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Cefotiam hexetil (CTM-HE) D@ ¥: &R FEIC N T 5 H N, Retks LU H At % cefaclor
(CCL) %R L LI HEEREIC & b LR L, LT Oz,
CTM-HE 21 H 1,200mg, CCL {¥1 H 1,500 mg #*FhFh 3@y L, FAELT 14 8

fEEN&RS L

D BRBREOEHE CBHLE) BERL¥ETIE CTM-HE B 67.3% (76/113), CCL ¥
65.2% (73/112) ThhH, THEHE T CTM-HE Ff 67.0% (75/112), CCL %f 59.8% (67/

112) TH o1

2) fHHE (BAH) DE%= iz CTM-HE B 64.0% (48/75), CCL B 55.8% (43/77) T

Zﬁo‘f:o

3) HWEWEIfFRIETERL CTM-HE $7.6% (9/119), CCL #f 8.8% (11/125) Th b, E&
KREMBREZEHOREARIL CTM-HE ¥ 21.4% (24/112), CCL $¥13.3% (15/113) TH -1
mE &b BMEMNRIFRDOE LS DIRXTHEOBLBER LES Th-Too BEAREERELEHT
BRI E LME P 5 v AT {1 F—HOEAXKTEFTHY, WThIiZhETot7z 2%E

HERBRLDIBAD NI -1,

4 HRER (BALE) 1FEL¥IE T CTM-HE # 66.4% (75/113), CCL B 62.6% (72/115)
Thbh, FHEHE 1L CTM-HE # 65.2% (73/112), CCL B 59.1% (68/115) TH » 10

UEofER, CTM-HE (11H 1,200mg of&T CCL ©1H 1,500mg +rRAZEOEELL
Rl BESERPMECH LTEARERTHS LR IR,

Key words : Cefotiam hexetil, Cefaclor, Chronic respiratory tract infection, Double-blind

controlled trial

Cefotiam hexetil (CTM-HE) 1 & H & & T % (B »°
BARLAEAA 7 = 2 RPERTH Y, ToMER
Fig 1l tRT e8I THDo FRAREBUEEHA 7 =
& PR cefotiam (CTM) o2 pArFvn X
HxAFAETHI LR ED, HLELHS ORI Y TTEE
L7 Vs .y 7 ThhY, BEETMKIELZT
T, CTM L LTRIRE A B2, KB oW Tt h &
TS DERY - BRI Tebh, TOoRER
% 35 W BRILFEREFSEBSL (1987 4£5 A) Kk\W\T
BEI Y,

SHEbh b RK O @i FEERECHT 2 HHE
RS R L AR ¥, BOH £7 = s RHEH

H:N

YS

Fig. 1.

CHs

[
coocaocooO

CH:CH:N(CHs)2

‘ 0 l - 2HC1
3 | N7 CHS ANy
CHCONHIn N—
. HHS
Chemical structure of cefotiam hexetil
(CTM-HE)

* kR R AR R IR 207



VOL. 37 NO. 4

CTM-HE 1§ : SOl AR LI AR 459

cefaclor (CCL) »xtf@3: LT, —EERZEC I
BERHLAEOT, TORBEHET 20
I. R B # %

ARBRITLESIMER I X UF DO FTIERE DI BFIE &
LCRRFI624E 7 B X b ARFI634F 4 A ORI S hico
1. RBEBILSVRNRIEN

BRESETE O ¥ AMMMIESZL SEZRR
- HRIE - [EZME - ISRAEEE 7o &R R - e
1BH SOERGE T, IR oM, F#, CRP B:AL,
HiiEk#ES, B VBT RRE XY, RYGERLHS
PREET S EELDNDEAENRE L,
SEFEGNEFAIE LT 20 gl B & L, tEFIRIb I
Mot T, ARBEXFEAE L, MERLEAM
BRAELBEIIIIREE D DT, L, kKowT
I O&BENLT 5 EZ IR, OB L,
1) WMZREE CEHANERNOBSRRLEEL LR
rEE

2) FRAREBBACHER RS Zh, $TTRERD
HELODODHEE, £bOWREARBART 2 BRELA
iz CTM-HE, CTM %71 CCL 25X hic%
3) FBREAVTOFRRBECESD LELONDEE
) €7zsFk R=vY VRHAFICTVAF—D
BaEObDHEE

5) EBKREHNEEBIESE

6) ERF g IhoBE

T BB - BEREEYETIESE

8) 7mt i ViREOFIRFIOHAXLELTHEE
9) ZDMEBRENARBCAHY SFM LIcEE
fok, ZRBEBIHID, HoH ULDEEZETHARA
BEHAL, BMORE LB,

2. HABREH

BEFEH L LT,

#E%H : CTM-HE 200 mg (Fffi) %

*HEBEHK - CCL 250 mg (Hff)) #» 7w

AW, AEARARNRR B, ThlhitE
LA T S e A RE LT T AN T e R ER
L, CTM-HE $:24:& CCL 75« AHh T L2 H T
ABBWE CCL # 742 F+er e CTM-HE 7
TEAR2HETINFNLIGLETHEIAF I —HARL
LB OHPITEM L REF Lic, BAIL3AX 1 BS
EL, 14 By 2 @i LT 1ERIS & L,
CO4EGANFIEEL, £#Z L 1iw CTM-HE & CCL
"rhrth2f3Forcisdrdavire—=5— (NI
1) BEERICE D 1T, 1ESID T ORBREHZIN
DRBC—EBSw Lo HRETE, BVWEHES
Rient gk s Lico

2y bR = T = RERRIERE D IRTE, F— 2 — VO
DB, MR ORGE, DRI D F — 2 DRAET D
RAET & 24T le o T WM D M H, =2 v b m—5—
ARIEACIEF 2 A L, ThZh OREHls LU 7
7 & AW TIRIRDALATT, AR T R IR R &
TUERSRBLR M s I REBETRE L, v
ThLFEBCHAT 22 EAMER S his

feds, CTM-HE §tds LU D 7 5 4 Afeik il 3
THWR)A, CCL # 7B LU EDT T4 7t
A LY 2R AR R 3t Lc b 0 2 A L7,

3. #Hf, WU ORI

CTM-HE % X O¥ CCL o1 A4z ch £ h
1,200 mg (JIfli) % X0¢ 1,500mg (H{H) &L, 1[E
19, 136, §-B-FE&BEBATAZ L E LI,

BHEAMIL 14 AMEER S 2RA & Licst, ko X
SIEB BT EYEOHIMT TREEFIE LT Lo &
L, M4 ARERETRERELYL IR L, FIERA
31T B IE G DFFT 21T 78 - 1o

1D RERHHE - BRRL, BEO L E -1t
Ko 7oL, C O¥MNIRBRPAAERRE 7 ARZE Lic
RS TIT 90

2) RBEAO BERIWRTES, EHE HELE
o 7o2 L, EHOFITILABRBIRERAE 3 AREB L
TR T e 50

3) BIfFA OO S TE iV B (L% OESB
LIBRBEELRHT D)0

) HWELDOBRATNERBFCEHRLTLEZ L2
ERBARATRHIEA LISB &

7ok, RBREAESPIERCBOMERIC X hERY
Tl 13B8 3, TORE - BE ®5E R LUK
R &ELHE LI,

4. GFRZEIEIEFA

ARBERF L, O HEF SL CRBKE A7
v A VHIO PR & 2L Lic, 7eiiL
kanamycin, rifampicin, enviomycin, lividomycin,
capreomycin, viomycin L&D FEEE D BEBILED
o %7, BIBKEAT RrA FHIZOWLTIIARRRBE
10 AU ERT L h 5N M IR Tk b, AEREIIAREE
TIIERDOELZD bIRT, D OXRBRKTHE E TH
Bo, 55V ThUTOBORIBEE AT = 1 VRN
MBS I N DB E LA ERED I,

Fie, FEAT oA VREAF, HRABRA, REH
-2 7Y vERIENIRAE LTOFRRZEIE L, R%EH
EEE, K[EXINER, MREE oy BREE
%), AOHER XU EBRBICKT 5 BEAIE 6FH 2R
», R LIEEEE, TOREXRERCEE L,

streptomycin,



460

CHEMOTHERAPY

APR. 1989

5. fER - FFROME s & OCRRRKRIE

1 fER - FrR MBS

IR, g, Weps (B PR, PRIREME Mot o
5%, BKIERBS L0777/ — 20 TRF & LT
BERHTHC & & Lk, MRRKTERVBAR &
To & &b BBRBALANE, BURDAMG 3 B, 5 EHK, 7HEK
14 BHBCILUTImT 5 X o Bwte, Ei, PIEDH
RN T & Ao\ A, BTHE ¥ A0k H R
BHME L, B 14 BRI ChIE Ll acidep ik mg
SCORREER « WA R 2 MAEERICITHR Lo

feds, b OER B REUT 0% X b IidEs
IZEeR L,

B R ERE (1 E 4ENE), MMk 182~

3ETH A

W HOEESEESh BB, +, — 0 3Bk
Ve - HH(=50ml), H(<50~=10ml), +(<10
ml), — o 4 Byef&

Vegstil P (), PM CRBRIE), MO, -
(%t L) D 4 b
RO R H(RATERORIE), +, —D 3B

Mgt : +, —oD 2Bk
WS H, 4+, —D 3B HEERIERED
¥z X %)

BaAGER : +, —D 2 B

F7 =¥+, —D2HM

2) [RIRKTE

B R IC D\ T L, Table 1 JoiR LB HIZDWT,
HERDALAN:, READALA3 Bi%, 7 Bk, 14 BECERKT
B Le Ll FIED BIKREN RETELLHEC
3, MBERRBRCRELREL, REY 14 BXE
Chhk LB itk g ToREYRBETH L L
Utco ¥ 1 BABRDAME LA D B i h B BA AR IC X T
B B Ic AL LiziBat, RBEA L oRRBFRICOL
THhH vz THERCREE L, ELR H ARG

Table 1. Clinical laboratory tests and time of testing

Tests

Before entry

Time of testing after entry
(day of treatment)

3 7

—
S

Chest X-ray
Arterial blood gas
RBC

Hemoglobin
Hematocrit

Platelets

WBC

Leucocyte differential
Prothrombin time
ESR (1h)

CRP

Mycoplasmal antibody (CF or IHA)
Cold hemagglutin
Direct Coombs’ test
S-GOT

S-GPT

Alkaline phosphatase
-Total bilirubin
Serum creatinine
BUN

Urinary protein
Urinary sediments

Isolation of causative organism

* OO0 0000000000 O0O*OOOOOO*O

Blood culture

@)
O O OO0 O0OO0OO0O0*

O000OO0O*00000D0O0O0O*0O0OOOOO*O

(O oNONONCIE JNONONGE,

QO : test essential * . tested as far as possible.



VvOL. 37 NO. 4

CTM-HE 1% K28 RR A LL e iy 461

HEET % ¥ CABRE L

6. ME¥HRE

1) ‘sl XREORRE

REBIARS, BREABANG 7 BE, 14 BHICA LR OITHE
C X OERROE R AMRRL, TEHROELER
H, TRERIRETS X 5 Hdl, ¥, RBRPIMRIT
ARV MBOERERET A & & LIS
BESTEOHEE TR WREE, WA T
BECREYER L, AERCIOWELTTIIREL
tro D5 HBKER TOXREELHEE L, HERALY
E’E& L'l‘\:o

2) BEREERIVCRZTHONTE

EAEEIZRE LHEEIA L OR2WTUL, &
BAFEFINBERERERAERER CRMT L, BO
BREE IV AR{LEREFSEREIRC I U T CTM
% 178 CCL @ MIC #J%E L%

7. BUEBEIFER

B ERMEAERCBE IR ICBA Y, LofEE R
AR, BE, ABRIEREL, RRETERLEDH

HRE TEBEELE LT <05 bRBREACBIF

WEBIETE WERY BAERMEIERA & L

8. FHRERXSHE
FEAOHRBEEY LIcERED, UTOX 5 HE
*fThotco HETERVBEIHETELELL, 0B
m‘&%ﬂﬁ L

D =HEE

EROBERIC U, B, F%E BEOC3IHIHTH,

E LT

2) BRBHR
FEABCEEHH L &3 UTRKER - REFRO
EBERANICIHE L, E%, % POFEY, &%,
HERED 5 HETHE L,

3) MEFENHFE
BRFMROHBIER L5 2 T, Kk WMoOEE
B, TF, BRUE, HETED 6 4 THE L
4) BHEREE

Elfe R (RRBRZEAICBEfR7L L EBTE TE I W ER L S
CrERREERELE) O BE, &R IxR
AR EEL, £<IZELL, BREAELZERLL, &
BY (PEBs I HETRETHH), HERED 4
MECHE Lico

5 EA¥
BRGRLEEALERL, BHCER, A, ©%
HH, BRKERL, HETED 5 HECHE Lis

9. ¥EZRBLTXHHE

HABRTH, = vt e—-5-RRERKERE B

B4, WATE, EREC L BBRIR I X OH AN
TBEORMBRI L7 74 v FLL, WA BEELH
DA eMEmR LGV 4 Lacd &30 T, HE
AL EA MET BE M SR, RISk
& BOBRR, RARBER, A B, FIE O cksu
TLUTOHERT - e

1) Wi OME & BT #ORE

ARRERPAMETT OEIERIER, Mol v HRFT R 3 L OERPRI
R SBMTE 2TE Lico kW T, HIRFIGEEMRC
Lichina T, HFEMAD LmzhtE, Ret, TRkERE
DOIFHT BT B IRB IOV TRE L,

2) v OB

EAERERCER S WIER - ITRO#EB» L
WiZ OMEE R LUBRHUELTIRIBDOBE L L,

3) HABRDAMARSEAERE

AERBR AR ORI, ERIRIER, M VAT Ry LU
RN £ i HERIE, RS, BED 3 BHCEER
k#ﬁu% L‘f:-o ‘

4 BRZE

PERTIROBRER, FBRREMES XU W VR
RoOWB»LEL, A%, ©ORY, &%, HERED
5 MR THE Lo

5) MEEEMZHE

EAEEHE Lictk, BAEOWEORE, FiicH
DODHEADEER LUBROR « HROEB LD &3
&, HE, BWoHEE By, T, BEXA, HEREDO
6 S THE Lo

6) HMEMEIERS XV ERREEREET

BENEIEROAZ, ER -FTROKE K I0HE
KREBERELB OB O RBREH L OREBRLHR
L, bR THEEEDHERT R o COBADE
EEIEROTFHRCEETS L5 IBAYEE, #50
FRIEEE - 1o DERPEE, H5PHETEBAYER
EE LT

7 FRA%

FERSE & BMEMEIER, BRREEREEHOR
R IO T DOEEED #AFEIZ LIcdi» T, Table2
ZRTHEERZ LD, BDTER, M, M, 68
M L, HETHED 5 HE THE L,

10. *—=— FOBEH, M@

FHROBBRIAYENEE Y, HEBBLIEHEIC
DNTDOHRBELTI-TcDD, REFADT—2%EEL
tro FORBI A ORERITIE, a3V —-5F—1C
khe—a— FEEH L,

RERIL, F— 2 ORFMERELTHEIE v RE, U
% (WILCOXON 2 fEAMRE) ¥ X Uf FISHER OEERE



462 CHEMOTHERAPY APR. 1989
Table 2. Criteria for global usefulness rating (GUR)
Adverse s
. Clinical responses
reactions and
abnormal
alterations of et . i vor judgment
laboratory excellen oo ar P impossible
{indings
None 2+ + + - ?
Mild -+ + + - ?
Moderate + + - - -
Severe - - - - -
2+ :very useful, + :fairly useful, =+ :slightly useful, — :not useful,
? ! judgment impossible
Table 3. Number of patients adopted for evaluation by the committee
- CCL
CTM-HE Total
Evaluation for Evaluahility treatment treatment Analysis
125 pts. 130 pts. 255 pts.
. evaluable 113 112 225
Efficacy 3 NS
inevaluable 12 18 30
. evaluable 119 125 244
Adverse reactions 3 NS
inevaluable 6 5 11
evaluable 112 113 225
Laboratory tests ) NS
inevaluable 13 17 30
evaluable 113 115 228
Usefulness . NS
inevaluable 12 15 27

RFBEEXAG, Al 5% 2FEKEL Lico 2hb0
BEKEL “REHIH” OETH 5,
II. &% B K #&

1. Bixg

RBEHORENTLIIERL 255 ) (CTM-HE
B 125 7, CCL B 130 i) TdH » too MHMEEL
ToHMA, FEH B FI K% Tabled 1z, JEFFFAEHY
Table4 Z/Rr Lo

RELSHTBC KT DBRKSDR OB R IBUIES
%, [EZIRE (RS, U ARAMSES % 8
PR BHRE D RRY L 207 Lic 225 ) (CTM-HE
BF 113 fl, CCL % 112 fi) THh v, MEIERE, B
FERTEARES O B w X b ME»S 30 FIadEigmd &
Lo EEAEIERIOVTi 244 ] (CTM-HE &
119 @, CCL ¥ 125 i) %MiTxig s L, HEBamEmn
EEbo, MZAUEREETE0EBm Ly 11 4
ZIEERA & Lo, BRIRRE B>\ Tix 225 f5) (CTM-

HE # 112 I, CCL ¥ 113 fi)) #@Hxg L L, %R
BRTHOBRET — 2 DRER IUBRER ThinL 030
il (CTM-HE £ 13 {7, CCL 817 i) #3JEsf & Liz

HREORITHRTEDE ORI &I, Bl
WIESRARAD S B BIfEB O KB Lic 3F% i 228
FE Lics

EAOE, ERBANE ICFOBHICE T, W
Bl AEEZR DD » 1,

2. TRAF

BRRDRBINROFERRTFICoOWT, MEROL
B % 4T1c -7 (Table 5),

1 5, S, #E

RN BHELS L, FRMT 60 Bl EaSh - 1ehd,
BEOH D S EEFBEBICH M OR » IXED LI
o 7’;‘0

2) k4
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Table 4. Reasons for exclusion and dropout (inevaluable patients)
Not evaluated for
Reasons efficacy adverse reactions laboratory findings usefulness
CTM-HE CCL CTM-HE CCL CTM-HE CCL CTM-HE CCL
Diseases not included 5 2 5 2
Sy-mpto-rrf of infection 1 6 : ]
indefinite
Improvement  due to ) :
prior therapy
Hyper.s§n.sitivity to ) ) : 1
penicillins
Severe underlying disease. 4 2 4 2 4 2 4 2
Drug compliance poor 2
Did not. visit after first 2 2 2 : : p 2 2
examination
Unclear clinical course
. 2 1
of disease
L t
aborat.ory ests 7 12
unsatisfactory
Total 12 18 6 5 13 17 12 15
Analysis NS NS NS NS

X%, [EXIRE, CTAMAMLELL, oo
BHFRFRED KRBT 2, BRECRT D2
B MICERTRBD I - T,

3) EEE, EBKE - A0HE

EELTHEINLEEEOHMICIIHEMICE YD
Witk ot

EBERE S LUSHE OV T, RYEDOFHRICE
LETHENRRZ VW EEX O BBHEE, OAREkE
EELTWAHEYAR, Thift0b o BRE L LTHE
W Lich, MBI EYRDLD 7,

9 RREABRTOMEH

FRBRMBIMOLEREOFEC OV T L HEMICE
RRDILD - T,

5 HBREIMREEOER - TR

ARBEAREOGIR, HHL WRE, BRMER PR
WEE, Mofs, Ko E, BAKER, 7/ —¥, BQMmKk
¥, Kkl X0 CRP 13 Table 6 &7 Lz,

6) BAER XUORFUSH

EER B RMRTR G & Lic 225 fith, ZBRLSKKLTRE
KEVRE I nFliL 139 4] (CTM-HE B 72 4,
CCL % 67 fl) Thotco EBAEHBEFD > B 119
BINBEHERTH D, 20 GIAERERRPETH - oo Bl
R B AHE & LT Haemophilus influenzae,
Streptococcus pneumoniae, Pseudomonas aeruginosa
¥ X U Branhamella catarrhalis 13%h - too BIEE RS
Yz g\ TL H.influenzae, S. pneumoniae & DRAERK
ROInE LI, ThbDORKESMICIIFEEMIT
BEEXRDIg -1z (Table7), BLEED 5 HLIEFIT
ST HREEEEARETHZ ENTERL DX 61 b
D 70 KT, Thbo ERACKT 3REEORKA MIC
Do ZEMRC L D Fig.2 wRLeH, wFhi
TR BEERDDILh -1,

3. ZELYE

1 Bk

a) BRRAR

FRLHERC X % BRHR % Table8 iRl &
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Table 5. Patients’ characteristics (1)
Patients employed by the committee for evaluation of efficacy
CTM-HE CCL Total
Patients’ characteristics Analysis
113 pts, 112 pts. 225 pts.
S malc 73 64 137 NS
o female 40 48 88
16~29 0 5 5
30~39 ¥ 4 12
40~49 16 6 22
Age .
\ 50~59 17 17 34 NS
(,\'u:u‘sl
60~69 39 32 71
70~79 25 41 66
8092 8 7 15
27~39 11 16 27
40~49 3 35 66 )
Body weight 50~59 34 31 65 NS
(kg) 60~78 27 17 44
unknown 10 13 23
chronic bronchitis 43 57 ‘ 100
Diagnosis infected bronchiectasis 28 25 53 NS
(Committee’s) diffuse panbronchiolitis 9 11 20 :
others 33 19 52
Severity mild 87 90 177
. NS
(Committee’s) moderate 26 22 48
no 14 22 36
Underlying diseases NS
Complications yes” A 9 6 15
B 90 84 174
Use of antimicrohial no 96 102 198 NS
agent before entry yes 17 10 27

* A : Underlying disease or complication influential to the progress and prognosis of respiratory tract infections

B I Underlying diseases and complications other than A

o [B%] Uk o0& %R & CTM-HE B 67.3%
(76/113), CCL % 65.2% (73/112) Th -1z, F1ie,
CTM-HE BEZIXZ4hA% 2.7% (3/113) 1o bhtens,
CCL B —BIb FFEE Ligh » 1,

BUKESZN TOEF KX CTM-HE 3 69.8%
(30/43), CCL B 78.9% (45/57), K&EXIEETIT
CTM-HE # 57.1% (16/28), CCL P 48.0% (12/
25), U'ZAMIMRESZS T CTM-HE B 44.4%
(4/9), CCL B 36.4% (4/11) TH-71z0 WFH O
PDRCEVCTLAHEMICEERERZT D Ieh -1,

b) BRI

ZESHER BT BERZHRICOVT, EREFDS

b, EEE, ERKE - 406HE ARG OHERD
B, RBYGUME EMRY, EEERY, AHOFG,
BHELE2ONARBER JUEBEEREALTID
B Lic EEGNC BRI LHBiat Licks R % Tabled
TR LA, WTFhoBirksuw b EERcEEREYE
Bich o1,

RAEDIFERL R IO\ Tt B.catarrhalis BHHIT
CTM-HE EE»2414% (9/9), CCL BETILTNTHE
% (0/3) &5 RN BLHh, WEMc FEE (0=
0.009) 7388 H itz (Table10), FoffinFEECO
TiL, HARECEREIZEDbhich ot

c) fER - FTRoO%KEE
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Table 6. Patients' characteristics (2)

Symptoms and signs before entry in the study

A . CTM-HE CCL Total
Diagnostic variables
113 pts. 112 pts. 225 pts.
. <37rcC 42 39 81
; 37=<38 39 43 82
Body temiperature 38=<39 22 19 41
; 39= 4 4 8
unknown 6 7 13
- 1 1 2
Cough + 63 63 126
+ 49 48 97
- 0 1 1
+ 35 31 66
Volume of sputum + 58 60 118
H 19 19 38
unknown 1 1 2
- 0 1 1
M 6 3 9
Property of sputum PM 52 45 97
P 54 63 117
unknown 1 0 1
- 57 61 118
Dyspnea + 49 43 92
+ 7 8 15
. 94 101 195
Chest pain " 19 1 30
- 33 29 62
Chest rales + 60 67 127
+ 20 16 36
i — 111 107 218
Dehydration + 2 5 7
- 108 104 212
Cyanosis + 5 7 12
unknown 0 1 1
< 8,000 41 45 86
<12,000 48 40 88
WBC (/mm3) < 20,000 18 18 36
20,000= 0 1 1
unknown 6 8 14
<20 20 16 36
20=<40 31 33 64
ESR (mm/hr) 40=<60 19 22 41
60= 32 28 60
unknown 11 13 24
— 9 12 21
+~3+ 26 24 50
CRP 4+~5+ 39 35 74
6+= 33 33 66
unknown 6 8 14
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Table 7. Patients’ characteristics (3)
Causative organisms
Causative organisms CTM-HE CCL Analysis
S. aureus 1 2
S. pneumoniae 11 ' 19
B. calarrhalis 9 3
H. influenzae 26 20
E. coli 1 1
K. pneumoniae 4 4
Klebsiella sp. 1
P. aeruginosa 9 6
X. maltophilia 1
A. calcoaceticus 1
S. aureus+ S. pneumoniae 1
S. aureus+ H. influenzae 4
S. pneumoniae~+ B. catarrhalis 1 NS
S. pneumoniae+ B. catarrhalis+ H. influenzae 1
S. pneumoniae+ H. influenzae 1 3
S. pneumoniae+ P. aeruginosa 1
B. catarrhalis+ H. influenzae + K. pneumoniae 1
B. catarrhalis+ P. aeruginosa 1
H. influenzae+ K. pneumoniae 1
H, influenzae+ K. oxytoca 1
K. pneumoniae+ S. marcescens 1
C. diversus+ P. fluorescens 1
E. cloacae+ P. aeruginosa 1
Klebsiella sp.+ E. cloacae+ Acinetobacter sp. 1
Total no. of pts. 72 67

HROLER - MR- &, EEETI1BRML Lo
ExHBIcH OO WEREY B Lich, WFho gk -
BREBWTH IO RERC ZLBDbIih -1
(Fig. 3),

d) HEFENZIE

AR OB AEIRE I hic 130 f] (CTM-HE
B 67 fl, CCL B 63 i) DME¥HI%E % Table 11,
2, 152 BRORBKEF OMESERISHE L Table 12 1R
LT

EGIBIO MEFH 2 BT, BENEEFI: CTM-HE
BE A% 38 B (56.7%), CCL A 31§ (49.2%) &
CTM-HE »@hi- Rir R Lich, HEEZEXhdo
o Ef, WRAGIEEHEEEARTRSE, CTM-
HE # 61.2% (41/67), CCL Ef 50.8% (32/63) &
CTM-HE # 10% L EoER & LR LR
EXFEDHLEd o1,

EAEFIMELHREX CTM-HE BTt 75 %+
48 ¥k (64.0%), CCL BE-CIY 77 ¥keb 43 #: (55.8%)
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—*—(1) treated with CTM-HE/MIC of cefotiam
===0--=(2) treated with CTM-HE/MIC of cefaclor
——0—(3) treated with CCL/MIC of cefotiam
==~=0--=(4) treated with CCL/MIC of cefaclor

Cumulative
% of MIC

100

Inoculum size :

gk . 10°CFU/ml

80
0
601
501
40

0 1 1 1 1 1 1 J
0<005 005 01 02 039 078 156 313 625 125 25 50 100 100<
u#g/ml

Fig. 2. Patients’ characteristics (4)
Susceptivility distribution of causative organisms
(maximum MICs)

MHE&L, ®kh CTM-HE BE2AEWEERRY RLC
2, BEERIZEH ORI oT, BEERTIE, S preu-
moniae DE%ERH CTM-HE BT 100% (14/14) T
botenDiex L, CCL BT 59.1% (13/22) TH b,

CTM-HE Bfic3s\ T S. pneumoniae DY H 43 Fz
o ote (p=0.006), 7 F &[&¥:# T, B.catarrha-
lis D %xRs CTM-HE T 88.9% (8/9), CCL If
T 33.3% (2/6) T# b, CTM-HE BEDMLRA

Stedt,  E OO WMk g W WL -
1o
2) "L

a) B{bEREITER

BB OORIER O fRs b i fiE Ak Table 13 WiR L
72X 51z CTM-HE ¥ 119 @4 9 f| (7.6%), CCL B¥
125 fds 11 4] (8.8%) TH b, MM ORBRICEL
Bdlehotee BIfEAD P& & LT MILBERY. %
{, WThoRS P85 X5 L EEEIER
ED BRI - T,

b) BERREEREL

FERRAEE D RWABFE Table 14 WRLACX ST
CTM-HE 2% 112 fith 24 f (21.4%), CCL ¥ 113
Fls 15 fi] (13.3%) TH 7o CTM-HE BICRH
WIERTH - 1cnt, W AEELR HLRLI -
o

Zho DMK CTM-HE 2 31 {4, CCL 2 18 4
THhh, @l &£b GOT, GPT D LRI X OIFEEER
EnED ol WThOBEBHIBEETHY, BEXKTHE

Table 8. Clinical response judged by the committee

Clinical responses
Infection Treatment Analysis
excellent good fair poor total
CTM-HE 2 28 9 4 43
Chronic bronchitis NS
CCL 45 6 6 57
Infected CTM-HE 16 5 7 28
bronchi i NS
ronchiectasis CCL 12 4 9 25
Diffuse CTM-HE 1 3 5 9 NS
panbronchiolitis CcCL 4 4 3 11
CTM-HE 26 6 1 33
Others NS
CCL 12 2 5 19
3 73 20 17 113
CTM-HE 2.7% 64.6% 17.7% 15.0%
2.7% 67.3%> 100%
Total NS
0 73 16 23 112
CCL 65.2% 14.3% 20.5%
0.0% 65.2%% 100%

* cumulative %
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Table 9-1. Stratified analysis of clinical response judged by the committee
Clinical responses
Stratification Treatment Analysis -
excellent good fair poor total
1 58 14 14 87
CTM-I-IE ................................................................................
1.1% 67.8%" 100%
mild NS
0 59 13 18 90
CCL ................................................................................
0.0% 65.6%" 100%
Severity
2 15 6 3 26
o0V 5 & 1 o e e R e LR EEEEIE
7.7 65.4%," 100%
moderate NS
0] 14 3 5 22
CCL ............................................................................. --
0.0% 63.6%" 100%
0 8 2 4 14
CTM-HE f-erememrmmmnnrerssmmssmnmcmeinoeee e e
0.0% 57.1%" 100%
no NS
0 16 4 2 22
(010 T LR S e TR
0.0% 72.7%" 100%
0 6 1 2 9
' CTM-HE froeeommmmmmmeommmsmmesm oo
Underlying | ) 0.0% 66.7%" 100%
diseases and A NS
complications 0 3 2 1 6
L0/ P e L B e R LR (R ERE ety
0.0% 50.0%® 100%
3 59 17 11 90
(O G & 8 D S e e R IRAEEREEE R
yes? 3.3% 68.9% 1007
B "NS
0 54 10 20 84
001 R A ettt (ReLEEITRTTITTE SETTITSTTITEITE (EITITITITITS I SIR I aIet
0.0% 64.3% 100%
3 68 16 9 96
[ 5§ D e S e e it
2.9% 74.0%" 100%
no " NS
0 72 13 17 102
0103 PR S eeteatih (EEEECETEITTIEE STTTTETITSTEETE EPTRPERTEPTELS SETTITRITELIIy
Chemotherapy 0.0% 70.6%° 100%
before entering
into study 0 5 pt 8 17
CTM-HE - emmm e ]
0.0% 29.4%* 100%
yes NS
0 1 3 6 10
CCL e oot
0.0% 10.0%® 100%

a)

cumulative %

DA undenl;mg diseases. or complications thought tq influence the progress and prognosxs
B: undexl)mg diseases: or complications other than A.

of respiratory infections.



yoL. 37 NO. 4 CTM-HE {8t S0 i SUAE L AR 469
Table 9-2. Stratified analysis of clinical response judged by the committee
Clinical responses
Stratification Treatment Analysis
excellent good fair poor total
1 38 13 11 63
CTM-I—IE .................... o i AR [P
0.0% 61.9%" 100%
Monomicrobial infections NS
0 33 8 15 56
(070! PR e CReAEEE ELREISILIITEEE ST TITITITTIRTY STTLTLCITIITIS (NITITITEILITIY
0.0% 58.9%% 100%
0 7 1 1 9
CTM-HE |=r-emmmmmmme oo e e
0.0% 77.8%" 100%
Polymicrobial infections NS
0 7 2 2 11
(010 P et B e T L L L e P IEEEEETEETEETE
0.0% 63.6%> 100%
3 71 15 12 101
CTM-HE | +semmmsmmmenmmmmsnsms s oo
Infections excluding 3.0% 73.394% 100%
those due to NS
GNF_GNRc) 0 68 13 21 102
(O] P R B e LR EEEEETRELREE
0.0% 66.7% 100%
0 2 5 5 12
o Y 2 O T e e R
Infections due to 0.0% 16.7%% 1007 NS
GNF-GNR? 0 5 3 2 10
[0 T e B e e IRRRDERLEIEEE Y
0.0% 50.0%% 100%

¥ cumulative %
9 GNF-GNR : glucose-nonfermenting

Gram-negative rods

¢——eo : CTM-HE
o——o :CCL

No. of patients .
Rate of improvement, %
Sympt.oms P ’ Analysis
and signs
CTM-HE| CCL 0 20 40 60 80 100
1 | 1 - 1
Body temperature 64 : i | : NS
y temp! 62 ‘ ' | | /
Cough n3 | w1 P ( : NS
! i ) 1
Volume of sputum 112 110 i E E% ; NS
' | ] |
Property of sputum | 112 111 '; 3 E »’E NS
Dyspnea 59 51 3 i {j( i NS
1 ] 1
Chest pain 20 | 12 P )rl i NS
1
1 T
Chest rales 75 79 ! (« i E NS
1 +
i i
WBC 6 | 67 RS NS
] T v |
ESR 79 80 ! : K ! NS
CRP % | 9% R NS
Fig.3. Improvement of symptoms and signs

(improvement=severity improved by one grade or more)
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Table 10. Clinical response classified by organism judged by the committee
Clinical responses
Organism Treatment Analysis
excellent good fair poor total
0 0 0 1 1
CTM_I.IE .......................................................................... crevencmned
0.0% 0.0%" 100%
S. aureus -
0 2 0 0 2
CCL .....................................................................................
0.0% 100%™ 100%
0 8 3 0 11
CTM=HE  |eeermmmmmmmmmmeoremememmmemeceiosn i
0.0% 72.7%" 100%
S. pneumoniae NS
0 10 2 7 19
CCL .....................................................................................
0.0% 52.6%" 100%
0 9 0 0 9
oy 08 2 S S B s B Rt
0.0% 100%° 100% FisHER
B. catarrhalis e
0 0 0 3 19 (p=0.009)
[010) D T S e SRR e Rl Kby
0.0% 0.0%® 100%
1 15 6 4 26
o 2 S B R
3.8% 61.5%" 100%
H. influenzae NS
0 14 3 3 20
010 T O s e E e ettt
0.0% 70.0%® 100%
0 4 0 0 4
CTM-HE | -ee-semmmmmmmfrommsmme oo
0.0% 100%™ 100%
K. pneumoniae -
0 4 0 0 4
(616 P S e e e R LI Ll ECEELEELILAREy
0.0% 100%* 100%
0 1 3 5 9
(0 3% G 5 0 T T B e ! MAELEELEEEE
0.0% 11.1%® 100%
P. aeruginosa NS
0 2 2 2 6
CCL  eermrmrrrm s e e e el
0.0% 33.3%" 100%
0 1 1 1 3
(017 B 5 § D e e D B B AR
’ 0.0% 33.3%" 100%
Other GNPs -
0 1 1 0 2
070 T e R L T
0.0% 50%* 100%
0 7 1 1 9
CTM-HE [r---memoremmmmr e e e
0.0% 77.8%% 100%
Mixed infections -
0 7 2 2 11
(010 D A G (RCRECERTPTEPEPEE SRPRPCRTRTPRRTET SRESPLETEREETEITS DETEELIERELIS D
0.0% 63.6%" 100%

) cumulative %
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Table 11. Bacteriological response judged by the committee
Evaluation Bacteriological responses
reduced
eradicated par(zirally no change replaced total Andlysis
Treatment eradicated
38 4
CTM-HE 56.7% 6.0% 32?% 4.2% "
CCL 31 9 22 1 63 NS
49.27%, 14.3% 34.9% 1.6%
Table 12. Bacteriological response classified by species
CTM-HE CCL
eradicated persisted total eradicated persisted total Analysis
(%) (%) (%) (%)
S. aureus 5 (100) 5 2 (100) 2
S. pneumoniae 14 (100 ) 14 13 (59.1) 9 (40.9) 22 **(p=0.006)
B. catarrhalis 8 (88.9) 1 (11.1D) 9 2 (33.3) 4 (66.7) 6 NS
H. influenzae 15 (51.7) 14 (48.3) 29 15 (60.0) 10 (40.0) 25 NS
E. coli 1 (100) 1 1 (100) 1
C. diversus 0 1 (100) 1
K. pneumoniae 3 (60.0) 2 (40.0) 5 4 (66.7) 2 (33.3) 6 NS
K. oxytoca 0 1 (100) 1
Klebsiella sp. 1 (100) 1 1 (100) 1
E. cloacae 1 (100) 1 1 (100) 1
S. marcescens 0 1 (100) 1
P. aeruginosa 9 (100) 9 1(14.3) 6 (85.7) 7 NS
P. fluorescens 0 1 (100) 1
X. maltophilia 1 (100) 1 0
A. calcoaceticus 0 1 (100) 1
Acinetobacter sp. 0 1(100) 1
Total (No. of strains) | 48 (64.0) | 27 (36.0) 75 43 (55.8) | 34 (44.2) 77 -

BHF LIBIcI L A & DIERICIE BRI % fo ik SaifEc
B Ui,

c) BeH

BMENEIER 3 X O BRREE O RELBHHRE
LTHIE Licgeet 4 Table15 1R Lico ERLHIE
BT BEIfEAORBA: CTM-HE B 119 fih 29
Bl (24.4%), CCL % 125¢i 26 i (20.8%) Th-

720 BIfFAEBLHIO 5B CTM-HE BT 93.1% (27/
29), CCL BETix 73.0% (19/26) »BIETH 710

3) HRAK

FELHEDOE MY Table 16 12737 L1,

/A UEo&FMA&EI1XL CTM-HE 7 66.4%
(75/113), CCL % 62.6% (72/115) THh, WERIC
BREEXRD L1,
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Table 13. Adverse reactions

CTM-HE CCL

(Number of patients evaluated=119) (Number of patients evaluated=125)

mild | moderate | severe total mild | moderate | severe total
Number of patients reporting 7 2 9 4 7 0 11
adverse reactions (5.9%) | (1.7%) (7.6%) | (3.2%) | (5.6%) (8.8%)

Number of occurrences 8 > 13 4 10 0 1
(6.7%) | (4.2%) (10.9%) | (3.2%) | (8.0%) (11.2%)

Nausea 2 2 1 1
Vomiting 1 1 2 2
Soft stool 1 1 1 1
Diarrhea 3 3 1 2 3
Anorexia 1 1 2 1 1
Epigastric discomfort 1 1
Stomach heaviness 1 1
Lower abdominal discomfort 1 1
Stomatitis 1 1
Chest discomfort 1 1
Rash 1 1 2 2
Headache 1 1
Fever 1 1
4. EREHE 3D HAK
1 EBRZR FHREHEDHAK Y Table19 1R Lis,

FHREFHEDBRKERE % Table 17 1R Lic,

£k o BHRIL CTM-HE £ Cix 67.0% (75/
112), CCL BT 59.8% (67/112) Th -1 BILHF
HWELEZ DN ARIEES X OEMBEEREAZER L
TREFICD % Zh 2 x CTM-HE BEETi3 72.0% (72/
100), CCL BT 60.8% (62/102) THo1o W Th
% CTM-HE B ORRREIENE D - 1oht, BHEECEE
ZRED LRI o1, 7ek, CTM-HE o5 H0 1
Bl ERENBRPIERTHE DO DHIERE & L1 6
TH-10

2) WMEL2E

FREHZB L 5WIERLEY Table18 1T/R Liz,

RIS TFEER L] ¥7iX N LAYTER L] &
HEZh, (ZEHY | LHEIhI DL CTM-HE
TIX 9Bl (7.6%), CCL BETIX9H (7.2%) THOHTE
BEREThH-oT,

CTM-HE B oHFHRIL 65.2% (73/112), CCL T
1% 59.1% (68/115) & CTM-HE EOBFARNEVE
RTho1chl, MEFHICEREZIRDbhRI T,

III. = =

RN 7 = ARVAFOHERIDIELLLOHD
Do BITEHAICE W TRWIHEN LBVWHEAN7 b
NMEEL, BED S\ IXERERRECK LTELRE
FHRYTRTL O KA LR Ih T3,

=7, L LUBREBE LR L LBECV LPE
EORPECH LTRWOABEAMAL 7 = 2 RHAEH
L LTi% cephalexin, cefadroxil, cefaclor, cefroxadi-
ne, cefradine, cefatrizine, cefixime, cefteram pivoxil
FPHRINRTVEH, HENBSITCHEARZ PO
ENbLD EEHAET - ACHBELT, BYRbOL
ez, EHTEGCHED, EWHE AR P kb2
BOAt7 = s REEHOBRYEE R HTRITH %o
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Table 15. Safely assessment by the committee
Assessment N Side effecls occurred
oo Total Analysis
Treatment side effects mild moderate severe
. . 90 27 0 119
CTM-ITE 75.6% 22.7% 1.7%
NS
99 19 7 0 125
CCL y £ 00 5 69
79.2% 15.2% 5.6%
Table 16. Usefulness rating by the committee
Rating
Very useful Fairly useful | Slightly useful Not useful Total Analysis
Treatment
72 21 17
CIM-HE | AL WL W 0% 13
2.7% 66.4%"
NS
0 72 15 28
ceL| 00 e BB 115
0.0% 62.67"
» cumulative %
Table 17. Clinical responses judged by the attending physicians
Clinical responses
Treatment Analysis
excellent good fair poor total unknown
12 63 22 15 112 1
CTM-HE 10.7% 56.3% 19.6% 13.4%
All patients adopted 10.7% | 67.0% 100%
. NS
by the committee 5 62 24 21 112
CCL 4.5% 55.4% 21.4% 18.8%
4.5% 59.8%" 100%
12 60 18 10 100 1
CTM-HE | 12-0% | 60.0% | 18.0% | 10.0%
Patients excluding 12.0% | moz | T e 1T
those infected with NS
GNF-GNRP 5 57 21 19 102
ccL 4.9% 55.9% | 20.6% | 18.6%
4.9% 60.8% 100%

2 cumulative ¢

CTM-HE 1%, IFESTAE7 = aRHEFE L TIEL
BAubh, FOBYMRSIVREENERIRTWS
CTM!® p2fimoarEForEer=251{LL, &0
BEXARC LCFEGETH D, IENOETILY T &
DD 7 5 ABHE T LTIRIEWCHIE A7 b

» GNF-GNR : glucose-nonfermenting Gram-negative rods

HE L, PREBERLE CHBRECE W S aureus, S.
preumoniae, K.pneumoniae, H.influenzae 5 LE
WHEEZE LT3,

4@, o CTM-HE o giSERpECHT5F
i, Latkds LOEBERIET 5 e», BETRS



VyOL. 37 NO. 4 CTM-HE {1l 5% il e Ho e Al 475
Table 18. Safety rating by the attending physicians
Rating | N ! Almost

o problem MOst no Problematical Total Analysis

Treatment at all problem
94 16 9 119
-HE
CTM-H 79.0% 13.4% 7.6%
NS
99 17 9 125
ceL 79.2% 13.6% 7.2%
Table 19. Usefulness rating by the attending physicians
Rating . .
Very useful Fairly Slightly Not useful Total Unknown Analysis

Treatment useful useful

15 58 22 17

CTM-HE 13.4% 51.8% 19.6% 15.2% 112 1
13.4% 65.2%"
NS
8 60 23 24
ccL 7.0% 52.2% 20.0% 20.9% 115 0
7.0% 59.1%%

¥ cumulative %

ATVBERAL7 = aRTEF OF T, BESERR
EOBRFEFWTAL AVbh, B - KeMMRT T
CHRILRVERFE» EOhT5% CCL ZHRE
LLTEEREBEREER L,

CTM-HE o—REERABROBBILE 35 BAK(LE
BREFLBETEWVTHREIN T Y, BEKERIYE
e 5AE%hEL 69.9% (137/196) Th-1-o 1 HIF
LB AT 1 H 600mg # & TiX 65.5% (78/
119), 18 1,200mg #H5 Tk 78.4% (29/37) Th
D, BEOEHEABNR T\ ocicd, 1HREREELT
i 1,200mg NEFAETH S LW LI, —F7, CCL
D1 BREER, EEOREC/HEORZEI BN
BVEAR LTk 1 H 1,500mg ¥ 1 B 3EIAHEIL
TRETHEIIT W5, BEDFRBRBRPELRR &
Ul KBRS W TH AR B, 451819 41 CCL 1
H 1,500 mg A 2EH LTV BE &, ¥ XOTHEAD
HNBREY, MBI oM SRR, CCL 01 A#
&% 1,500mg & Lic,

BTN SR AONFRIL, BERETL 100 6, &
TXHERE (R 58 41, U % A MABAKELS 20
Bl Eofho BHEERREED ZRESR 52 6] Th-
2o BRI Lich -7 30 Flos ClRsgstEk
B, RYAERTHEL L THATRESI T ThHO
RAGKS X OISR AR th AT Al o\ TR RS

CHEZIRD LT, BRIBHEREETCEES R
feltZE2bhb,

BRI RE 225 Gl BE D TREFIOWT
b, WR, £k, 2WE, EEE, EBEE - A0HE
RERFARETOREAR OR L, BAEOTNTiblcs T
ARECR YA o1,

BRSFRCET AR, FELHE, EHREHTE
DWFRIZE VT CTM-HE BENBE - T BEDE
Tikigh 7o BBREROBRIMEHTCOWTh, HPsk
B ABHEE LB TRTIORE (BEEQOEE - h%
fiE, EBKE - AOHER D, HBRBAMAITO IEEOF
i, RPVRBOEMBRY - BAERIOERE) T\ T
CTM-HE OBERMN CCL DBEHR L hEh»7co

¥, WEIOBGEEN & BEbh 32 EHES X UJER
EFER I % B4 LICESIico LT BEh&Ri: CTM-
HE BCTEESHE, TBEHTELhEh 73.3% (74/
101), 72.0% (72/100), CCL BT 66.7% (68/102),
60.8% (62/102) TH 1o

SEORBRICE VT, BREETETE LBIIEML 225
Bk 180 BlTHh » Tco RARE EMEI NIEOEEIH
BRI H. influenzae L&D 35.5% &P 4L, *®
\WT S. pneumoniae 23.7%, P.aeruginosa 10.5%, B.
catarrhalis 9.9%, K. pneumoniae 7.2% D T »-
T ThHLBEAEHBOOD > LHAEFEMYROKIE TE
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#- 152 B4z CTM-HE I 64.0% (48/75),
CCL 1 55.8% (48/77) LTGIRAI & & PIRHA & LT LLigs
BB IF Ie BRI RD R &R Lo ¥ 1o, S, pneumoniae
RS A M4&RE CTM-HE ff 100% (14/14), CCL
B 59.1% (13/22) T H bH, CTM-HE o fjkEnt
EE BN, B.catarrhalis o %Ry, CTM-HE ¥
88.9% (8/9), CCL it 33.3% (2/6): & CTM-HE Jt
DE LRI TG - Tehs, Zh b TRBREN Dl C
EbdHh, MREOEINE Mot

RE&MEO VT, BLEREIFEORBRICEVT
MHEMCEEZRED S h ¥, TOMED HILBRER
MNELLDOTH » oo BRREMBRMED D RBHRRIL
CTM-HE BB otch’, FEOETIRRLS, £
BXLS VAT i+ —¥DOLR LIFMBRONEHN EHKT
BHoleo EOMOREER LMD L7 = A RFEHNT L -
TRELIDDE RBARDIDIED LN/ b o 1o ¥
1o, FOBRELVLThIBEHTHD, TOROEAYE
B LB lie o W TR BRI F 1R T IR X » TH R
DREFRE I EAiEE CERE L,

_Chbo HbER BIfER L BRREMS BEEDY
HHEL L4 R 1E CTM-HE # 119 #l& 90 f
(75.6%), CCL £t 125 ffish 99 £ (79.2%) TH b,
BEHCEERZIBDbhith -1

B L REMERA LTHE L [FAL UEoF
AR, EB & ¥ETE CTM-HE ¥ 66.4% (75/
113), CCL % 62.6% (72/115), B E ¥ & TIT
CTM-HE £ 65.2% (73/112), CCL P 59.1% (68/
115) THbh, WTFhOHERF\-TH CTM-HE FHoD
EFREI CCL BoFRARY LA A, HHEMICER
ZIIBEHbhish -1,
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Clinical Evaluation of Cefotiam Hexetil in Chronic
Respiratory Tract Infections

—DOUBLE-BLIND CONTROLLED TRIAL USING CEFACLOR
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Using the double-blind method, we evaluated the efficacy, safety and usefulness of cefotiam hexetil
(CTM-HE) for the treatment of chronic respiratory tract infections using cefaclor (CCL) as control
drug. The results obtained were as follows :

Patients were given orally, in 3 divided doses, CTM-HE in a daily dose of 1200 mg (as cefotiam)

or CCL in a daily dose of 1500 mg for 14 consecutive days as a rule.
1) Clinical response was judged by the committee as good and excellent in 67.3% (76/113) of the
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patients on CTM-HE treatment and 65.2% (78/112) of those on CCL treatment, and by the
attending physicians in 67.0% (75/112) of those on CTM-HE and 59.8% (67/112) of those on CCL.

2) Bacteriological response by causative organisms was judged as eradicated in 64.0% (48/75) in the
CTM-HE treatment group and 55.8% (43/77) in the CCL treatment group.

3) As for the safety evaluation, adverse reactions were reported in 7.6% (9/119) of the patients
on CTM-HE and 8.8% (11/125) of those on CCL. Abnormal alterations of laboratory findings occured
in 21.4% (24/112) of the patients on CTM-HE and 13.3% (15/113) of those on CCL. Major adverse
reactions to both treatments included gastrointestinal disorders such as diarrhea. Most of the abnormal
laboratory findings were increase in eosinophils and in serum transaminases, which did not particularly
differ from those observed with conventionally available cephem antibiotics.

4) As to utility, the drug was judged as fairly useful and better by the committee in 66.4% (75/
113) of the patients on CTM-HE and 62.62% (72/115) of those on CCL, and by the attending physicians
in 65.2% (73/112) of those on CTM-HE and 59.1% (68/115) of those on CCL.

The above results indicate that the daily dose of 1200 mg of CTM-HE is comparable to 1500 mg of
CCL in efficacy and safety, and we conclude that CTM-HE is useful for the treatment of chronic
respiratory tract infections.



