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BERRITROZEAEL .

CXD : 1[@250 mg %1 H 3[@ (#750 mg/H)
CEX : 1[@250mg %1 H 4@ (1,000 mg/H)

5. #EHE
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Table 1 Method of administration
~~___ Drugs

CXD CEX

Time of ~~_
administration

After breakfast

White capsule | White capsule

After lunch White capsule | White capsule

After dinner _ | Orange capsule*| Orange capsule

Before bedtime | White capsule | White capsule

* Inactive placebo.
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16. WiF
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Table 2 Criteria for overall e@ipgcy rating by

committee

1. Severity and scores of main symptoms

1) Acute tonsillitls (Peritonsillitis, Peritonsillar
abscess)
Pharyngalgia #+@3) +2 ) -
Tonsillar redness + (3) +(2) £ (1) - (0)
Coating #+@ + @ -

2) Acute suppurative otitis media and acute exac-
erbation of chronic otitis media
Otalgia #@2) + +() -
Redness of tympanic
membnnesd H O +@ M -©
cavity membrane

Volume of
otorrhea #@3) + £1) -

Figures in parentheses denote the scores for
evaluation

. Global severity rating is determined by the total

scores of main symptoms as follows:

i 16— 8 1°* : e Only volume of otorrhea(l)
H+ :3-5§ o Only pharyngalgis or coat-
+ :2-1¢ ing (1)
4+ :1** 1°*:e Only redness of tympanic
membrane and/or tym-
panic cavity membrane(1)
@ Only tonsillar redness (1)

Severity of each symptom is evaluated before and
after days 3 and 6, and improvement tating at
each aforementioned date is determined accor-
ding to the following table.

frvatment

o I N
m Q Improved
* N iroroued
+ DUnchmged

3. Overall efficacy rating is made by the improvement

rating at day 6 as follows:

Excellent : Where marked improvement was ob-
served. However, cases without any
change of improvement at day 3
should be excluded.

Good : Where improvement was observed.
Cases who have shown marked im-
provement at day 6 while the symp-
toms were unchanged at day 3

Fair : Where the symptoms were slightly
improved.
Poor : Where the symptoms were unchanged.
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A NA P E £DOARZ Table 3 LR L7
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BIOBEDGD, XM P RMEL SAIZRABHOS
D, Ei, HMMNRICODIZIZERIIC, 45y
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WhbHEONRICME 720
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IR L7Te THRbE, RRMBALIGEREL S b
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HkBrLE S D114 (CXD #H 64, CEX B5
#), RERBRDLD AEHRO BRREHHELINL
#6034 (CXD B24, CEX B1#), SXEH%
DICBEMRALESLA-bD 16 (CXD 5H) T
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Table 3 Breakdown of cases

Acute ¢
Acute v
Total Acute tonsillitis suppurative ex;cer!)a!xo_x;' 9f
otitis media chronic _otms
media .: - -
Total | CXD | CEX | CXD | CEX | CXD | CEX | CXD | CEX
All cases 344 174 170 79* 74** | 61 53 34 43
Exclusion 15| 5 10 0 2 3 3 2 5
Drop-out 26 15 11 8 6 4 2 3 3
Global improvement | D2V 3 | 300 153 147 71 66 | . 54 48 28 33
rating | Day 6| 303 154 149 71 66 54 48 29 35
Overall efficacy rating 303 154 149 71 66 54 48 29 35
Global utillity rating 303 154 149 71 66 54 48 . | 29 35
Overall safety rating 333 | 168 | (165 | 76 72 59 51 4 33 42

* : Peritonsillitis 6 and peritonsillar abscess 2 included.

** : Peritonsillitis 5 and peritonsillar abscess 2 included.




VOL. 28 S-3

CHEMOTHERAPY

595

A. REERHRR

AU ERRIEG OBITHRIT Table 6, 7, Fig 1 I
FTCELT, #3 (xf; P<0.01), &Fh (W P
0.1) O2HBRABMICERAONK, TROD, #
AcHNT, Biko B4 12 CXD B 59.2%, CEX #

33.3%ThH D, FEMTIZIONLIFO¥AH CXD B59.2
%, CEX B 42.4% T, CXD RO HIC BEMNPPE
DEERDE (i P<0.1). 2D WRFER L L
UNBERLI K AEERMEICITMEMTEROMD 2

BoNIEH o,

Table 4 Reasons for exclusion

Acute Acute
Total Acute tonsillitis suppurative exﬁcerbanop.of
otitis media c romc'otms
media
Total | CXD CEX | CXD CEX | CXD CEX | CXD CEX
Onset of disease before
stipulated date on protocol 2 0 2 0 2
Administration of CEX
immediately before treatment 2 0 2 0 1 0 1
Local treatment with antibiotic
from start of treatment 1 1 0 1 0
?{;ﬁle inf:c:ztion with 9 4 5 0 1 2 1 9 3
Single infection with fungi 1 0 1 0 1
Total 15 5 10 1 2 2 3 2 5
Table 5 Reasons for drop-out
Acute
Acute :
Total Acute tonsillitis suppurative ex}:cerl_)atw_n' of
otitis media chronic otitis
media
Total | CXD CEX | CXD CEX | CXD CEX | CXD CEX
‘lﬁzgl:;:ii:iting after first 1 6 5 3 2 9 2 1 1
No re-visiting in middle of
treatment 11 6 5 4 4 2 1
Local treatment with antibiotic
in middle of treatment 3 2 1 2 0 0 1
Patients’ refusal 1 1 0 1 0
Total 26 15 11 8 6 4 2 3 3
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Table 6 Back-ground factors of acute tonsillitis
Item Category CXD(%) | CEX(%) | Total s“:ie':ti“l
Sex male 42(59.2) 22(33.3) 64 x5 i
female 29(40.8) 44(66.7) 73 P <0.01
~30 42(59.2) 28(42.4) 70 W P<0.1
Age 31~50 22(31.0) 31(47.0) 53 £ ~30>,
51~70 6( 8.5) 7(10.6) 13 P<0.1
71~ 1( 1.4) 0 1 .
In or outpatient outpatient 69(97.2) 65(98.5) 134 NS.
inpatient 2( 2.8) 1( 1.5) 3
Severity mild 8(11.3) 10(15.2) 18
(Doctor) moderate 57(80.3) 51(77.3) 108 NS.
severe 6( 8.5) 5( 7.6) 11
Severity +(2) 0 0 0
(Commitee) H-(3~5) 15(21.1) 15(22.7) 30 N.S.
#(6~8) 56(78.9) 51(77.3) 107
Underlying no 67(94.4) | 61(92.4) | 128 NS
disease ; .
complication yes 4( 5.6) 5( 7.6) 9
No. of days from ~3 days | 56(78.9) | 54(81.8) | 110
onset to initial 4~6 days 7(9.9) 8(12.1) 15 N.S.
administration 7~9 days 5(17.0) 3( 4.5) 8
10 days~ 3( 4.2) 1( 1.5) 4
Drug sllergy no 70(98.6) | 65(98.5) | 135 NSS.
yes 1( 1.4) 1( 1.5) 2
Combined drugs no 68(95.8) 64(97.0) 132 N.S.
yes 3( 4.2) 2( 3.0) 5
Other drugs used no 65(91.5) 60(90.9) 125 NS.
before study yes 6( 8.5) 6( 9.1) 12
Surgical no 68(95.8) | 64(97.0) | 132
treatment puncture 0 0 0 N.S.
incsiion 3( 4.2) 2( 3.0) 5
single 50(70.4) 35(53.0) 85 NS.
Type of mixed 19(26.8) | 26(39.4) | 45
infection
unknown 2( 2.8) 5( 7.6) 7
G(+) 42(59.2) | 32(48.5) 74
G(-) 7( 9.9) 3( 4.5) 10
anaerobic B. 1( 1.4) 0 1
G(+ )mixed 5( 7.0) 5( 7.6) 10 N.S.
Group of bacteria | G(—)mixed 3( 4.2) 2( 3.0) 5
G(+), G(-)
mixed 11(15.5) | 19(28.8) | 30
fungi+G(+) 0 0 0
unknown 2( 2.8) 5( 17.6) 7
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Table 7 Isolates from acute tonsillitis
‘ Single infection Mixed infection
Isolates - —
CXD | CEX | Tol | CXD | CEX | Toul

S. aureus 13 6 19 4 6 10
S. epidermidis 1 0 1 1 1 2
S. pyogenes 7 1 18 3 11 14
S. pneumoniae 3 2 5 4 0 4
S. faecalis 1 0 1

Streptococcus 16 13 29 13 14 27
B. subtilis 1 0 1

H. influenzae 1 0 1 1 6 7
Haemophilus 2 2 4 7 6 13
E. coli 1 0 1

Klebsiella 1 1 2
Enterobacter 1 1 2
Citrobacter 1 0 1 0 1 1
Acinetobacter 0 1 1
Serratia 1 1 2
Neiserria 2 1 3 6 12 18
Pseudomonas 1 0 1
Anarobe 1 0 1 0 1 1
Total 50 3 8 a | e | 13
Statistical test N.S. N.S.

CXD

CXD

CEX

CXD

Maximum dody temperature
7 Y00,

Fig. 1 Symptoms of acute tonsillitis at initial day treatment
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<39+ 10000~
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B. Sd:ALMyERE 5% 0.1)o %7z, MEHILMSHORE CHEMICENALS
AU (LAY TP 5D MRHTRY R o) 3%KIIE Table 8, 9, (Wi p<0.1), HORAKREMIE CXD B¥53.7%,
Fig. 2 (€ i U7ce NEBRSKEIC L2 BB ICE CEX P£33.3% T, CXD T MED b0 B A%
BT, ®/E (1) HlO%AT CXD I#51.9%, CEX It Arz (a8 P<0.1)o %8, £DMBOWREABICELT

33.3% L1750, CXD RHC BEAM Bh ot (b P< ITTRMICERZIIBH SN 1.

Table 8 Back-ground factors of acute suppurative otitis media

Item Category CXD(%) \ CEX(%) | Total I Statistical test
male 31(57.4 22(45.8 53
Sex female None | mamy | NS.
3| 48| %sn ]
Age 51~70 7.4 | 6 12:5§ 10 N..
71~ 2( 3.7 2( 4.1 4
. outpatient 53(98.1 48( 100) 101
In or outpatient inpatient 1 1.9% 0 1 N.S.
. right ear 30(55.6) 24(50.0 54
Stl.‘f. of di left ear 21238.9) 23%47.9§ 44 NS.
otitis mecia bilateral 3( 5.6) 1( 2.1 4
. mild 14(25.9) 11(22.9) 25
%52‘;‘;{) moderate 3?272. gg 3%733; 7g NS.
severe 1. .
W NS.
. +(2) 3( 5.6) 1( 2.1 4 !
et o) ++§3~5§ 23(42.6) 31§64.5g 54 x>
H(6~8 28(51.9) 16(33.3) 44 P<0.1
Underlying
eyt no 41(75.9) | 38(79.2) | 79 NS.
e i tion yes Baan | oo | o
~3 days 41(75.9 37(77.1) 78
No. of days from
onset to initial ‘71:8 gays gglgg 8218‘8)' lg N.S.
administration ays :
10 days~ 1( 1.9 2( 4.2) 3 ‘
no 53(98.1) 46(95.8) 99
Drug allergy ves IE 1.9) 2( 4.2) 3 N.S.
. no 53(98.1 46(95.8 99
Combined drugs yes 12 1.93 22 4.23 3 N.S.
Other drugs used no 51(94.4) | 44(91.7) | 95 ’ NS
before study yes 3( 5.6) 4( 8.3) 7 -
Surgical no 34(63.0) 31(64.6) 65 =
puncture (5.6) 4( 8.3 7 NS, =
treatment incision 17(31.5) 13(27.1; 30 o
single 34(63.0) “’2‘6(51.‘2;‘“ 60 NS
Type of mixed 4( 7.4) 4( 8.3 8 -
infection
unknown 16(29.6) 18(37.5) 34
58] AGTH | 2600 | 5
anaerobic B 2( 3.7) 2( 4.2 4
G( +)mixed 1( 1.9) 0 1
| Gmes 237 | 12 3 NS.
Group of bacteria G(+), G(—) 1( 1.9) 1( 2.1) 2
. ] 101.9) | 1(2.1) 2
fungi+G(+) | O 102.1) 1
unknown | 16(20.6) | 1837.5) | 34 |
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T Table 9 Isolates from acute suppurative otitisfmedia

o Single infection Mixed infection

Isolates

CXD CEX Total CXD CEX Total

S. aureus 20 11 31 0 2 2
S. epidermidis 4 5 9 4 1 5
S. pyogenes 2 0 2
S. pneumoniae 3 6 9
Streptococcus 1 1 2 0 1 1
Micrococcus 0 1 1 2 0 2
Corynebacterium 1 0 1 1 0 1
P. mirabilis 1 0 1
P. inconstans 1 0 1
H. influenzae 0 1 1
Klebsiella 1 1 2
Enterobacter 1 0 1
Acinetobacter 1 1 2 0 2 2
Anarobe 1 0 1
Fungi 0 1 1
Total s | % | e | 10 | 8 18
Statistical test NS. \ NSS.

CXD

CXD

CEX

Fig. 2 Symptoms of acute suppurative otitis mediaat initial day of treatment

Maximum body temperature

(s4) [Pz s /e
s z77pzazz

o 50

Otalgia
54

e | 52 [ 4]

w;P<0.1
xd; +>,P<0.1

Property of otorrhea
(54) PZIV 7720

A <37 - -

£7,900

<, +mm

, 10,000 ~ 12,900

m_ s_— Il 239, +, P, 213,000

B <w.em,

8,000 ~ 9,900
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C. DBtk L Nt B 4 M ey e HRBERD D >Tce TIERWTIE, +~HODBE

AEBOWRIE ICT 2 BATAIS2 Table 10, 11, Pllobobt CXD #10.3%, CEX B¥37.1% T, CEX
Fig. 3 WRT L THB. THOE, NERKNE ICEROBE DS DOMBMAES (F; P<
& 3 BIEFMRICHWT, CEX BoFIC REFNP 0.05). "5k, £0Mo WRAB KOO TEBMICHE
PEOERANE SRR (W P<0.1) 8, 2 RETIR AEBILDT20

Table 10 Back-ground factors of acute exacerbation of chronic otitis media

Item Category CXD(%) CEX(%) | Total suti:::c‘l
male 13(44.8 11(31.4 24
Sex female R NS.
~30 9(31.0 6(17.1 15
Age 31~50 14(48'3) | 18(51.4) | 32 NS
“ SR AN AR
. outpatient 28(96.6 34(97.1 62
In or outpatient inpatient 1§ 3.43 12 2.9; 2 NS.
Site of right ear 11§37.9§ 13E37.1§ 24
o . left ear 18(62.1 22(62.9 40 N.S.
otitis media bilateral 0 0 0
. ild 9(31.0 11(31.4 20
Severity mi E § E g
moderate 19(65.5 24(68.6 43 N.S.
(Doctor) severe 1( 3.4 1
+(2) 22 6.9§ 0 2 W; P<0.1
Severity
H(3~5 19(65.5 19(54.2) 38 3.
(Commitee) o) 8(27.6) | 16(45.7) | 24 1 N.S.
Underlying . -
deery no 26(89.7) | 28(80.0) | 54 NSS.
complication yes 3(10'33 gZO Og 10
~3 days 20(69.0 23(65.7 43
No. of daya from o dme | 3008 | BGR | B NS
7~9 days 5(17.2 3( 8.6) 8 o~
administration 10 days~ 1034 1
no 29( 100) 34(97.1) 63
Drug allergy ves 0 1€ 2.9) 1 | N.S.
. no 28(96.6) | 34(97.1) 62
Combined drugs yes 12 3.43 12 2.9) 2 N.S.
Other drugs used |  no 200690 | 30687 58 NS
before study yes 1( 3.4) 5(14.3 6 -~
Surgical no 2(06.6) | 38C100) | 63 —
puncture 1(:3.4 0 1 N.S. Lo
treatment incision 0 0 e 0 o
single 20069.0) | 27(77.1) | 47 NS
Type of infection mixed 8527'62 6&7'1; 14
unknown 1( 3.4) N 2( 5.7) 3
G(+) 19(65. 5; 26274.3; 45
G(—) 1( 3.4 1(2.9) - 2
anaerobic B. 0 0
GE%—)m%xe‘cil 2( 6.9) 2( 5.7% 4 NS.
Group of bacteria 8(:gmg(e—) 1(3.4) 1(2.9 2
), 517.2) | 3(8.6) | 8
fungi+G(+) 0 0 0
unknown 1( 3.4) 2(5.7) 3
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Table 11 Isolates from acute exacerbation of chronic otitis media
Single infection Mixed infection
Isolates
CXD | CEX | Towl | CXD | CEX | Total
S. aureus 13 17 30 6 4 10
S. epidermidis 4 7 11 3 2 5
S. pneumoniae 0 1 1
S. faecalis 1 0 1
Micrococecus 1 0 1 0 1 1
Corynebacterium 1 2 3 2 1 3
P. mirabilis 0 1 1 3 1 4
P. inconstans 2 1 3
E. coli 1 0 1
Klebsiella 1 0 1
. Serratia 1 0 1
Pseudomonas 0 3 3
Total 20 27 47 19 14 33
Statistical test N.S. N.S.

CcXD

CXD

CEX

CXD

CEX

CXD

CEX

CXD

Fig. 3 Symptoms of acute exacerbation of chronic otitis media at initial day of treatment
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2. ZhERHIsE R
1) AR BE R

AYEICEDHEINAEMIBEBLU 6 HEOR
RottRi2 Fig. 4, 5, 6 ICRTEBDTH B, THD
B3 M ETIREMRKR S KU &L PER
T, thZhiGHMEICEROZERD I o1, 21,
BT R EIC B80T, ¥ AL CXD It
7.1%, CEX M27.3% & 150, CEX MoJjic¥iigi#
®HFG A RLT (F; P<0.1)o LxL Wileo-
xon JERIRIRER: T i3 MRHMNIC H 8O 2% BYHEH >
120

BR6 HETIRBEM &b MHMICHERD 2L RBY
T, WER (FPRB AR BRERM
4T CXD 193.0%, CEX #95.5%, St:(ciMh:rhE
#T CXD #83.3%, CEX 185.5%, W@i:chEREM:
WEET CXD #72.4%, CEX #68.6% THV0, &b
TR TLOEREHER LTS,

2) H—%RHUE

INEBETEORBAFIBDOHEEBCLDER, &
B PRES, BHO4BRBICHE Lico TORKRI
Fig. 7 R CEL THB. THOEHEHED, &
#EMkS T CXD 2£80.3%, CEX B84.8%, AaM/tin
HhERT CXD B76.0%, CEX #79.2%, ®H/LIN
PEhE A A M MERE Tl CXD B¥58.6%, CEX #54.2
%Thotco DIFNOEHMCHEROENEDT, &b
KEHWEHEERL TS,

3) BiERLE

BIERIC DL TRBDT 208, TORBEOFRLEHL
5 HIRD 5 BREEICHENIESEMHE L. BIERLER
Table 12ICRTEBDTH 5. TiibbL, BERAEBICH
T, HEHCEROZRBHITHRAL SBELRLEE
Al7e

4) BRBHE

HRMOHEZ 4 BRBEIC X > T o 7cds, DKL
Fig. 8 CRTEHBVT, REB LS MBMICEEDE
2203, BAR @HTERLERAED D EHE/H
2) 3asEbks© CXD $90.2%, CEX H92.5%,
bk st hE R T CXD £83.3%, CEX E85.4%,
B hE A lERE T CXD B72.4%, CEX B71.4
% & EBICLVBIRER LT

5) FIEZERIENE

MBI RAHE LBEMICONT, REBTIC
MEEOREELET 5 &, Table 130 EL T, LT
NOKBIEOVLTHEROZZBD o BUA
T, B eRIZaEkRT CXD 84.1%, CEX #
86.9%, atkhELRT CXD B 71.1%, CEX # 83.3
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Fig. 4 Global improvement rating (Day 3)
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Fig. 5 Global improvement rating (Day 6)
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%, Wit hE R Bk MEE T CXD B 57.1
%, CEX B57.6%8Thote ik, INER
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& Lo
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Fig. 8 Global utility rating
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Acute exacerbation of chronic otitis media

’btatlmcal [ e Statistical
‘ CXD ] CEX | Total | M1 - ’ CXD | CEX l Total test
No. side effect 74 i ‘ No. side effect 32 41 73
1 1 0 ] 1 1 2
2 1 1 2 0 0 0 N.S.
3 0 0 3 0 0
q 0 0 4 0 0 0
Total 76 2 148 \ Total 33 42 75
Acute suppurative otitis media 1: Mlld 51de effects-continued without specific
Statistical treatment.
o __CXD WCEX ’ Total test 2 : Mild side effects-continued with specific treat-
No. side effect 58 51 109 ment.
1 1 0 1 3 : Side effects-discontinued without specific treat-
9 | s. ment.
3 8 8 g | NS 4 : Side effects-discontinued with specific treatment.
|
4 0 0 0
Total 59 51 | 110
Table 13 Bacteriological effect
Diagnosis I Drug 1 Eliminated (%) ‘Unchanged(%) Statistical test ‘ Unknown
. | S
Acute tonsillitis CXD 58(84.1) 11(15.9) N.S. 2
CEX 53(86.9) 8(13. 1) 5
Acute suppurative | CXD |  27(71.1) 11(28.9) NS |16
otitis media CEX 25(83.3) 5(16.7) 18
Acute ex_acerbation CXD 16(57.1) 12(42 9) . 1
of chronic N.S. x
otitis media CEX 19(57.6) 14(42.4) , 2
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3. 3EEHLU6 HEICHT ZERBEDHH
ERBOBEREEEEZNENIAE, 6 AR
DT RMTLBRN LAt Fig. 9, 10, 11ICRT
T THB. TOULRERIATIZ3EE, 6HE
LSRN AR > o BEDE R TI2ILM
mEic BT, 3BH, 6HE LS CEX OAMEER
DR ONBOBEMERD I (W; P<0.1), 61
BofERDM%&MIE CXD #* 88.9%, CEX # 75.0%
&, CXD BOFMERD HEPNBOBIEH L
(F; P<0.1)o 3225, SHEOHWYER (W; P
<0.1) BEUHR (W; P<0.05) DA% LENS
CEX BOFICBOS DY 185 FANB SNz L
U, 6 HETCRABMCELLEDED . £OM
DIEERIC 12 € DBE L HICH LEHNICE I 5 7o
W E RS MBS T2 3 B E CHMEZAMRRIC
BOTH, +~HObDHt CXD BICELEANS S H
72 (F; P<0.1)o £DMDERBEICIZ3IBE, 6H
HeESHBMCERZERD D 5700

4. BRI

HNES L CNERANEIC K 2 EER, BILLE,
BB, B, REHSEMMEE CORNELIUARY
REOHEELMINC L, BRECOLT, 20k—HE
HEOEHRE BT 3L, Fig. 12 ICRTCELTEH
3. Zh50D5 B, AtRKADRARLICH\>T CEX
BNOOENTL A ERNS SN (W; P<0.1), £
DI LTNDO M BOTH B EZRDH S NTho
7o

5. BIfER

SEOARBREMDICRER UBIfEA 12, CXD B 168
Blh 44 (2.4%), CEX BT 1658h 2 4] (1.2%) T
Hofee DTNLEBME (B, Hobth, A%K
R, KE, TH) ©, BERS, RBREORSE G
b BC L, BB AT 3 C & A kS (Table
14),

6. BRI

BRCRRRZ I3 BB S M TRICTREVICHT 5 C & &
Lichs, KM, —ME CROREEO BEi Fig. 13
ICRTCELTHB. LDHHS-GPT icHL>T, CXD
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DRREBIRICOWVTIREBS HTR1EH 5720

Fig. 9 Symptoms of acute tonsillitis on days 3
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Fig. 10 Symptoms of acutesuppurative atitis Fig. 11 Symptoms of acute exacerbation ofchro-
media on days 3 and 6 nic otitis media on days 3 and 6
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Fig. 12 Stratified analysis of overall efficacy rating
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Table 14 Side effects

Date of Date of Drug X
Group |Frequency| Symptoms |Age|Sex| Diagnosis onset disappearance | with- Procedure
(after onset) | drawal
lA‘)\cute exfacer-
ation o con-
Stomachache | 69 | f chronic otitis day 2 day 4 tinued None
media
. Acute con-
2.4% Anorexia 50 | £ | tonsillitis day 1 day 2 tinued None
CXD +20
(4/168) Acute sup- n-
Loose stool 44 | m g:x;;ﬁve otitis| day 3 day 2 fi‘:med Nene
n: Acute : v con- B:mfermird@
Diarrhea 20| f | tonsillitis day 1 N day 3 tinued gfl:;noise:ys
{)\cute e:}acer- :
ation o con-
Stomachache | 49 | f chronic otitis | 93 1 day 0 tinued None
1.2% ) media - ’
CEX
(2/165) - reel T .
Heavy fee . . o - GI t
;Itlogm(;fch 60 | f | Peritonsillitis | day 1 day 3 :i(;::le d usesgen
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Fig. 13 Laboratory lindings (1)
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Fig. 13 Laboratory findings (2)
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Fig. 14 Susceptibility of isolates from acute tonsillitis (1)

All strains
10%cells
% group
1 cXp &—e
100 I CEX ®&---@
I CXD ©0—o0
N CEX ©----0
@
E
¢ %0-
3
3
g
(8]
T T T A L § 1
0.2 0.39 0.78 1.56 .13 6.25 12.5 25.0 50.0 100s
drug group M I C (ug/mt) Total
1 7 11 20 9 10 9 2 3 n
CXD N.S
I} 2 3 17 23 11 6 2 1 2 76
o 2 11 16 14 12 7 5 1 3 71
CEX N.S
N 1 2 10 25 9 10 4 1 1 3 76
All strains
106cells
1 group
% | CXD o—e
I CEX e---o
100 I CXD o—o
N CEX o-==-0
8
]
£ 504
o
2
«
s
E
3
O
L LA L L4 L] ¥ T T
0.2 0.39 0.78 1.56 3.13 6.25 12.5 25.0 50.0 1005
drug group M I C (ug/mt) Total
1 1 13 13 19 10 7 5 1 2 7
CXD N.S
I 3 12 21 15 15 2 1 1 76
m 11 19 11 9 2 1 2 71
CEX N.S
N 1 16 23 13 7 2 1 1 76
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Fig. 14 Susceptibility of isolates from acute tonsillitis (2)
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Fig. 14 Susceptibility of isolates from acute tonsillitis (3)
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Fig. 15 Susceptibility of isolates from acute suppurative otitis media (1)
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Fig. 15 Susceptibility of isolates from acute suppurative otitis media (2)
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Fig. 16 Susceptibility of isolates from acute exacerbation of chronic otitis media (1)
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Fig. 16 . Susceptibility of isolates from acute exacerbation of chronic otitis media (2)
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A double blind study was performed to evaluate the efficacy and safety of Cefroxadine (CGP-9000, CXD)
(750 mg/day, tid) as compared with cephalexin (1,000 mg/day, qid) in the 6-day treatment of acute ton-
sillitis (Trial A), acute suppurative otitis media (Trial B) and acute exacerbation of chronic otitis media
(Trial C). The results obtained in 153 (Trial A). 114 (Trial B) and 77 cases (Trial C) were as follows:
1) The overall efficacy of CXD and cephalexin was 80.3 and 84.8% in Trial A, 76.0 and 79.2% in Trial

B, 58.6 and 54.2% in Trial C, respectively. There were no statistically significant differences between
both drugs.

2) Also, the global improvement ratings by doctors were not statistically different between CXD and ce-
phalexin. The improvement rates on day 6 were 93.0% for CXD and 95.5% for cephalexin in Trial A,
83.3 and 85.5% in Trial B, 72.4 and 68.6% in Trial C, respectively.

3) In all these trials, side effects attributable to the treatment were noted in 4 cases in CXD group and
2 cases in cephalexin group. All were mild gastro-intestinal symptoms.

4) As for the global utility and the bacteriological effects, CXD was not statistically significantly different
from cephalexin in the three trials.

The results indicate that CXD is as useful as cephalexin for the treatment of acute tonsillitis, acute sup-

purative otitis media and acute exacerbation of chronic otitis media.



