
SETEICL HNTHEV ¥, BEEENCENRRE
25k, AHESEZRCIBEANSE Y LD 50T
L, BESETLTIIRSEDEASBEDFIS % LE
o TWbe 72 l, ThHDOERRFILEFFHOE
REH LR, -1

EBEEOAETEATH L, BHKEILTIIED
DEFMIPIEL, Thich LIBESEXZLTIH H O
FIPBER A LD TED, T TH& L LBESR
EHRORBLRAEIE TR LEBRNCEREF I
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Table 7 Background of the patients (2)

Diagnosis (by docters in charge)
All cases
n=237 Acute bronchitis Chronic bronchitis
n=159 n=78
B CCL | CEX| gtatistical CCL | CEX| gtatistical CCL | CEX Statistical
ackground test test test
119 | 118 77 82 42 36
N [ B[B] w (B[] s [B[E]
Hypertension 19 | 14 NS 14 12 NS 5 2 NS
€ | Heart disease 1| 16 NS 5 | 11 NS 6 | 5 NS
. :‘; ((i)its};grse circulatory 9 1 NS 9 0 NS 0 1 NS
E Urinary tract disease 3 1 NS 2 1 NS 1 0 NS
S | Digestive disease 5| 2 NS 411 NS 1] 1 NS
Hypothyroidism 2 1 NS 1 0 NS 1 1 NS
Other complication 2 4 NS 2 2 NS 0 2 NS
2 | lday 21| 21 19 | 17 2 | 4
S | 2days 17| 12 15 | 10 2| 2
5 | 3days 7| 9 7| 8 0] 1
] 4~7days 25 29 NS 19 27 NS 6 2 NS
g 8 days~2 months 28 29 16 20 12 9
E 2months~2 years 6 7 0 5 7
a 2years~ 15| 11 0 0 15 | 11
None 114 | 115 73 81 41 34
. Penicillin 0 2 0 0 0 2
g Sulfonamide 1 0 1 0 0 0
Z | Pyrimidine 3] 0 NS 2 | o NS 1] o0 NS
Other drugs 1 0 1 0 0 0
Miscellaneous 0 1 0 1 0 0
i None 107 99 71 72 36 27
£%8 | Penicillin 4 4 3 3 1 1
% é Cephalosp‘orin . 1 4 NS 1 1 NS 1 3 NS
5% g)the: antibacterial 9 7 0 3 9 4
o5 gents
A% | Unknown 5 4 3 3 2 1

5B ENEBESTORTVWB, EBREEYARICKR
T5L, RRBRERRES X OEEHHBEOETY
R Xh 225U ERERD > b, MEORELHET
50N ELHL, RWTHERRE EXE SETW
B, Bt EDIETH >t ThbDOERKRBD 5 LI
FIBR CEABRICENRD ORI DX, & - BHE
EO 3FANTRT CCL HEHTH -k, UKRED
10% HRAKETENIRHIA TV, T, MifEEd
CCL #7: CEX Bt LEWEAER L, L EHR
BERTLURED 5% BRKETEHEEN BHLH

foo ¥ fo, KREXWE CW&E: CEX Ho@dh
CCL B X bt &h o fetisedy HbBIIX BLRS
ot EREARERLUNOAFELETEE LMD
# 4 e RO (Table 7), ROME TEbK & OLRE
$ XUENEER CBREREELKBI TH T L
L, ThLDAHHED L HEANL KB L THER
Bdbhich o1,

D EFRBIEDORRREML KT S L, SHEREIRT
A HT 1 BRELADWHY B HBANARS EEDT
Wie ZhicR L, BRESEZRTRERCHRDRM
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Table 8 Background of the patients (3)
Dia is (b i
All cases gnosis (by docters in charge)
n=237 Acute bronchitis Chronic bronchitis
n=159 n=78
Backp'ound CCL | CEX| gtatistical | CCL | CEX Statistical | CCL | CEX | gpaigtical
(Administration) 119 | 118 test 77 | sz | = test 2 | 36 test
Morning 49| 45 27 26 22 19
Afternoon 46| 55 29 | 40 17 15
g Initial E i NS NS NS
2 | capsule (1f cgi..) 21| 17 18 | 15 3| 2
g Placebo
:E Night .3 1 3 1 0 0
§ Before every meal & night 14 12 5 8 9 4
v After every meal & night 102 | 102 NS 69 72 NS 33 32 NS
53 | Every 6 hours or unknown 3| 2 3 2 0 0
Regular administration 111| 110 73 76 38 34
Irregular administration 8 8 NS 4 6 NS 4 2 NS
None 53| 44 35 31 18 13
Any 66| 74 NS 42 51 NS 24 23 NS
. . | DMHB* 38| 42 31 | 34 7 8
,5 Antitussive Others 3 3 NS 9 2 NS 1 1 NS
w|e
R ] [buprofen 16 18 14 15 2 3
8o i i NS
g g Antipyretic Others 9 1 NS 0 0 NS 9 1
Q
& | Antiphlogistics 7| 1 NS 1] 2 NS 6| 9 NS
Antituberculotics 3] o B 1| o NS 2 0 NS
Stomachics or others 27| 34 NS 11 18 NS 16 16 NS

* _Dextromethorphan hydrobromide

BEANSH Y DT, XL, WTFhoREiI->
WTh, BRI ENREOEZIRD ORI, -1
k¥, RFEROMZAHRISEE K CHRE LD T
i, BREOZRNS AZELICLDOTH-T Fre-
TCHER DRMFEBID TR Y FR LIch DTk eV i%
BRLTEE I,

Lo/, 7 U X —EEE ETRERREORR
BFeonwTH e Lisht, WIhbAEFABFOH VL
KRB SR - Ro
"D RERRORH
NEMEDOHIRF A Table 8 IR Lico A L&
#0 CCL BORE» 7 At [4F] OB 7
LERFRIN T BT, E¥DH 7 wrinbRARE
ThTWBLTEE Lo BiE it B0 S 74 b HEtE
Ihibons L, FHHLOMIENRIRIEOTE, '
"EOBMILE L PR TH - fedt, ThbOIEFIHRIC
REAIRM Oz A bhich 2T

Fte, TRER X ZBARMOEBTRIAKBRACHR
2%, BAKIRENO 1B 4EAREIKSHT,
ATOMRD B\ L6 B Z L DRAERIVETH -
tco ThODIETRICHT5BEDORAMFREXHL D
AWIBEHINTBALLF = v 7RICI->THRELL
Lo n, KERIKAEhESBAIAT W, HE,
WEABROMAFECEIZD T, BEALGRLY
el FARECRAIhZ EXBRT AL, CORAE
TEHSBMYELTWBEELLNR S,

PHREFIOMEAREYHINCES P LARLI L2
HUTAS, BHAEROEETCEA TS L, BFHOEH
MALHOEREXHHAIRTE D, SUHIEIATLE
BRESATLRBTH - o HHAERAORRIIKRY
DREH, MBFHTHD, ThEhREKERT A b
BAMM T vEIVAT T 07 2 VERAN S
P MEO B LARE LB LD THB, HREEHA
(INH, EB) § Ao 36l #13~T CCL B THofci
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Table 9 Initial symptoms and signs (1)
(Doctors in charge)

Acute bronchitis Chronic bronchitis
Number of n=155 (4) n=7
. patients
: :‘““‘1 . ccL CEX | Statistical | SCL CEX | statistical
ymptoms and signs test test
' <74 (3)* 81(1)* 42 36
=
- 1 0 2 1
Cough + 21 26 NS 12 11 NS
++ 52 55 28 24
No sputum 0 1 0 0
Property Mucous (M) 5 4 2 2
of M NS 20 19 NS
sputum ucopurulent (PM) 35 36 .
Purulent (P) 34 40 20 15
<369 13 17 22 16
Body 370~319 4 47 17 15 '
temperature 38.0~389 18 14 NS 3 5 NS
() 39.0~399 2 2 0 0
Not measured 0 1 - 0 0
- 42 49 9 10
Rale + 28 25 - NS 20 13 NS
++ 4 7 - 13 13
Chest - 58 67 l 35 27
pain + 16 14 NS 7 9 NS
Pharyngalgia ; gg gg NS 32 2.9] NS
Pharyngeal - 42 44 32 31
reddness + 32 37 NS 10 5 NS
Tonsillar ‘
- 68 71 41 35
-hypertrophy [DUUR | - . ‘NS NS
or reddness + 6 10 1 1
Hoarseness + % ?g NS . 3? 3g NS
" Wheeze I ?g ?g NS %g % NS

* Numbers in parentheses indicate the cases without records of initial

symptoms and signs because of the obscure course.

BHURED 10% KETHBEMOELRBD LA TV SHA
MOBREE TIREIR DL > Tl T CIiik
HLEGIH CCL Hic S\ VEALGBHD LR T, BE
IR Ot d CCL BIzSh - e LBRTE L 5,
chieounwTh, 4k CCL #FITH5RFLIXELL
Ric\, ¥, REZ LRSS T5 LHEBEROZCTE D
fedr ot HEBAID M EDOHRERCOWTH
KABBOEIZED LRl 27,

3) HEBALAM DL ROKE

BEBEAIT £ DUZRIT B\ B, KK, &
&, WRo%E KEcEoBMERRIL Table 9 iR

FTLEHTHY, FULHEENC WE LA (FRE
{f), CRP, BGmE¥, Feikix & O BRKRERSX
Table 10 TRTEE D THoto ChHDOHRARY
2P TOREFELS B MEFESh L TRRLER
#7 Fig.3, 4 TH5, THbbaAFRIEOE, ANE
PR 5D B HEADS i REBERAD BEE X
W, \hYLHERD FEFEYRLE bDOTHD, I
L, MEORRMILSDHD\VIMEShigh-cd
DrYEH D, HEROBEHKILZWORAfLI RN
HBRVGTEH LTWAA, HEBERETIRBAREDHET
BRERBREZR LT\ 50
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Table 10 Initial symptoms and
Doctors 1 chargey . & @)
Number of patients AC“‘;EEOSSCNES Chronic b’xz'gnchitis
R - n=
Initial 'CCL
C dsi ,CCL CEX | statistical |_CCL | CEX | gpatistical
symptoms and signs 77 82 test 42 36 test
<20 30 36 12 14
ESR 20~39 29 30 17 14
(mm/h) 240 14 15 NS 12 8 NS
Unknown 4 1 1 0
—_ 11 15 3 6
= 2 7 5 1
P<0.05* »*
CRP + 12 B lpcoosl| U 13 NS
- ~6 + 22 17 | CCL>CEX 9 12
Unknown 4 2 0 1
8006801‘)?9 00 27 28 22 17
e G | BB o [ R R
Unknown 4 1 0 0
Neutrophil <60% 16 19 12 10
=609 58 60 NS 30 26 N
(N] Unknown 3 3 0 0 S
g sugen | oesy % | % 5| &
C ~ 15 14
X ISt] 2 9% 18 28 NS 6 6 NS
%’ Unknown 3 3 0 0
p— R 3| 3
a2 entocyte ~ 9
- [Seg] 260% 43 47 NS 24 20 NS
@al - Unknown 3 3 0 0
=3 | B | B | s
Index of shift 10~220 17 27 NS 10 9 NS
B >
Unknown 3 3 0 0

* * Index of shift to the left: [St.)/ [N]X100

ERGETH Tt Fig.3 kRT LR ) TERKI LU
BREVARIFLACTED SRR LREETH 5, BHOR
Bit () BI 70% %k, BHA (4) fiTh-
Too BERIEIRIT P 52 PM b3 XA TR TH 94
BuED T L PEHEMBOIERTH - oo K\ TR
344 81% DfEMN 37T MERRL, 38T AETH
*BATIRB B2 39T ALIHEETATV Do HED
BE, R#oKEARBICIERARBOZRBDOLIE
Bot, K\C CRP BRANEGEOR T1% CBDHD
RN, EABSIOBMRIT CCL Bt 82% & CEX
RO 13Y 1o HRTEDTH -1 SbiIC CRP O
BB @RT 5 &, CCL BTt BRI &\
EARS L, () 5Vt () L EDERANEGE
oK% L, CEX BCRBMEMoEEAN LS

Shrotoiotd, X BERIVURED 5% ARAET
ERENVRE Zhiz, A M BRAKKBES
X AMITTh 10% ARAECAROEALEDLH
T Bo KW CHMBREHES, KULTTE, WEHORT
HERZEM LA, HEo 7EOFRE TREENR
LL-AHSEEARED 50% UECBDLRITR
ChHoto 8% ORERMRURED BRIk FERA 50
B B o1,

Vol 5 BEREEAD FERL Fig.d D &HHT
HDh, SEIETREARCERE ERIFERNSS,
LELEHEETH B KT CRP B2 8%, W
SEIW T6% LBHERK-> TS, EXRWRIH
12, SEKEZRTO HERC HLELIREAETD
b, FULTCESHERSE o KVTRM, HMRES
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Fig.3 Initial symptoms and signs of acute
bronchitis (Cases adopted by doctors in
charge)

Number of pusitive patients (°3)
[ 20 L1 60 80 100
g AT T W s

Initial symtoms and signs

Cough (+, +) o NS
rlr’n.npr;‘y)ol sputum ; : ;/// 2;?{/////// NS
CRP(+~6+) S RNV ::ﬁ(g;gi’
WB C(28000)

ESR(220m/10)

Pharyngalgia (+)

l:ll:l)'ynlnl reddness

Rale (+, +)

Shift to the left 5

Wheeze (+) gi; NS

Gt S s

Hoarseness (+) gg; NS

Tonsillar hypcnrophy( )cc;% NS

or reddness

DETHRL, LED 7HMOREECiiSERKE L
BESEIRBED 50% LB bobht, 8EHD
MR LIEDRT BRI EIERD 50% 1 Slehr -1z, Bk
REXZRTIIL EDTXTOFIRAT Ric o\ TERFIBE
DERBDLAILH - T,

Lk, BEWRETEZMET LR, hfh@ﬁﬁ?
LU, IBMERYERLE L, FEAEFESBRCED
BhBERTHBELT oA, HREOEARICIZME 4
OHEBENRDEZLELELLTH -1, Tihebb, &l
KEZRCIBLLEBRHIY, Sk BE - i
UNBENEGEETORNL, BESEIATIIBHS
BEVEANSEY LD, BERIEREBYEL, &
$iE - RBRANEEOESRE TH - 1

Kiz CCL BL CEX BLuHKL, 2EMACKTS
FAFHMOERAFOHRALBETILRD L5 CH
ol Tiehd, CCL FTik CEX Biclt LEESEM
%<, o, BUERS X UMY XM L SRk
BEhotz, ¥i, RENFEPOMREEL CCL Hics
ol LL, METLBIT3 EBAEAKDOR
PODHLEOHRATIAEECH O, AR
FIXRIC BT D IEEAOOIN CCL FHics\ = LB

Fig.4 Initial symptoms and signs of chronic
bronchitis (Cases adopted by doctors in
charge)

Number of positive patiests (3)
0 20 4, 60 N 10

Initial symptoms and signe

Cough (+, +) , NS
Peoprt of s CcL B A vs
CRP (+~6+) CoL@ZART N A ns

Rale (+, 4) s s, Rl
ESR (z20e/1h) ; NS

Wheese (+) g‘z:li NS

Shift to the left

Chest pain (+)

CCL|
Pharyngeal reddness (+) CEXW NS

Pharyngalgia (+)

Hoarseness (+)

Tonsillar hypertrophy
or reddness (+)cEX

W b HEFER L RRZRZBD bRt 5T,
*h, SHSWZY% Tt CRP BiEss CCL Hrc %
£, & () 2w L () LlEoBRisMat CCL
CHEECEN T, ZORIDOPRFTRE IUCFRETF
CIRAFMOZIBD LAY, BEIETHTIRVT
hOEREFIOWTHEARMO£ERIBDHHhEh -
o

WEFABFMCAOh L EoZERIZ, FHFEE W
Thd CCL #F|T5HFLIELRLVWATHALT
¥, YHOFMLEDOZMIIPEVLDLELLNRS,

2. RAEKHRED LB

1) £EACKE 2 8AEKDE

ERERBEIC X 5 WRAROBAEKLYRIE Te-
ble 11 Dt HTH-1,

SHRKEIRTO RARKYR:, CCL HEHRTR
7 Gk, EZD 13 41, B2 4 ATEY - HHkHbE
Te\WbP B ERRIL 4% TH-7-o CEX BERTI
82 firh, %% 17 4, AL 47 ATHBHRL 8% TH
212 BEKEIZHCET S ZhboBKSRCIRVT
hOREHIC X - Th RARMO £z BDOH eh o
1o



CHEMOTHERAPY

voL. 29 .NO. 6 669
Table 11 Clinical effectiveness
Cases adopted by doctors in charge)

. .} No. of Excell Good | Fai Ratio* Statistical
Diagnosis Drug cases xcellent 00! air | Poor | Unknown (%) test
Acute CCL 77 13 44 15 1 4 74 NS
bronchitis | CEX 82 17 47 12 1 5 78
Chronic CCL 42 2 26 10 4 67 P <0.10* 2

P < 0.10* 6
bronchitis CEX 36 1 16 13 5 1 47 CCL > CEX

* (Excellent + Good)/ Total number of cases

Table 12 Clinical effectiveness
(Cases adopted by committee members)
‘Diagnosis Drug Ig:éegf Excellent Good Fair Poor R?%" Sta{;iessttical
Acute CCL 70 13 43 13 1 80
bronchitis CEX 75 17 46 12 84 NS
Chronic CCL 39 1 26 10 2 69 NS
bronchitis CEX 33 1 16 13 3 52

* (Excellent+Good) /| Total number of cases

LolES BUEET R TOR A EIK Y R, CCL
BENCIZ 2 ik, X320, F%H 26 AICHYHE
o7 41Bohiors L, CEX $ERTIX 36 fid,
141, A% 16 ITHBR 47% THH, URES
L0 Xt (2x2) BED 10% 4 % AT CCL DK
BEVEN BE TR ED I,

FRRF L oRHNY Bt 58, ZZTHo K
BX%, ThbbIBRLEERSK X HRAHEKRER
(Table 12) % #Et LTI o\ Table 12 Gii?ﬁﬁﬁ_@
BRAIC L BRE (Table 11) LEL LARKHE TS
3%, ROATETFOMEN DB, Thebd, BEXE
FRTREBELEBR M HRTHEHEFFL RAK
RITORA L, HHERPPEDBLRAENIT
i, REERCBLITE LTV ey, SRR
BAWRE LIETH D, HOANERLHATS (ME
RABREHCiz & bichliss : LT » » 2 AEHERS
B X 32W &% 7T BHYLTE), BHO6HT
DiteeHH (CCL 241 : \WFhbitig) ¥ id&s
(CEX 141 : Mg 3 XoHEFRe (CCL 441, CEX
500 VR L EERBE) THoTe b T BB (Ta
ble 5 BR)o

VolE), BEESIETLTIE, TEFAREE bR
RIPFoRP LTV B DD, EOMPARIETR

o Tiu BT, EDOEBRERBRA TALRIHRD
2P TIRALRE L s TV B, Tisb b, CCL B
CIEH 15 R xabRmPThroreL, CEX
RO BEBLUL O EAY SEHVRPT Do (Ta-
ble 5 BR), =D X b KA H&EDOHT DRI OR
WL FORPABD HEMN B Tcied, HEHFRBRE
BEREO RN EUTVWSY, BHEREIRTIRLT
CCL BoA%%EA CEX BrhklE BohTV 2R
TIREDHBEUL TV B,

2) BEWRETLRABRHR

£EOBERRRTYEI L TRABEKHR L OBRK
W #eet L7oRK% Table 13, 14, 15 ©RL7,

Table 13 w5 Lk b, HFOEKBRIIBERE
FHTRPL L bAROEDEY R LERIC X HEIA
Bhish ot VL olE 5 BEREZL TR, SHLED
2 BHACILEEREED 10% BEA¥ET CCL A
CEX Bk LERKYROEBhIEELEDL. ¥,
BESETAOTRMAIIET, TOBARKT HEA
2L OEAIHA 10 ARBO D, B THBHROLER
B LA, EHRMOZIZIZED BRTWigVy

RicEBCRETS &, AERERDEABITER
L, Wihof£RE T RKFABFMICERHROZIARD
Righ ot BEKEZLTIE 60 REKLTHER 10
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Table 13 Clinical effectiveness classified by backgrounds (Doctors in charge)
Acute bronchitis Chronic bronchitis
n=159 (CCL:77, CEX:82) n=78 (CCL: 42, CEX: 36)
Clinical effect © Clinical effect g
Background | Drug || _ | — g . | Statis- = e | e | Statis-
g _f:a ol w E &8 | tical § é w3 g'g tical
SHHEHEECRES N R
[ S| (%) [4) S| (%)
Mal CCL 43| 9|24| 8| 1| 1/ 77 | o (35 2]22) 8] 3 69 g;g;f;gég.
Sox € CEX ||51|11|29| 7 4| 78 28| 1(11{11] 4| 1| 43 |[Rghiul
CCL | 34| 4|20 7 3l 7 7 4] 2] 1 -
Female | oy a1} 6(18| 5| 11| 77| N | 8 50 2] 1 - | NS
CcCL || 5 3 2| - 0 -
U~19 1 cex | 6] 1| 3| 2 | Mo - N
ccL {11 3| 7] 1 91 1 1 -
20~29 | gx [12] 4] 6 1] 1] 83 | NS 2 2 - | NS
CCL || 8 5| 2 1| - . 0 -
30~39 1 cex ll1s| 2| 8| 3 2| o7 | NS 0 - | NS
ccL 13| 51 6| 2 85 | - 5 30 1)1 -
Age | 40~45 | ooy lig| 2| 9 12| N |, 2 - | N
ccL izl 1] 7] 4 67 6 1f 1{ 2| 2 -
(es) | 5059 | by Il 20| 5|12| 3 55 | NS 1 6| 3| 2| 1|50 | N
ccL 17| 2110] 4| 1 71 15| 1|10] 4 73
60~69 | px | of 2| 4] 2 1 = | ™ 2| 1] 4] 5|2 2| N
CCL || 9| 2| 5] 1 1| — 14 10/ 3|1 71
0~79 | cpx | 6 4l 2 | N 8 4] 3] 1 - | NS
CcCL || 2 1| 1 - 1 1 -
80~ CEX | 2| 1| 1 - | NS 0 _| NS
b ccL (17| 2|11} 4 76 14| 1| 6| 4| 3 50
§ <50kg | px |15| 5| 6] 3| 1 | N 6| 6| 5 5| N
> ccL (60 |11{33|11] 1| 4| 73 “l28] 1]20] 6] 1 7
e > ]
2 250ke | cpx 67|12 (41 9 si 79| N | 1|07 1] s | NS

* (Excellent + Good) / Total

P BLERREOLEN L LD LEX LI NERE
ZE] > TtV BEFIDOREZRE L AHMOZIZED
bhieh ot ‘
Wiz, Table 14 wh B &Lxh, AR - %, EEE,
EWEE - AHEDOHE, FIVETHEROEECRE
LR ARRBDFE L OBGRERN TS L, BHEIERL
DEBHED b D EFTURE © 10% FEA#ET CCL
#2 CEX B LEERZROBh AEAL R LI &
EED, WThOBIICE > THEFAMOEEZIZID

bhichote L L, MIEMRERR LRI, X
DESBENT - anbHAERD Z LuiERHLTHE
by Thebd, BREARLHELS 10 fx@82T
W, BEROFSDROLBEAERCLERL DL
EZORABTTF—2%A T L, EHSEIHOS
AL LT CEX HOAREMN CCL F X hoomd
TRLATWS, AN, EEENFEFEOHETIE
HHEOYENALR CCL HoFHRDr 528 CEX
BIVELBOAT WS, ABES VOBIREVTHA
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Table 14 Clinical effectiveness classified by backgrounds (Doctors in charge)
Acute bronchitis Chronic bronchitis
n=159 (CCL:77, CEX:82) n=78 (CCL:42, CEX :36)
Clinical effect o Clinical effect
Background Drug o : -§. Statis- | _, — : %, Statis-
2 ; 8| &8 [} .
o3 & S|ER tical | 3|8 sl w| 5188 | tical
*‘gg-gééﬁy tﬁthggéégmﬁ test
=) S (%) m S| (%)
’ _lecLl23| sfi6] 2] 1] 1] 83 6] 1| 9| 3] 3 63
i In-patient| ey l17] 4|11 2 g8 | NS |g 9| 6/ 3 s0 | NS
~
P | ocLlisal10]28]13 3| 70 6| 1]17] 7] 1 69
Out-patient| oy 65|13 36 10] 1| 5] 75 | NS I8 1| 7] 7] 2| 1] & NS
) ccL 50| 8|29 9 4| 14 18 14| 2| 2 78
E Mid 1 cex|ss|12]36] 4] 1] 5| 83| N || 1] 5| 3|1 g | NS
»
3 ccL 27| s|1s| 6] 1 74 24| 2]12] 8] 2 58
Moderate | ~py 24| 5|11] 8 67 | N> las| || 4| 1| a2 |, NS
% ccL (6013 (3211 4| 15 19 13| 5] 1 68 |
3 N
£8 None | cEx | 67|14 30|11 sl | N J3| 1|56 1| 46 S
93
44 cCL | 17 12| 4] 1 71 23] 2(13] 5] 3 65
e NS
5% Aw | epxlis| s sl 1| 1] 2| B3] N |23 1| 7| s 48
oz | ccLs2] 6]30]12 4| 69 30 2[16] 8] 4 6 | \s
'5; None' | ~pxllso| ala7| 8| 1| 5| 7 | N [2a| 1|10| o 3| 1] 46
- & ccL 25| 7|14 3] 1 84 12 0] 2 83 |p<o0ty
§ Any NS
CEX||23] 9/10] 4 83 12 6| 4] 2 50 |.cCL>CEX
= 7 ‘ 36| 2]22] 9f 3 67
i ccL frifusfarfiz| 1] 4 76 | o | NS
g-g None | cpxl72]16]42] o 5| 81 27| 1|14| 8| 3| 1] 56 .
.82 -
&g CccL || 3 1] 2 - NS 4 21111 - NS
g | Av L epx| 7| 1] 3] 3 - 8 2| 4| 2 -

* (Excellent + Good) / Total

BAOEBROEE Iy LABEH AR5 T Hh 5o L olE
5 WS e o\ C Table 14 O F — 2 X FRICK
NT3L, CCL o EH®RIZCEX R ) Ko B<#
bhtkh, FPHROPETHI>cBXAO50bhH
Vo REED D\ ABHED HBEER T CCL
CEX DABMBEXBL 5 LIMERBEHENAZL, 3
LA EE LRI SRTEEF ) DESIRRE b2
WY MW % C CCL A CEX OHZRE S LIcNTHE
25T L LBIRAERNSKE LV, ZO X 5 KIBRKBAR
2k UicAie Table 14 #45 &, SREKELLTIX
REMS U LR B BT T D LELDR, %
k, BiSEXL T2 CCL 5% CEX ki LRIF/RE
BT TCWB T ENTF— 2 bR END,

wic, RIERRE LOHHAEN ERABRSREOKM
% Table 15 7R Lico #SEEHFRIREORKE, FAREH
BTEDHHEALBDLRICEEHIIRD LS TH-
Too BEKEZRTRO N 7L HLK IR CEX
B, BESEIRATRERAD CCL HLP0H 7er
2Bt CCL BT, ThEhBARYHROENS
BEEANREDbhic, BEHELBRHREDODVIERE
AN D D LRYURTFHSL DL, 46, LED
I 5 k@RTHELRES, AEACERCERTS
DTHBME D PRI TE LD -1, EROBICKD
SEOEANFEINShTVERMFKELTE D, 26T
DENBSEADBARC L EEBEENARIE &
CERLTWADOhE Lhkle 55 WidBEXERL L
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Table 15  Clinical effectiveness classified by backgrounds (Doctors in charge)

Acute bronchitis Chronic bronchitis
n=159 (CCL : 77, CEX:82) n=78 (CCL: 42, CEX:36)
Background Clinical effect o Clinical effect ¢
s is- ) is-
(Administration) Drug i _ = g ':‘no St.atls 3 % £ §~° St.atls
‘g k] w8 g = tical 3|2 -§ = 2 3 tical
"‘T‘Sgéégmﬁ test"‘&’ugzg.‘éﬁﬁ test
& 5 | (%) 4] 5 | (%)
+ |Beforeevery | CCL | 5| 1] 4 - 9 5] 3|1 -
= N NS
@ |meal & night | CEX | 8| 4| 4 - S 14l 1)1 2 -
w [Mereery [CCL [69]12]40[15] 1] 1] 75 | o 83 2|21] 7} 3 70 |P<010°U
o | meal & night | CEX |72 |13 | 43| 11| 1| 4| 78 32 15(13] 3| 1| 47 |ccL>CEX
Mo ccL (27| 4| 18] 5 8L ne (2] 2|14 4] 2 73 [P<0l0U
= |VO™%€ lcex 26| 4]16| 6 7 19 9| 7| 3 47 |CCL>CEX
Q - N
3 CCL 29| 5|14| 9| 1 66 | BZO%E, || 17 9| 6| 2 53
p<0.10° NS
! % Aftemoon | ey I 4o | 9|26] 3| 1| 1| 88 |Esoly (15| 1] 6] 6| 1| 1| 47
= |Evening | ccL |[18] 4|12] 1 1| 89 3 3 -
s (E NS
g (;,f,aCCSbLo) CEX |15 4| 5| 3 sl e | N |2 1 1 -
g cCL [[44]10]26] 5 3| 82 34| 2]20] 9] 3 65
R N
*gci None CEX [ 46|12 | 24| 6 al s | N 27| 1|13] 9] 4 52 S
R-B-}
Q8 5
-k ccL (33| 3|18{10] 1| 1| 64 8 6] 1] 1 -
S< |A cEx 36| 5|23] 6| 1| 1| | N | o slal 1|1 = | ™
=
So ccL [l 63|1135]13| 1| 3] 73 38| 1[23|10] 4 63
S8 None | cpx ler|15]as| o] 1| 4| 67 | N> |s2| 1|w5|1| 4| 1] 50 | N®
8 a
g9 ccL (14} 2] 9] 2 1| 79 4| 1] 3 -
S& |Amy cex || 15| 2| 9| 3 | N |, 1] 2| 1 - | N

* (Excellent + Good) / Total

** Numbers in parentheses indicate the ommitted cases belonging to other classifications.

(ex. Every 6 hours or unknown, Night)

THLB|ELETL T, H0CREHBINIEF T
3B LT CCL BOBFHENB A, ZD X5 itEk
SRR DHBDME Loy,

PHRAEAIC X 5MAITIx, SEHD 5\ 2 EEH O G
RANRWER, REThIIRARERASR T, &4
SETRTLBELSELLTL CCL BOAYRIFH,
»7c2%, CEX BLOIWHERABZIEDOhI)-
720

3) BEBABAIOBMEA R LRAERE

VLR L -EEOHMBEFTRL D, HEMALE
6, HAVIREBHA LB CBIIL, LAk
KR & OBRE R LIcRMit Table 16 it &%k
hThbo

BHKEILTIZ, YZREMESO b - T EH
T CEX ®#: CCL H X hBERB RO Bh 5 EHELED
bhis, SHEREILLTRANEE 10 fll koMY L
LUEDRHEL KT 5L, £LTCCL #Fx by CEX
HORPELRLLHDB/OATEH Y, f LAHOR
WEL LOEATURED 10% A¥coErRHE IR
T, L, iRV E#DO LD, CRP BED O,
I AmMBRYESH b D b D TCix CCL FHD HHEH
CEX HOAPYRYBX T\ 5,

Vo ld), BEKETLKTOEHRYRARICEKETS
&, CCL BoE%R: CEX B hvwFhi BHield
hTH Y, FHROFEIFYETSBZBEDLAK
T LTIBHER T 0 QmBRHES » b o FEF Tk CCL
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Table 16 Clinical effectiveness classified by backgrounds (Doctors in charge)
Acute bronchitis Chronic bronchitis
| sunds n=159 (CCL:77, CEX:82) n=78 (CCL: 42, CEX : 36)
, . Clinical effect Clinical effect
..{ Initial Drug ® . effec o )
symptoms cAE 8, St.atls- == g &, | Statis-
and signs o |2 CER E é-ﬁ tical | 8|8 . 88| tical
. = i [ 8 (<] ) 1] = < -§ - 8 =} = ©
g S| test gl3|e|& .2 RE | test
23) S (%) 4] S| (%)
ccL | 1 1 - 2 1 1 -
5 CEX | 0 —- | NS ] | Ns
S ccL [ 73|13{a3|15] 1| 1| 77 4| 2|25(10] 3 68
ot cpx fsn|1z|ar|az| 1] 4l 79 | NS || 1]16|13] 4| 1| a9 NS
5 CCL | 5 401 - 1. E -
QE None, M CEX | 5 2| 2 - NS | 2| 5 _ NS
22 CCL | 69|13]40 14| 1| 1| 77
-1 PM 40 2(24(10] 4 65
& P, cex |76 |17 |45 |10 1] 3| s2 | N 34| 1]|16]13| 3| 1] 50 | M
© . ccL 13| 1] 9| 3 77 22| 2|13] 4] 3 68
»;: <TC \cex 7| s| 7| 2l 12| | N |6 71 7| 2 ul| M
@& ccL [ 61]12]35|12] 1] 1| 77 20 13| 6|1 65
<] =37
§| =7C | cex|e3l12]e0] 9 ol s3 | N 20| 1] 9|6l 3|1]s0]| M
cCL | 30] 5|19] 6 80 12 1] 7] 3|1 67
w | </l e lasl 7lo2] 2| 1f af 81| NS || 1] 6] 7 s0 | N
o .
® ccL [ 43| 8|25 8| 1| 1| 77 20( 1(18] 7] 3 66
22mm/h | ey 1 45|10 | 25|10 8| NS | 0lels| 1|
ccL || 13| 1]10] 2 85 8| 1| 5| 1|1 -
- . NS
& v | cexlaz| ali2] 3| 1]zl ™ |7 2| 4|1 -
o
o ccL |60 |12 |34 |12] 1| 1| 77 34| 1|21]| 9| 3 65
1+~6+ | cpx |58 |13|34] 9 ol 81| NS log| 1]13| of 4| 1] 50 NS
ccL |l 27| 2|19] 6 78 |p<ororu | 22| 2]13| 5| 2 68 | s
o | <80 | cpx|as| 7|17] 3 1| 86 |oc<cex| 17| [11] 4| 1| 1] 65
m — "
20 13| 5| 2 65 |B=0076°F
B CCL ||46111|25]| 9 1| 78 NS P<010*x
28000 | pxls3l10]30| o] 1| 3| 75 19| 1| 5] 9| 4 32 | B
3 CCL [|50| 8|31{11 78 29 17| 8| 4 59 [FonEE
NS :
%ﬁ S0 | cex |45|10|26| 6| 1] 2| 80 24 7|1| 5| 1] 29 | &5
oQ
= 2] of 2 85
ccL | 24] 5|13| 4| 1| 1| 75 13 5 | s
d2| >0 | Gxlal rlals| [ '] N ] 1]s]2 83

Unknown cases excluded.

* (Excellent + Good) /Total



674 CHEMOTHERAPY JUN. 1983

Table 17 Outline of bacteriological examination
(Cases adopted by committee members)

All cases Acute bronchitis Chroni¢ bronchitis
Number of cases oy = =
or strains n=217 (10) n=145 n=72
CCL| CEX CCL | CEX CCL|CEX

Bacteriological Total Total Total
examination 109 | 108 70 75 39 | 33
Not examined g 3 6 9 3 6 0 0| o0
‘Examination | Normal flora 112 5; 58 | 54 87 44 | 43 25 14|11
Causative organism 9 (5 48 | 48 49 23 | 26 47 25 | 22
Single infection (Single 85 (5) 43| 42 44 20 | 24 41 23 | 18
é Mixed infection (§°;§;;‘,‘§§‘,25) 11 5| 6 5 3| 2 6 2|4
EB Total number of strains 107 (5) 53 | 54 54 26 | 28 53 27 | 26
g Not examined 30 (2) 18 12 13 9 4 17 9 8
8 |MC|  Examined 7@ | 35| 42 41 17 | 24 36 18|18

Numbers in parentheses indicate the ommitted cases with pneumonia and other lower
_respiratory tract infections classified by committee members.

Table 18 Causative organisms isolated from bronchitis

. Acute bronchitis Chronic bronchitis Total
Organisms
CCL CEX CCL CEX Acute Chronic
No. of strains 26 28 27 26 54 53

H. influenzae 7 7 9 9 14 18
K. pneumoniae 5 4 6 5 9 11
E. coli 1 1 1 5 2 6
H. parainfluenzae 1 1 1 2 1
E. cloacae 1 1 1 1
Serratia 2 2
P. aeruginosa 1 1 2
P. morganit 1 1

Acinetobacter 1 1

GNF-GNR* ‘ 1 1 1 1
Sub total 16 R T S YU a | rE
S. aureus 3 6 1 1 2

S. pneumoniae 4 3 3 3 7 6.
S. pyogenes 2 2 ‘ 2 1 4 3
S. epidermidis 1 2 3
"Sub total 10 BT I 6 | 5 23 | 1

* Glucose nonfermentative GNR
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Fig.5 Ratio of causative organism and normal
flora detected in sputum (Cases adopted by
committee members)

Perceatage
Q20,0 % 80 104
Acute bronebitis
ccLayros [ERUATN  Normal flors ]

Chroaic broachitis

CCL 25/30

cEX 173

* Causative orgenisms detected/ Total sumber of cases

X CEX BX VR ROBMhIMALED R TE
), FRRESFEBRHENEA 10 LITo EMTI: CCL
B0 CEX HX v Boiih, MEAROREKYRIC

R MHTh T\ 5,

Bl BAEBRYHRITOLTARDOMES SR L
BRREYBEETELRD LD Thote, Thbd, M
EEXHROBEIIE, WRFABONDRKZHLMULT
H, MAUKBIZ L T LIELiIZHSROWEI HET
ZMABD LI, IBEEMMRNS D Ieh - 2 EAT
CEX B2t CCL BX hEhBMHAMED Shtghic
2, FRFIROMKRIC 22 BdShil. TR
CRP B0k CCL BB SN o et h &b, T0
BNV TOMRAIBMOBIIED Sh, SSSEY
BB RAOMKHRZE LS BULLDCH
i,

ShieR L TR ETaoBa Iz, WFTho@e
HEAK2WTH CCL BHoRMEA CEX Hy¥idx, B
IS, SBHED H OEM, MRRAMREOMS LT
WAEERITIX 105 ORFEAMTERER CCL B

Table 19 MICs of causative organisms

Irgoculum size: Dr MIC (ug/ml)

. 10° cefls/ml ug <01 02 039 078 156 313 625 125 25 50 100 100<
Acute bronchitis CCL 1 1 8 20 3 1 3 3
41 strains CEX 1 3 12 11 3 4 1 3

" Chronic bronchitis CCL 1 2 6 11 9 2 5
36 strains CEX 4 5 9 4 7 2 5
Total CCL 2 3 14 31 12 1 5 1 8
77 strains CEX 1 7 17 20 7 1 5 1 8
H. influenzae CCL 1 16 4 1 4
26 strains CEX 1 2 9 4 6 4
K. pmeumoniae CCL 7 4 3 1 1
16 strains CEX 2 8 3 1 1 1
E. coli CCL 1 3
4 strains CEX 1 3
S. pneumoniae CCL 1 1 2 2
6 strains CEX 4 1 1
S.pyogenes CCL 1 2
3 strains CEX 1 1 1
S. aureus CCL 1 5 1 1
8 strains CEX 6 1 1
S. epidermidis CCL 3
3 strains CEX 3
Other GNR* CCL G H H A 7
11 strains CEX H B A 7

* H: H. parainfluenzae (2), A : Acinetobacter (1), G:GNF-GNR (1)
** P. geruginosa(1), P. morganii(1), Serratia(2), E. cloacae (2), GNF-GNR (1)
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hBEANBHLRTE D, SLFFREFBEBEE
B 10 LITOESTIZ A WES RH SR, LED #
R EEKEIRTNTE RABKHR 12 CCL #at
CEX HIhEhAEASHLNTH -

3. ME¥HNROHE

PMERSERBRScESE, MENOMEEHHRY
BN L1

1) MEEARBRIGRT

BEMOMBEHERAE, Table 17 R Ltk b,
BEGEIZLD I —RYBRIELEFN CRIEL H,
MBS - AEREORERIZLHED 96% B LT
%0 LL, RIEDRR, MEECITHIESRIERN
DBl h D& AR ED, BARLELONIEISREE
HIHERAR LB DR KT iehr o tce 5L, KA
CREAERHELY LS L Fig.5 RLicekh, 4
KAEXR TN 13 OEFACRAEFIRHE Ehic s &
EHDRNL, BUHEIEIZLTIING 2/3 DEFCRAE
HBEIN T B,

ZhLDRKENEE IR CEAD ARILAKLES
% 49 fEF] (DX 54 B), MK 47 5 (O

53 #0) TH D, ELLHERKO MIC IS hice D
RERER 4L 8, 36 KRTH » oo LLEDMMELNE
KR IIcIE, REBMORIZ2{BDOheh Tz,

ERAEYWET I ME LRk Table 18 iTjR7&
KO THDo 77 hRERERBERYEDTRD, &
MEMETRTIASTY, BEIWLLTETIY N r5a
RAEBETH oo MBEFC D L, BHEAETLTIE
Haemophilus influenzae H' 26% % &5k b %<,
Klebsiella pneumoniae ® 17% »Zhic>¥, LAF 7
5 ALY Staphylococcus aureus, Streptococcus p-
neumoniae, Streptococcus pyogenes DU TO3E, =
hoo 5 EHMT 54 Bkh 43 B (80%) Z&B TV 3,
W i 5 B RE R TY Haemophslus influenzae
34% EBL B, Klebsiella pneumoniae 0 219 3 &
R 23 Rk BRREZREAMT Bt UTF
X E.coli, Streptococcus pneumoniae, Streptococcus
pyogenes M hic>3%, ThHDS5HMT 53 #h
44 B (83%) i T3, ks, BHEAIDOHHicit
EABRMOZITEDLhich o1,

MIC fE* RIE L x @A Eiz2o%, 10%cells/ml 15

Table 20 Bacteriological effect classified by backgrounds
(Cases adopted by committee members)
Acute bronchitis Chronic bronchitis
Number n=145 (CCL: 70, CEX:75) n=72 (CCL:39.CEX:33)
of cases
Bacteriological effect Bacteriological effect
| = =
Drug ol | 8 8 U g L8
— =l = 3] ww | Se
i E|lo| 8| S| 2| %E| = HlE|lolS| S| 2|8E|
Elgle|E|E| 85| o ElBlelg|E|2%|D
Background A A|5]&5]5 alA|5|&|5
(%) (%)
CCL 70 | 53112 (3 1)1 76 3911811219 46
All cases CEX | 5|62|102 1] 8 | NS|33(16] 89 g | NS
E Normal flora CCL 47 |1 34 | 10 |2 1 72 NS 14| 51 712 36 NS
:g‘d or not examined CEX 49 40| 62 1| 82 11| 3{ 513 27
£% | Causative ccL || 28|19f 2]t |1 8 | ns | 2| 13] 5|7 52 | Ns
& organisms CEX 26 (22| 4 88 22113] 316 59
o @ | Single CCL 21171 111 1 85 23112| 5|6 | 52
2 §'| infection CEX |[24]|20] 4 83 | NSl 25 g1 | NS
S'g
2 & - T
3 & | Mixed CCL 30 21 1 - 211 1 - -
8 5 | infection CEX || 2] 2 — NSz 1)1 - | NS
; CCL 8| 711 - 91 6] 112 -
Not examined CEX 3l 2| 1 — | NS 614 2 —_ | NS
MIC
3 CCL 15112 1|1 1 80 16| 71 415 44
Examined CEX | 23|20 3 g7 | NS 6| of 34 56 | NS

* Eliminated / Total
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SFEREMH TONERRL Table 19 1R L1, M
AP MIC 3% 52 & Wi AT 96 T 100 pg/ml U £
OREHRLBESIEI L L DS\ izouci, REM
OHRIEA BRIV £ CHABY AN LTATLR
H+5&, CCL Tk 1.56 ug/ml @ 31 g -2 & L
6.25 pg/ml LUFC 63 Bk (82%) 2 RWHHIEXhT
%, thie LT CEX Ci€'— 7% 6.25 ug/ml I3
h, CORBLITT 45 ¥ (58%) MRWHLIh2I1z
XYY, MADOE - 21X 2HOENBOOND, W
A=A D & Streptococcus pneumoniae, Streptococcu-
s pyogenes, Staphylococcus aureus 7c & 7 5 4 [Bi:IRE
T 1 HRYERETXTHAAD 6.25 ug/ml LIFOMEC
REMIEZh T3, 75 AMBETIE 75 ABKEIC
HLAAIE S CORMEMIT D - 2203, 6.25 pg/ml LIF
ORET, CCL 2% Haemophilus infiuenzae © 85%,

Klebsiella pneumoniae D 88% % R HMHIL 32 Dzt L,

CEX Tizth¥h 46%, 63% % RWHLF5i1c s L%
»T\do ML, Pseudomonas, Proteus, ,Serratia,
Enterobacter 1 &0 7 5 4 MROERNART 7 8k & Staphy-
lococcus aureus 1 Briz >\ TR & & 100 pg/ml L1
EDWEER TR Lo e, MIC $BIC CCL #: CEX
D 1 ERE R8RS kA SR, 11 KT GERE
fill, 22D 65 HTIZTNTCCL D1z 5 At 1 ~ 4 BIEL
MIC %R L1,

2) ME¥MRYRO L

LlEo @l¥ARRRMEREY &% %, CCL, CEX
FUFI O AEBFAIZ) Rk RS L2tz Table 20 i
RTEEHTHHT,

LSEIT R 5 MRFROMELHDRICITERET
BHLRIh ot ¥, ERABEEOART, B
R BAERG, MIC JIEOFENLE Sy 275y
Y PRI LTRN LA, WIFhoB5I<cd GEA

Table 21  Bacteriological effect classified by causative organisms
(Cases adopted by committee members)
Acute bronchitis Chronic bronchitis
Number of n=>54 (CCL:26,CEX:28) n=53 (CCL:27,CEX: 26)
strains
Bacteriological Bacteriological
effect effect
Drug - w — Gl
sl 29| 2l3s) 3| 2wl 2lsy
<] < &0 = & o = ] =Y SS9
= s o g S < = g « £ s~
. = ] < | & ‘g L ] »n
Causative E g g = ] g
organisms m a ) = (=] )
. CCL 7 6 1 9 3 5
H. influenzae CEX 7 5 9 NS 9 5 3 NS
. 5 4 1 6 4 2 ,
K. prexmoniae gg‘( 1 H NS 5 4 1 NS
- CL 1 1 1 1
E. coli (C:EX 1 1 NS 5 2 2 1 NS
3 2 1
S. pneumoniae g%( § g 1 NS 3 2 1 NS
2 2 2 2
S. pyogenes EE)IZ 5 5 NS 1 1 NS
3 1 1
S. aureus ggli g 5 1 NS 1 1 NS
1 0 —
Other GPC Sl il o2 NS | o
CCL 3 |[EAH 5 GH | SPa S NS
Other GNR* CEX | 3 | GH | Pm NS 2 | E Pa

* H: H. parainfluenzae, E : E. cloacae, S : Serratia
Pa: P. aeruginosa, Pm: P. morganii
G: Glucose nonfermentative GNR
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Fig.6 Bacteriological effect and correlogram of
MICs of causative organisms in acute bro-
nchitis
41 strains (CCL:17, CEX:24)

MIC
(ug/ mi)

Yoo One Tooptul of 10° cells /mi &
7 ccLcex
100 G g Eliminated £
“. ® » Decreased
B o o Unchanged
125
8.
coL
s LIS
156 | ||||l e
0.78 138 oo
03 °
4
02 | .
201

§0.1'0.20.390.781.563.138.2512.5 25 80 100 100< (g ml)
Ck MiC

Fig.7 Bacteriological effect and correlogram of
MICs of causative organisms in chronic
bronchitis
36 strains (CCL : 18, CEX :18)

MIC

(ug. ml)

100< One loopful of 10* cells./m) ==5

CL
® & Eliminsted
® @ Decreased

© 0 Unchanged
. .

8 o
156 00 800 53 es
078 © o ase

0.39 e

0.2 L]

s01
0.1 0.20.390.761.563.136.2512.525 50 100100< (ug./ml)
MIC

BOPWIEREXTD ORI o1 L, SHLUT
TRTITHEHE L L13F 80% DRAEEEBYRL
7D L, BHELAEIZTLTIE 50% iy HeR
ZRLTED, RBERIZHBORECTENELMT
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Fig.8 Bacteriological effect and clinical effect
classified by severity (Cases adopted by
committee members)
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EYORBL, o, HABTB LS CHBOME LY
ObS o Tciesd, BIRAYIC b MM L 2hRkEs
EUL, VAR E > TWB DL/ S,

Bk, MEFRHRROBMET SO MNENZRY &
ETBLRDEISTH 7o HENOMBRE TN
LEXOhZMARH T W EMNIZ, MEARZLTIZ
KON 1312 L KT ool BEMEXHETIZSED
£ 23 DER THMERRL RIEShi, ERED BN
i, WThoRB -ty Haemophilus influenzae »J% Y
%<, Klebsiella pneumoniae 2= hiz> ¥, & itk
AEFTRTIRY 7 AREEOBSALLEDH 8 R &M
EChote ¥7 AMMERTIZ Streptococcus pneumo-
nige, Streptococcus pyogenes Hhi% <, [QHEKELZTH TIE
ZDRM Staphylococcus aureus DRIGAA B\ &
hoDRKB/IZH L CCL i CEX X b invitro THS
»rc@h -l %= L, MIC (10°cells/ml) ix CCL
7 1.56 pg/ml I3 D € — 272 RTOICH L, CEX €
2 6.25pug/ml iz — 2%RL, KEBHAOBKEEIZH L
TCCL i CEX X b 1~4%E\V MIC fiZRL%,

CCL, CEX HEEDOLEMIT oM E ¥ 1) DR
i, SRKAEIRTIHEARL LY 80% BEDORLF
RREEHARL R LY, BEKTIRCIIARED
50% KRB AEMNARTH Y, EFFHOE
Bbbhicholc, BEEOEMS, MIC AR LB
NI BE)H D ERFMO Ziz BHohd, B
BV MICEHDO HE X b LHABOR-DIZ 548
KO BRI K2 BELTVW S EMAR BN, ¥
*, BABKSRYIE L MEFHYRATLDOH I
it, S # K &L TIHRAR HBBEESED LR
o, REIEO RS K TIXHEBEBIRAMES, B
BEETRIC I 3R EHEC I IMEEHERILT
TREFHLL LW BOERDOBEAKE V- EARES
hic,

Table 22

4 EMEMAMROMBOLEK
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ESHT, EOBRKRD X 31z, #ELMA 3~10 B
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ORI Dz - T, RMEHCHLIREIC X b RER
TULREAMNBRH L, ShbOERADOREHEHAT
LOMMIZ S, SEOMFTTIE, ARRTHOMRAY
ThLRORERKEORF RICRAL, A8 AD MM
AW —EBILENIB L HITLicd L OB T
oo HEEOHEAZL Table 22 TRLIcEEH, &
LTHREIC X b 1RAMAIC YRR T LiciER» St
EXRTH 5%, BEKEIRTH 9% Ehish ol
BTRIATVWBHAEDL, ThEDOEMAIRTXTER
LIcRAR L 2 T3, COREVDRER, LTS
10 FEORFRIERTHOFRR L —KL, Z£DEH
ELA—ciesd, 588 - 7HEHORPEATIE,
ARIEBEOBRBAK L DB\ 2 Litied, ik, BIE
BEBCPUYBTRETE b » ERMITOVTIE,
4HEDOLDIX3H BEMELAECHY, LIT6HE
DyDIX5HAK, 8BEDLDIX7THBERED Wh,
9~11 HEDLDIL 10 BERBLLT—#ELS

1) 2EMAcSTIHEEROED

SHFETH BIV BHELSEIRO EREBO Bk
Y5 ENT, BT SENC 3115 FERD #BY
Fig. 9 IR Lizo BAIBEM D BRIz o\ Ttk E L
HTHET D, VLRHROFERCOWTIRBEC Fig. 3,4
TRLAH, Fig. 9 Itk b ERBREACKT 2 HFERD
@h, ERZLOHFER €~ FZ oW THBEZHMS T &

SHEETATII3E T TIOER 2% HMmMERHY
%, WEELESORELZVERLTED, ZOLDHTL
BEOHERIERF & 5T 3 HEDMEFIXA»h Ahd

Duration of administration

(Cases adopted by committee members)

iti Chronic bronchitis
Number of cases Acmi:ﬁ%‘:h‘tls Omrci= ;cz)n i
: ccL CEX Statistical CCL CEX Statistical
_Background 0 p test po T st
. < 4 4 5 1 0
Duration of = 1 ) g
administration g~ g 12 23 NS 1 H NS
(days) 9~11 44 36 23 21
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Fig.9 Trend of symptoms and signs (Cases
adopted by committee members)
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Fig.10 Improvement profile of cough : Trend of
positive patients
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ZRIT O T BB LT,

2) BEBDO#SB (Table 23, Fig.10)

SHKEZLTIL3EATT TR 2 BEYNE (How
BHR) DEANALR, BXES ZLHERHI M
L7 =DM, 7HE D BA T CEX B0 HEERH
CCL i hEhAFEANED LR, BERTHOR
RCILFERARE L HBR 0% UEXRL, K
DZIXEDLRILh » 1

Lo 5 AR EATIE3IAE, SHETII B
HELHELKT, 7HBLUBK LT 2 BEHEDE
Fins CCL W@ bh, HESATHOD BEATIE CCL
BHoMERN CEX HIvEhs EEaR Bobhl,
CCL MoHERIL 84% THh, BRREILTCOHE
R le LV KR R L

3) BEEkMEROHT (Table 24, Fig. 11)

SHEKEZATIE3 BB T TR 3 BEHRE (PR
BeRIER) DIEFIA KR bR, LSRR A BEms Em
L, MEAFOHEFRCIVThoRATLERSD
BdHRIcH -,

Vo iF 5 BSETATIE 3 HEORAT CCL Bic
IBREHEANBE DR, 1~ 2 BMEHEMD CCL #
DIESNEMoTeh, BRECH Gt LS
DOEEAKE L, 7 HEHOREEIL 10% OHEKET
CCL 2 CEX BIhERBEAYT L,

4) $EOH (Table 25, Fig.12)
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Table 23  Degree of improvement of cough
Acute bronchitis Chronic bronchitis
b 0 cases CEX:75 cases CCL:37 (2) cases  CEX:32 (1) cases
Day
Improved | | Aggravated Imrroved Statistical || Improved | | Aggravated Improved | Statistical
+2[+1f o[ -1 2] U test +2|+1]| 0ol =1] -2] @B test
CCL 3] 41 |26 63
Idday | CEX | 4| 43 |28 63 NS b % NS
CCL 6| 40 |24 66 18 {19
Sthday | CEX | 8 | 45 |22 7 NS 13 (19 a NS
CCL 9] 41 |20 71 P<0.10*U 2 2015 59
Tthday | CEX || 16 | 45 |14 81 |ccL<CEX 15 |17 47 NS
l0thday |CCL J| 29 | 34 | 7 90 5126 84 P<0.10* U
(Last day)| CEX || 34 | 37 | 4 95 NS 112110 69 | CCL>CEX
Numbers in parentheses indicate the ‘cases without symptom throughout the treatment.
In the case of patients who received the drug for less than 10 days,
whose symptom on the last day was substituted for those of following days.
Table 24 Degree of improvement of sputum
Acute bronchitis Chronic bronchitis
CCL:170 cases CEX:74 (1) cases CCL: 39 cases CEX: 33 cases
" Day | Drug
Improved Aggravated Improved | Statistical Improved Aggravated Improved | Statistical
+3[+2[+1] o[—1]—2[-3] OB | ‘et isliolin}o[—1[-2[—3] YO | et
CCL || 5| 92432 54 1| 2]13|23 41
Sdday | cEX | 3143126 65 NS 1| 6% 21 NS
' CCL || 5|11|26 (28 60 1| 3|12 41
Sthday | CEX || 6|14 | 30|24 68 NS 2| 7|2 27 NS
CCL || 7(14]27 |22 69 1( 8] 9]21 46 P<010* U
Tthday | CEX | 10|23 | 25|16 78 NS 2| 9|2 33 | CCL>CEX
10thday |CCL (1131119 8| 1 87 3110(10]16 59
(Lasstday) | CEX || 14 |38 |16 | 6 92 NS 1| 4]12]16 52 NS

Numbers in parentheses indicate the cases without symptom throughout the treatment.

Fig.11 Improvement profile of sputum : Trend of Fig.12 Improvement profile of

positive (P, PM) patients
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Table 25 Degree of improvement of body temperature

e bronchitis nic bronchltls
CCL:58(12) cases CEX :60 (14) [1] cases CCL:21 (18)cases CEX:19 (14) cases
Da Dru , .
v g Improved Aggravated |10 0ved | Statistical Improved Aggravated | jporoved | Statistical
Talr2]+1] o[—1]—2[—3] @ | st |alialiafof—1]-2[-3] W) | et
CCL || 2| 8|39 89 84 1(14|5]1 71
Srdday | GEX Il T | 9(37|13 7 NS 2 12041 74 NS
CCL || 2| 913938 86 1({14(5)1 71
Sthday | cpy | 11 93911 80 NS 2 12041 74 NS
‘ CCcL | 2| 9l41] 6 90 2 (1414]1 76
Tthday | cpx | 1 {10409 84 NS 21151 68 NS
10thday |[CCL || 2 |18 35| 1| 2 95 311414 81
(Last day) | CEX || 2 |12 |45 | 1 97 NS 3 (13|21 84 NS
Numbers in parentheses indicate the cases without symptom throughout the treatment.
Numbers in square brackets indicate unknown cases.
Table 26 Degree of improvement of rale
Acute bronchitis Chronic bronchitis
CCL:30(40) cases  CEX: 30 (45)cases CCL:30(9)cases CEX:25(8)cases
Day | Drug
Improved | | Aggravated | prproved | Statistical | MMProved | |Aggravated | prproved | Statistical
2] 41| 0] -1 —2] ©8 test ol 1] o[ —1]=2] O best
CCL 1 1201 8] 1 70 9 {21 30
3rd day | cpxX 20 |10 67 Ns 1| 7|17 32 NS
CCL 1 121171 73 P<O10t U || 1 8 {21 30
Sthday | cpx 20 10 67 | CCL>CEX | 1 | 8 |16 36 NS
CCL 1 (227 77 2 12 |16 47
Tthday | CEX || 3 | 21 | 6 80 NS 1 |10 |14 44 NS
10th day | CCL 312512 93 P<010* U || 3 15 (12 60 NS
(Lastday) | CEX || 4 | 24 | 2 93 CCL>CEX || 1 159 64

Numbers in parentheses indicate the cases without symptom throughout the treatment.

Fig.13 Improvement profile of rale : Trend of Fig.14 Improvement profile of CRP: Trend of
positive patients positive patients
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Table 27 Degree of improvement of CRP
e bronchitis nic bronchitis
CCL:59 (11)cases CEX: 62 (12) [1] cases CCL:36 (3) cases CEX: 29 (3) [1] cases
Day Drug Improved - Aggra-
pr vated Improved Statistical Improved vated Iml(J;g)ved Sta:isttical
+|43) 42 +1] o[-1[-g] OO test a[wal 241 o[-1] =2 .
CCL 1| 7] 6{15/29]| 1 49 3113(19( 1 4
ddday | CEX | 2| 3| 8[11[34] 2| 2| 38 NS | | 3l'5183] 1] % NS
CCL 3| 8| 6{14/27| 1 53 3/14|18| 1 47
Sthday | CEX | 4| 3| 9{13{30| 2| 1| 6 NS lo| |5 '3l14/a]1| 33 NS
Tth day CCL 5| 9| 9/12i23| 1 59 P<0.05* U 1111114 61 I;=g._gé3l' F
<0.05*
CEX |l 6] 5{15/19(16/ 1 73 CCL<CEX | 2 6| 4/11/1 4|2 40 CCL>CE§
10th day | CCL |10]21|15| 7| 6 90 NS 4|4(14] 6| 7 1 78 NS
(Last day){ CEX | 10{13(22{14| 3 95 4 101 71 5121 72

Numbers in parentheses indicate the cases without symptom throughout the treatment.
Numbers in square brackets indicate unknown cases.

Table 28 Degree of improvement of ESR (one hour value)
Acute bronchitis Chronic bronchitis
CCL : 43 (27) cases CEX : 47 (28) cases CCL:26(12)[1]cases  CEX:23(10)cases
Day | Drug
Improved Aggravated Improved Statistical Improved Aggravated Improved | Statistical
2| +1] o[ —1] —2] @ test o 1] 0l —1]—z| @ test
' CCL 10 (29] 4 23 51201 1 19
3rd day | CEYX 15 |21| 5 32 NS 2 18] 3 9 NS
: "CCL 11 (28] 4 26 ~ 5 (20| 1 19
Sthday | CEX 17 |25| 5 36 NS 5(13) 5. 22 NS .
- < - .
Tth day CCL: 14 |125| 4 33 NS 9 |17 33 1[;;(())(())%%7 F
CEX| 1 |22]21] 3 49 7 (10| 6 30 CCL>CE
l0thday |[CCL || 5 | 25 [11]| 2 70 11168 1 63
(latday) | CEX || 3 | 28 |13] 3 66 NS 18 3|1 48 NS

7

Numbers in parentheses indicate the cases without symptom throughout the treatment.
---Numbers in square brackets indicate unknown cases.

3EMEHE (39T 4FL) T5L00 %00, N
BAMICTESIEF AR L, BERT BICXmRARL
b 5% LLEDHERNRBLRT VB, LKL, Thb
DB RARMOZITITD bhich - 7o

e iE B SR T R TIE, RO LEY, MBRD
Mz thoiy 50% TERHLhBRTES, REGR
VBT BTH - 1o BB OKF 2 BfEHEF (38T
BT THBo 3 HBRIXFRARLL 9 107
DRFRLEBLNLH 37C BLUT Lt HERT
BRIFIRFRE & b HBERITY 80% ThoTo BIES
EnoBach, GEOEBIZVThORATHE

FIBHDEI A BRIL) 5
5) KE s FoH#H®B (Table 26, Fig. 13)

ARSETHTIE, DLRHICKRT 7 FOEDIRE
Bz thoty 40% T &Elehotc LRF L L
DTHBo 7etiL, ThOMBIEDHBEMNTIE, 5
B EOR AR X UCRERT BORAT CCL HoKER
2 CEX Bk b 10% FEAETEhZEAZEDL,

Vol 5 BRSEX A TR, PT2RICET7EQHES
IRERTLAOK 5% TH Y, BHEKEIRS
HRTE UL HERDEY o leo 1L, FTOEBITIX
FARABRCEI A ORI - T
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Fig.15 Improvement profile of ESR: Trend of
positive (=220 mm/h) patients
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6) CRP o#% (Table 27, Fig.14)

AUSETRTIE, BrdXik e, HEWO
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CEX BTit BB BE\VEMN Ehvicl, BEMN
DEGIER RHY A EDLRT V5, THEEDRAT
CEX mos#E®RH CCL Bl 5% FEKETEL
DREER L 5T LvL, BIRDEARBDORED %
EZRT5 VENR S, %k, 3HELS5HBEDORAT
CRP E(LfEfH' CEX B oS\ b ERTI
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Fig.16 Improvement proﬁle of WBC : Trend posi-

tive (=8,000mm?) patients
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7 #&ik (1ERIfE) D#B (Table 28, Fig.15)

SMSETHTRVThOB A SV TLEARYO
Z3BmBd LT, WERTBOHERIX CCL ¥ 70
9%, CEX B 66% Itk £% -7 3 B BLUBEEARN
1 BBEEALBIA R SR TV B, fids, Bit CRP Dt
BLiETSE, WThoRARKVTh CRP OXE
Rz 5 pikik (1 FRME) ORFRL HFEI -7

Vol S BEREL LTI, 3~7HARWLIBKE
HERIL D 30 BLERTHD, FEMELD
1 BEREAANZR LRI, &<t CEX BTOELA

Table 29 Degree of improvement of WBC
Acute bronchitis Chronic bronchitis
CCL : 44 (25) [1] cases, CEX : 51 (24) cases CCL : 21 (18) cases CEX :19 (14) cases
Day | Drug
: Improved Aggravated Improved | Statistical Improved Aggravated Improved | Statistical
2] +1] o[ -1 -2 st yol41] ol —1] 2| B test
CCL 4 | 16 |24 44
3rdday | CEX || 3| 24 |24 53 NS 71| 1 3 NS
CCL 4 (19 |21 51
Sthday | CEX | 5 | 23 |23 55 NS SRR 3 NS
CCL 5121|171 1 58
Tthday | CEX | 8 | 24 |18] 1 63 NS SRIHE ig NS
10thday {CCL | 8|31 | 4| 1 87 2 )
(Last day) | CEX || 10 | 34 | 5| 2 86 NS AR AL E 58 NS

Numbers in parentheses indicate the cases without symptom throughout the treatment.
Numbers in square brackets indicate unknown cases.
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%$%<, 7THEORKT CCL BRI LA VDI
L CEX BT 6 EEMBYE R b, FEHDOBILE
DAV 5% HRKRCHBEN RN T iz, XK
THORA T, CCL BORILHWRIL 63% Tho1e
oL, CEX BROHFBWRIL 8% it ¥ ot i
%, Wi CRP OB L RT3 L, BB THRIzI
wih, 2FEEE L CRP ORBEAFREOJME L b
Koo

8) AMmBRBOHB (Table 29, Fig.16)

EESEST 5T 3 B BT 2 BeiEdo (12, 000/
mm?! [{EX S 8,000/mm® kil (EHRE) ~OHMW) ¥
FTLO HEAFRTASh, LIEBE B KW Hr Y
mL, HERTHTCr CCL BTiz 87%, CEX B¢
TTi286% OH HEABLATE D, TOMVTROR
ACLARARORBKIRD Aoz,

Vol ) S E TS TIZ, 3 HH T2 BEXRE
Bohd, 5 BELSIE > T 2BBAEANALRT
Wao LhL, FIRFIC 1 BYELAD 3 B BHUSEEERN
BeabhTk ), ERROAFRIEHITIHAOBH
BIVBLERTERTH >, 12 L, CCL BodH
RrXoRATh CEX BIhmdThD, Lk
RTHOHBZBRIX 81% LRFRHIEIRTOHBR
REST2REL DT T 5, Thici LT CEX BT
HREERTHOHRERIL 58% it & h, aELEX
BTCHTRREKRELL BT\ B, L L, BED
BR WThoRRAIs W THAEARED S Ic i
Fvohich o,

BE, ZROFERLEVEERRICOWTEDH
BER L1, BEFTROTRTR DOV TR BT 21T
BoTwad, ZoRMOFHRILOVWTIRYBROFE
EREL, 20, TOHBRARARMOZRZEAY
BOLARVDT, RBMEEFE LI, 1ML, BE1A
ROEBYIIT LR, b LIRSty SiiT 258t
BROATWAIR S 2 bOTHE LD TEDOESY

CIRELTHER, Tiby, B ARORBY
MFTLIzE 2B, BEAETETIIMENNEMCEY 2
Tt b, ST 9 TR Ik BN TR R
L7&Bt 47 41 (CCL 8% 26 4, CEX ¢ 21 4)) ic3s
WC, THREHEERTHO HigAT CCL 2t CEX
HIOBERRDHRSERCEN DAL BT B,
ETARM, ThLOEMNEIECEERY ml BT
RH LA 24 Sl LUR—Ef+T ml BRLER
RRVRET S LEARS D, ThHOERTIXAERH
HORREBWIZ OV THHFHAREIZ SR TV
Vo PRIt RUMALD Ric B Y AT 5 8 BN
EWMISEDI T 53 otetewd, BREEBICH
ALTLENTORREETRIS e wtz, &%, B
REOEBLRENICIEET 2 lodic, BEXME I
TREHLATERLBLETHAS 5,

LR L AEERROHBROWTEOKRYEETS
ERDES5THoT
SHSELLTILIEEE CBEE, 2%, HMmER
oS, WEBORERNETREhER T 5 b 4F0
FEROFEFELrAbh, 3 HH¥ CRBOFE
TEIRTFRHALHTH - ico MEXBDERKBERYE
ARCRRE L, V5 BIKAY Thek] % KT 5
¢, 3HEDBRATRXVWThOFTREOWTHEIZAD
hTwigv, 5HARKED L, M2REHSNIFOERX
h5 X5 fEFTIE CCL BoREEN CEX X E
hafErAbhic, 7HETIXEROKBZET CEX
HNCCLEX hEhAEHAY TR LI 7o, HERTH
CiRg s EoHEE T CCL BN CEX BX hBhD
FHRA%R LI &DERMDFTROEBICIIFRARMD
ZRBHoAT, FHIETROBERIIV-ThIEE
HTHECRELLHEFZh

Vo lE S BRAEETATIE, RBEIMNIAEETE
ZRLI-LOD, HMEROEERIRIS LIsXTESR
B ERL, 10 HEOBHACIL FEEXD \FR L

Table 30 Side effects

Drug No. of Side effects Occul;rence‘ Statistical

cases None Any 2 test
CCL 116 (3) 111 5 4.3 NS
CEX 112 (6) 108 4 36

Numbers in parentheses indicate unknown cases.

* The rates of occurrence were calculated by excluding these

unknown cases.
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Table 31 Side effects
T |8
Patient E §, gg Clinical
; g Comment i
Drug Sﬁe ggzoggx Side effect Z 5- =1 by doctors in charge effect Usefullness
< | 2 |R%
(Day) | (Day) | (Day)
36 F Dtiisapgearec_l after the
. . administration . o
bAr(;)‘:ltghitis Bitterness 3 4 4 The drug could be Good Satisfied
continued.
7 M ﬁt;dugginal pain Disappeared after the
Acute Fatigue 4 | 10 | 10 | Aminstration Good Satisfied
bronchitis | Headache comes
Morbid appetite "
Stopped the drug
71, F on 1st day. v
CCL | Acute Eruption 1 4 1 Disappeared on 4 th Unknown ur;seraytisfi ed
bronchitis day without any
treatment.
k‘c’uﬁ: Gastric discomfort 1 2 1 Disappeared on the Good Slightly
bronchitis next day. satisfied
34, M Abdominal pai oo e Slightl
! ominal pain continued with anti- : ightly
lj)\rcol:fcehitis Diarrhea 4 7 5 diarrheal agents and Fair satisfied
analgesics.
Y, g
| : : 9] Used stomachics after Slightly
ﬁ%;ltghitis Abdominal pain 4 .~_E 41 the administration. Good satisfied
o)
17 M £ The drgg could be Sight]
. . Q continued with anti- . ightly
bArCc::xtghitis Diarrhea 3 % 9 diarrheal agents and Fair satisfied
S analgesics.
CEX
o Disappeared after the
?{)éult:e Gastric discomfort 2 9 7 administration. Excell Very
bronchitis | Anorexia The drug could be xcellent satisfied
o continued. o
58, F Soft stool continued g
1 Acute Soft stool 1 4 4 during the administra- Good Satisfied
bronchitis tion.

. D.a"&vs.;;éwéounted from 0 th day.
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MBI, BESMETRICSORTEHLIRLIEN
KBALR LI
s RitT 5 CCL, CEX HRBOIERNM
RN L, WhYSERE MThiR] £ TS L,
BEAETRTOBRR2OWT £RAD WXL CCL
g0 CEX HoHBRY EW-TW e LML,
SHE KNIV HEB LW GRMT I SMHFEIHEE
iR Ebhkdot, THEKRKS E BRERD HUET
CCL B CEX BRI hERLZAMAMNEDHHh, FRIC
CRP DM S XURL (1R OTWEIZ I\
€ CCL B2 CEX HX hBibhciih, 5% HEAMN
THRENBD ORI, 6K, BERT B IIZERD
##E CCL B CEX B hh3fas RH LR
o

B. EMEREE (T 2) : RLM¥CHT DM

1. HIfEBOIK

AEER iz 239 FERO 5 b, REREERD 2 4
(LLRBEIERREL) X MN®R2 LB L, BD O
237 AEBEROMFTRRE Lo 2L, Tolkdhic
BB KB Lol e DR EFR O I\ HSRES 9 5l

HEThTRY, ThEDENIKEAORENTRYL
DT, KNFARRARORNHIZIBECEDLCEEL
e

TRFI PO BI/E R % Lol LM Table 30 2R3
LEDTHT, CCL Biz 56 (4.3%), CEX Bz 4
Bl (3.6%) DRIFFANED bl BEFRARCK
FIRMO %z Bdbhish ot BIERERAD B
Table 31 IR+ L6 D TH D, TFhi SHAETH
EMTH 1o CCL HD 1 FICREAA DR IO T H
EPIERF > TV B0, KEFIZEOKE { inmT s
S ERRSHERLTVWE, CORMDIERATIE, TH, K
0, DN, R%TFR WS WBERARFL OXSES
THH, RIfERAOMREINCRE LI, WihdEFR
Moz A bhich o, BIfFRXBEOBALVL 4
BB ¥ CORBRREMCRALTWSH, REMALKRL
LEDE FTHRUMATEETD D0, D5 \ITRHERER
XA LooRERRTETD D, ERZEORNHKRIC
HoTWb, £OKR, RABMKYDR CHBL LOKE
2855025 %<L, FAKHETL MEFFE¥F kvl
TR L EDFEHF SR TV 5,

Table 32 Clinical laboratory tests
Number of cases All cases Abnormal ratio* (%)

Clini Evaluable
]agl:;lory tests Before | 3rd day | After cases Before | 3rd day | After
RBC 233 4 216 214 69 - 74
Hemoglobin 232 18 215 213 6.9 — 7.0
y WBC | 226 174 220 219 59.7 33.9 9.0
gl Basocyte 226 170 | 216 215 0.4 0 09
.E 3 Eosinophile 226 170 216 215 5.6 36 3.7

(3]
§|s .+ | Staff cell 226 170 216 215 24.6 9.4 14
=g Neutrophil | Geomentocyte | 226 170 | 216 215 36.2 282 74
K Lymphocyte 226 170 216 215 19.8 9.4 3.4
a Monocyte 226 170 216 215 4.3 18 4.2
2| SGOT 231 16 214 211 2.6 - 2.8
& SGPT 231 16 214 211 48 - 1.4
= Alkaline phosphatase 231 15 214 211 3.4 - 28
% BUN 229 14 212 208 5.2 _ 33
&| Serum creatinine 226 15 210 205 13 - 29
4
E| ESR (1 hour 224 162 214 213 65.9 62.3 36.0
g| CRP ( ) 224 161 219 217 8255 66.5 259
2|  Protein I 230 14 209 206 13.0 - 6.7
)

N 228 14 207 204 9.2 - 6.8
g E WhC 228 14 207 204 8.7 - 43
SlE Cylinder 227 14 206 203 0.9 _ 05

* Judged by doctors in charge
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2. BREREHECRIETES

1) EERBRERMERE

KMEHE T Bl £RMEERRE O RIMRTI: Table
R ERTEBDITCHDoTe WFHO REFRELF LA
R ->T RIFLFATHEBERT B, LITORNT
13, P LABENED 2 A TRESWIEAYI
it e LD T, REFAK X - TikH 20 fIRED
ABERPDE DA, WThOBRERE TH A 200 FILL
LOMBREEFAIBREINT e X, ThAHDE
ADREMETITEREHNEY - REOH ML ZE—ERL

Tkbh, TOUMIch LI ENEHRADORBMHUBEK
Y MM L Table 32 L b TRL, HORY, Fh
B, CRP ¥ XUFRIE (1 BMMED v Tk, SRR
RIZREMA A SNSRI HRT D Z EAHELM
THHMN, ChODOHKRE IAEZTROME L NER
HETAMEL LT, MHETCEOBAY R~ LT
TIREALORERAB LR VLR OBRFKRER KL E
SO AN BN L

2) BAREMCRIETEEOLE

ERRAECRNMEAHA LAHEITIE, RYM RS

Table 33 Variation of clinical laboratory findings
Number Variation without Not negligible | Rate of
of cases No. of Normal | Abnormal drug relaion variation abnormality .
Drug e;g}g- Abnormal | Normal | Abnormal| Normal | — Shut;tma :

Laborator) cases Normal | Normal ! g (%)
tests Abnormal | Abnormal | Abnormal | Abnormal || &~
BB ERIEE
ogon| S | 8| B | o | 7| o | T
NI | 8 NS
NI ERRE IHE
EREIFIE IR IHE
ST ; NS
SGOT | GiX | 1og | 108 ° ' ? o3y ns
hor [k a8 BE TR
IR eS|
- [BUN CEX 108 10 ; 2 . 335 NS
g

2 oo | 5 | 18| % L NI
o | Gk W €8] 3 | IR
g Jme |G| @] 2] 3| 5|2 TR
2| =

Slifwe| Gl 2 7 [ 2] o |
0

“ow | S | | 1 T

* Not negligible /| Number of evaluable cases
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Table 3¢ Abnormal findings in clinical lalioi'aidry‘tests
fxn%et& Sex D;\ration Comment Clinical
s s . inica
Drug In nfic e;l(;?ng disease o(dad;su)g Clinical laboratory test by doctors in charge | effect Usefulness
73, M -
Chroni bronchit RBC  Hemoglohin| RDC indemogoin lghl
¥ (] (1) e 0l . g
Cgsntcggeratwe murrig 9 | Before(0)* 398(Ab)** 96 (Ab) nderling disease may be Poor  |Unsatisfied
tuberculosis. After®  31(Ab)  8B(Ap) | comsidersd
RBC The cause of slight decreas-
68, M Before(0) 441 (N, i g
Acte brochis 9 04w Rt v o, | Goot [satisfed
oL After(9)  383(Ab) range.
SGOT - Unhealthy drinking and com:
20, M Before (0) 13N bined . . o
Acute bronchitis 9 ™ ey m;;;ﬂ,m Good |Satisfied
After (9) 50 (Ab) may concern. - -
S-GOT SGPT
4, M Before (0) ZJ,S(N) 33(Ab) S{l‘ld@é (e;lﬁﬁon of SGOT v
. Vo was transitory. ery
B ey | & |Aftr®  SSAb)  60AY) | Inflenc o hepatc compie | EXCENENt | atished
cation may be considered.
Follow (9) 16 (N) 38(Ab)
63, F Belore®  HQD 8200 | SG0T md ALPaa s Slight!
Chronic bronchitis 10 ore r A Fair gLy
; o i ] at the end of treatment. satisfied
& Rheumatoid arthritis After(l0)  57T(Ab)  177(Ab) '
BUN Creatinine .
The cause of elevation of
. 53, M Before (0) 8.7(N) 09(N o Vi
Acute bronchitis 9 ! : mm creatinine was || Excellent saet‘i—gﬁed
After(®  233(Ab)  23(AD) I

* Numbers in parentheses indicate the days after treatment.

LOBEBILOWTERED 2 4 ¥ BB LA TED,
DAY bESCTRBEL B EAY R L, 8
KNS REEMC BT 2 ERREABEOER A2 —vich
CREERCHT5ERED = 2 ¥ +id Table 33 i
FLiEEhTH B, RENERRD b OHRIERRHY
it otdo, BENTTCRBHECH>cbOHE
EBXLREMERLDOD 5D, KR LOBMREYEE
LikhweShi-borRBEAEME LT, AEFAFOR
RIEREREY LR L, BRREMEORFLIZ6
fEMD~ 10 HE (CCL Ho~<X63HHE, CEX FHD~4
HE) THottt, WFhOBKRERBCOWTHE
ARMORERERCEITA DRI 2T

RE(biEM OB Table 34 IWRTERITHY,
hEeER %24 (CCL B), FBRERERFIA
(CCL B 241, CEX B141), BHRERERK1IA
CEX B) ThHo1eh, WIFhoEALRELLBEL
OERBIFIZH LN TR, ERKEDD VIR
Wiz Lo EROBE L EE Loy &\ 5 ERE RS

** Ab:Abnormal, N: Normal

PEREhTV 3, CORKE, ThHLoRMERNCK
IAEHREOEREYETS, M - MAZAHD 14
¥OEE, WThd MEFEF] ZWvL MER] ko
FEABOR TV B,

C. BMHEBERKX (E03) : RAKOLE
EFHRELBRDicESE CCL B LU CEX B¥0F
FAtE % HBRE Lo

KEBERYR MEFNHDR, EROKB, BRRE
EOEE), BIfEAKERADH LRLERBETHTRTD
BRREBELCS 2T, BEAEAOFRENEREC X
h¥EX R, BRMEZ 7 AHEDHE ML Table 35 iz
FTiEbTHD, FERCHR] FICMHE] L¥E
IhERAD AH»LVHY S BRRY Bl L, *
1=, HRER r — L HEDOH ML Table 36, Fig.17 i
RTEBDTH T ok, ZOMITICIIMBRLERE
kD \VHARERAIANEERTE Y, YRLALER
HHBRTHESh TS, FRAKE? FAHETIRTHh
LARBAY FERBCED T I, FREAr—1H
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Table 35 Clinical usefulness .
(Cases adopted by doctors in charge)

; : No. of || Ver: s g Slightly cea | Very Ratio® Statistical
Diagnosis | Drug cases satig’fied Satisfied sat%sﬁed Unsatisfied unsatisfied Unknown (%) test
Acute | CCL | 77 16 37 18 2 1 3 69 NS
bronchitis | CEX | 82 22 37 17 1 5 72

. P<0.05* U
Chronic | CCL | 42 2 27 9 4 69 P<0.10* »*
bronchitis | CEX | 36 1 16 12 6 1 47 P=0.066* F
CCL>CEX
Table 36  Clinical usefulness judged by scale method
(Cases adopted by docters in charge)

- No. of cases Acute bronchitis Chronic bronchitis
U sefulness CCL CEX CCL CEX
(Scale method)

) 77 82 42 36

0— 9 -
10— 19 1
20— 29 3 1
30— 39° 4 5
40— 49 2 1 3 1
50— 59 10 11 6 11
60— 69 17 19 11 8
70— 79 23 21 13 8
80— 89 11 13 4
90—100 8 11 1 1
Unknown 3 P 1 -
Mean* 69.9 729 64.1 57.9
+S.D. +15.5 +14.6 +15.2 +15.6
isti P<0.10* t
Statistical test NS (t=1.749, df=75)

* Unknown cases excluded

FBTIEARARAL & 5 BELL O THMRH S HERY
THREW LT
S stit, CCL B 77 #ldh MIEHC#REl

16 &, THE 37 #l, TEFE3) LT 21 4, T8}
3FORMAB oI, THAYBECEDIHEOER
Rit 69% THh-oto ¥7z, CEX B 82 §Cid MFERIC
WRJ 224, [#%R137 6, NEFET) LT 18 4,
[7RE] 5BIORMI B oI, FHRX 2% ThHh, W
EFBOBPWECRE A 7 A HEC L 5FRED
ZRIFDOLNEh 0T BURTIRTOFRLER Y
— ¥t Fig. 17 R L e R D, AEFAFOHH

MBI D TEE L, Bl X O # F2ix CCL
BN 69.9+15.5, CEX Bt 72.9+14.6 D X 5235
h, AL 7 AHTEOKREBLL, BEAROHA
BZEITDOIRILI -1,

VolE S BESER R ST KR FAHET
1%, CCL 2% 42 flsh, MIERwilRl 2/, el 27
Bl, TEFET] LT 4B0ORIKABOh, FARIL 69
% Thbh, BUKELATHLEARLAL FRESN
Bbhi, CEX % 36 STk, FEBHRI 14,
MR 16 4, ME3F¥) T 66l [RB] 150K
BrBoh, HRARL 4TYLEE ol ZOkd Xt
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Fig.17 Clinical usefulness judged by scale method (Cases adopted by

doctors in charge)

Acute broachitis
(%) —ceL:u[s ] cases
ws~= CEX:?7( 8] cases

Chronle bronchitis

(%) ====CCL:42 cases

===~ CEX:35[1] coses

§
4
3

N A pJ T T T
0 10 20 3 4 50 60 70 80 %
| T Y T Y T R T A |
9 19 % ¥ 4 9 & M 9 100
"

(

) Scale of usefulness

- Jal.
i‘af‘oi‘os'oa'oios'oi‘oioso
| L) U
9 19 29 39 4 59 6 79 8 100

(»a) Scale of usefulness

Numbers in square brackets indicate the ommitted cases because of obscure course,

(2x2) MTE3s L U FisnEr DA 8 MEHNET 104K
EARTOEL, URED 5% ARARTORRENM
H&h, CCL 8% CEX Fcht LEALH LI EBh
ATLNPALhI, BUELAEIRTCOFRYERY -1
HETIX Fig. 17 1RL &k h, MEHO DHdhg
RCCL B B ANMCR-TED, P HOEL— 212
CCL B2 70 Bied50icw L, CEX BTt 50 &ic
bolco MERFOPIHM L MMEEIZ CCL B 64,
1+15.2, CEX B2t 57.9+15.6 0 X 5186h, WL
OEHED B\ 221Tit 109 HRARTENBD LA,
A2 7 AARORER Y IR TIRIN B ORI,
IV # -3

ji%, cephalosporin RIEHDHRNHXE LY,
Fhi-B% b - =141 cephalosporin XAl %k 4 L &
BLTB, LML 76 O cephalosporin #|T
i, KPFFcBELARE, cephalexin (CEX) & cephradine
PHBIC BB TEY, EMAMC LETs L FnR
DBPWLELL Pirv, €D EHRT 4E D cefaclor
(CCL) 12 0 X V* X iz B4 L-BE 0 A% cephalosporin
HTehsevwx Xd,

BEDARAEROBMTNEFE LVRHC, HRTR
(BRZhBZ s, HEHOBITLBZ Ll KizgR
ELTY, ZoRMEHAERRLB VL OhDEHE
BmEh3, Thbb, BhiEfARERNAFL
PR YV EERPEOREN Zh SEHE Y HEER
THLLC—EORENBORB X5 -TL B L,
EnRAER OB E L LTHSELT O RERIE
KU H6hB0T, HRERREREOKRRCTES
RAE LB BERLT WA B EhD, ZDL5
hERERE CTRELED LR T o, HEBEER
WA AR FSALEbR, BEHTHS LIOIRHE
fEROB & LB E L, Fhe, RAORESYHT
352C, BABL, RAEBLDLVIRZ LT &k

Ve bHAABIEAND IS LIRRHEDRETH
b, EOLIENEIER L EBERD I\ NS
¥h3, LhL, BEEOBOBHALEHNLGYRTY, o
hOoDEHLYHRTH LD, HBNBEFLLD
DV EDE LT CEX »ARHEERRECE AL bh
T\ 5,

CCL iz CEX LibiM EOBEESAB LI 2obs
boP, 3R Z7e—AFF R EESINER CEX
TH U invitro CHEHOHRE - ShASBH S h, EhF
EICHVEBEFAY RTC e BBLIRTEH I,
E I RREBRPIE O BAE & L TEE x Haemo-
Dbhilus influenzae, Klebsiella pneumoniae, B-Strepto-
coccus Te Xt LCCEX kb LEBh - HEHEZTRTA
NEBIHh S,

ZELIFAHROBRT, CCL DHEIFMH, TN -
BrttBh B X OBEIRAMRN % 177\, EED Han in
vitro, in vivo DHECEBTEE - ¥ FhEhifls
L8, X hiciidil, REARERO—BERAR '
HESEMNL BT LR, LA X 5hSEL
FTORAFRRBBRpIECH L CCL 01 H 750mg (4
3) WRTCRIEFRBEERDRNBOA B oL ¥ HEL
728 CCL oz X 5 7cHten, L CEX towtthic
FOTEETE O, BB FE LVRRAR
EFloge —HESLETHY, CCL DEKRED ¥
FKIAZV SEO_EERIEBRARIL, COL5LR
AbEHE XA, CCL 1 A& 750mg 4 3# 5 & CEX
1EEER 1,000mg H4HELY HBELIELDOT D
60

NBERYBETHCHI-T, Llichic s PR
RIFED b, BORAMAEROE LM EEDX
5 BB TH BN M THORILTLIBR LT
LTizioV o REEBVABCTENE, EHOKBix
B8 Lz T EHEAOBKY MRk OFHI EE
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2D, BB ORMBCRE LT ¥ 5 & o rREENK
YRR 35 MR R HERIT 5 @A 0 Wil dk i AR 4
5o MRBREDHFETH Y, FTHRECIE LT
BHEVERRTHING, VWb DBRNF S siE
BB T 3 AN TChDENREREBRETH L
NEUTHS D LFEX T, HLBNIcBEA—BERHR
TIXY, MEBL - BREEAK - Rk & ESOEGREES A
Bt 45 Bl, SESTHN 120 Gl ML S L LD, DT,
ffige 27 4, REZINRE 20 4, £OMmO THFRE
REYIE 17 G2 CCL HEONRE SN T D, Thb
DIAETH 1% FFRBBRERIED Te b b, H h IR
R ED FREER L BE LcBATIL, MEE
ROFERBS 5 2 TELVREATFR X, HAEFRE
MoNFETHIIEADOMER DS, bbAHA, EH
KoM L s & 5 LBEAVFECBATISELD
DOLEBERNRETH LLFEY TR TDIT, £
AHAFIDO 1 BERERY BETHOT HD20D, £ O
dosage THEEIHREY biT > 2HRET L hdinbis
Vo & XD ingklER LBIRERE L, b, CCL, CEX
AEAOEMYER LIER, —BERKAR CEAHD
BLACEE K EILESADOHFERBE H DT
Too MIEMIEIRCR LS EAIRLERI, <
O REHEB LS REEMRY, CCL 0REY ZOKE
TREFI EIBH LA E2RmBT5, i, ZEER
HEABRI—BRERKABRRROER ETRESND Z &
AEELVLAD, ZOBAHDDHERSEIRINE
KR LTRLBEVTHD EELTS

L l, MERSEIAY HREEC L VBT H
A, PIEFIOERDIFME LS S LB LTIhilt
Al b CEEAVNFLRERIh B, BbAE M
C BRI, MIARBIL L e RRSELIA S TUBERE
FTROEBEDTH D, b 50 EDIERBRERYIETIZ
HCBB LI RABBBEOMBERTH S, L AT
EoRAEHORNA THEESEI R NS E LZE
BERIEERARIZ DIV ST FFIOFIFAYCIL, &L
SERRPIED—M T ELZLI G EH, 15 15~16
BIDNREE I B BT I T B3 DD, EEORM
BACBACERIBLNr - T, BHEREX
RKEREDD LD EDIHERARII DD FIFA
HHD, TXTESHFTARALFIRD e, TOEKE
FEETNTRS R IE GCE AT ab0icilvhicd-
Too SEIDEFERINKEGATLEALS 52 L&A
RELEDT, BEAEFLLRETDZ LTl T,
FTEMREI R LBUEIEIR YRR ETS
ZER LIEREBNTEELV, ST A LB
KREZRTIXEBOBILCABEN I HRY 55, SHSK

BFLERDELIET ANV ARRDERTHD, 2 REH
BRS BT, AEFZEDOBRMEITIFH OB
HEINhD, EOEBOH IR, MEERBIAETL,
BARBEEEARO S EIXRHOOERTH S, L,
KEHER TR —RECRETH D, BEBRL TS
cxHEMACLRAECHAL, &0 AIEROMEHAR
Kz choDBEEND, KIHIE LORY TN
hichEd, EMHBREORELE LTAKAES
KL DRI TR L, ARETRARYBETSE
LB TFHUEh DT, QEORRTIZPIEED
PR, JM, AMEREMNS ¥ FFREFEBEH
LR PEEVIHBREYS 5, TEHETAES
PO A TE R AT RENLRRLETHI LS
s R A
L ChiEH LTSRS AT, BB KRB
OHNBEREBEOE ¥ TELANER,REK L TKE
TEAL, BELRROMEC\ Fch, TORKER, 4%
Xk BECF W HERE L, @SS VIIRAE
DN - BRAFEDHh, VAN ZABRRDOBFT R DT
LABRBMEREYER TS, T, Y14 AREN
ETLIBAETH, PHSEIREIRL-1EBAY L
b, M2 kERIERL, BRBRITITHRETCER
Ve SO X RAKREOKFENHBYERTSE, ¥
T LSS L DR 5 K MAEFORHEY IR
BTaFEMA DD, Lichi- TBEREZ K ¥ AR
SEBRLTAZILIRID, AERAOBKNF 10z
P L THMTED EELI,
BUKETLOLH AL, FLetcrer L9 %IZ L
THEE¥ERIC L - T, BHThiL, [BHK- gL
ED HPi LL 31 AM, BEALERKESR, O
Iyl 2EL EEF LT WD & EEDDAT
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A comparative clinical study of cefaclor with cephalexin was carried out by randomized double blind
techniques in order to compare the clinical efficacy, side effects and usefulness in treatment of 239
patients with acute and chronic bronchitis.

In the cephalexin group, cephalexin was orally administered four times a day at a daily dosage of
1,000 mg for 3 to 10 days. In the cefaclor group, cefaclor was orally administered three times a day
at a daily dosage of 750 mg for 3 to 10 days and one capsule of placebo was also given every evening
in order to keep the blindness of the administration.

Statistical comparisons between the two drugs were made in 159 patients with acute bronchitis and
78 patients with chronic bronchitis. Two patients were excluded from the statistical evaluation due to
deviations from the protocol.

In the case of acute bronchitis, characteristics of the population, sex and age, severity of infection
and causative organisms before treatment were similar in each treatment group and no significant
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difference could be found between the two groups, except for a higher tendency of complications with
pulmonary tuberculosis and higher positive CRP in the cefaclor group.

No significant difference was seen in the clinical effectiveness obtained in acute bronchitis between
the two drugs. Excellent and good clinical responses were obtained in 57 (74%) of 77 patients of the
cefaclor group and in 64 (78%) of 82 patients of the cephalexin group. Regarding the degree of im-
provement of cough on the 7th day, the cephalexin group showed a superior tendency (p<0.10) to
the cefaclor group. On the other hand, the cefaclor group showed a superior tendency (p<0.10) to
the cephalexin group in degrees of improvement of rales on the 5th day and final day of admini-
stration.

In contrast, backgrounds of the population of chronic bronchitis were quite similar in each group
and all items compared showed no significant difference between the two groups.

The clinical effectiveness in chronic bronchitis obtained with cefaclor showed superior tendency (p
<0.10) to that with cephalexin. Excellent and good clinical responses were obtained in 28 (67%) of
42 patients of the cefaclor group and in 17 (47%) of 36 patients of the cephalexin group. Regarding
the degree of improvement of sputum, treatment with cefaclor showed a superior tendency (p<0.10)
to that with cephalexin on the 7th day. At the same time, the degrees of improvement of CRP and
ESR treated with cefaclor were significantly superior (p<0.05) to those with cephalexin. In addi-
tion,on the final day of treatment, the degree of improvement of cough in the cefaclor group sho-
wed a superior tendency (p<0.10) to that in the cephalexin group.

No statistically significant difference could be found in the occurrence of side effects or abnormal
clinical laboratory findings between the two groups.

According to the judgement by investigators in charge, no significant difference was seen in clinical
usefulness in acute bronchitis between the two drugs.

In the patients with chronic bronchitis, the judgements of clinical usefulness in the cefaclor group
was significantly superior (p<0.05) to that in the cephalexin group.



