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SpRME StERE XK T Cefadroxil (LT, CDX &Ms3) & Cephalexin (BT,
CEX LM3) DHRESDHRLEIFRYHERFTHZ L2 EMELT, CDX 18 750mg (53),
CEX 1H 1,000mg (54) Thrh6 AHEERHEL, HBEME EfeH, AREOMEHRT
DA ZEBERERC X DTV, KOBERB,

1. &MEdkkicst L, CDX 750 mg/H #4543, CEX 1,000 mg/H#5 b, 5HBOHEHET
B (EREHE) T3, BR BEcEECEAEREYRL, ¥, KRILITETIE, 3, 5HAT

BB - Tt LI, 2BRHEE (FHREHER XORALHE) THRCH » Thi —
#, BHRTix CDX Bt 86.7%, CEX B 84.2% L3z CDX BEMNEH - T,

2. AMSEETRCHL, CDX 750 mg/H 5% CEX 1,000 mg/HRFICL, LMHAFEL
b FERFIHZEEC S W TURIERAFED LR LB TH - 1o

3. EBIfFFE O HBME S CDX B5 RN CEX 5 it LA T o e, BRERFEDL
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.of internal medicine, National Sanatorium Seiran-So Hospital

. of internal medicine, Health Insurance Miyagi Secondary Hospital
. of internal medicine, Public Katta General Hospital

. of internal medicine, General Kesennuma Hospital

. of internal medicine, Sendai Social Insurance Hospital

. of internal medicine, Okachi Central Hospital

.of internal medicine, Yuri-Kumiai General Hospital

.of internal medicine, Koto General Hospital

.of internal medicine, Prefectural Iwai Hospital

. of internal medicine, Ichinoseki Hospital

.of internal medicine, Hachinohe City Hospital

.of internal medicine, Tohoku Rosai Hospital

.of internal medicine, Miyagi Prefectural Geriatric Diseases Center
. of internal medicine, Ishimaki Red Cross Hospital

. of internal medicine, Public Sanuma Hospital

.of internal medicine, Public Tsukidate Hospital

- of internal medicine, Kurikoma Town National Health Insurance Hospita:
. of internal medicine, Shirakawa Welfare General Hospital

. of internal medicine, Yamagata Prefectural Central Hospital

. of internal medicine, Yonezawa Municipal Hospital

.of internal medicine, Yamagata Prefectural Shinjo Hospital

. of internal medicine, Miyagi Central Hospital

. of internal medicine, Kureha General Hospital

-of internal medicine, Sendai Teishin Hospital

. of internal medicine, Kawasaki Municipal Hospital




VOL. 29 NO. 1

CHEMOTHERAPY

33

i) BEEABR IOFRIEEEL AT ABER LIV 7
v FIRAFOEE,

i) RBEBARBEREINCAT = 4 F O
BHRRERAL TS 8%,
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2. B5EH

BEEA L 1 BREBII Rk ORBREH L IRBEF D 2
b TS L,

1) HEEH : Cefadroxil 250 mg (Hffi)/» 7L

X 3[@/H
2) %$/B3EX| : Cephalexin 250 mg (Fffi)/» 7 &
X 4[6/8

The 2BOEH 6 How LEM S & LTI
», BEDOXDTHIITE L LikE Licd D% 240 FEFI
SREL, Rtz vir—3- LD, EEAECEM
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WTREHEL, Table 2 IRT X5 CFEALSEER
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WEKIEL S 1B5ME, 45727k 1AGEL
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BEMOYIKNC & hiRIEEPIETEDZ L ELTS

i) BRELDERRSOLENLL oo
i) 7TvaAX¥ -G, RBhEORIERH, BKREE

Table 2 Potency of the drugs used for double-blind test
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Fig.1 Dosage schedule
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i N ber 1978 June 1979 July 1979
Lime May 1978 6 (r)r;/:rrmrtlhs after 12 months after on the completion
Insti on the allocation of drugs allocation allocation of double-blind test
nsti-
tution i i i istol- y Bristol-Banyu Bristol-Banyu
1 Institut Bristol-Banyu Bristol-Banyu risf ny |

Drugs Natg)&a{el;}ihx e Manufacturin}é Co. | Manufacturing Co. | Manufacturing Co. | Manufacturing Co.
CDX 272 mg (Potency) 259 mg (Potency) 262 mg (Potency) 264 mg (Potency) 258 mg (Potency)

CEX 260 mg (Potency) 256 mg (Potency) 253 mg (Potency) 251 mg (Potency) 255mg (Potency)
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Table 3 List of excluded cases
c A Judgement }lzy
. . ompletion o dverse physicians in charge .
Drugs | Drug No. | Diagnosis administration | reaction Efficacy Utility Reasons for exclusion
Acute Discontinued 1 day after
1-5 tonsillitis No administration, because of
diagnosis as leukemia.
. - Inadequate conditions for acute
19-3 | feute No No Stightly | Slightly | }ronchitis, and not returned
g usetu after 5 days.
CDX Administered as acute bronchitis,
20.7 Acute No but discontinued it after 2nd
bronchitis time on 1st day, as the shadow
was found in lung field.
Administration of the drug (No.
21-8 &cnust“emis 21-8) followed by the drug (No.
21-7)
Acute Inadequate conditions for acute
37 bronchitis Yes No Good Useful | (racedsas
131 Acute No Dead from acute heart failure on
bronchitis the 1st day.
r Acute Slightly Slightly Inadequate conditions for acute
CEX 19-5 bronchitis Yes No good useful bronchitis.
. Inadequate conditions for acute
20-2 ?rcotiltghitis No No Excellent Xi‘;{ll bronchitis. Discontinued on the
= 5th day as the patient was cured.
. Acute Administration of the drug (No.
22| Gt éiﬁgfouowedbythedmg(No
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DR Teh 57 6 B, MEHEEB L bbb BHER 2
EL26 (o TFhIFEFAC L LEERREDL R T
7e\) TR\ CDX #5592 6, CEX #5893 o
BT 185 Bt D\ THT - foo MEHTHR DPIERIL Table 6 12
RLIERDTH S,

1. EGIOKET

B SNIEFAIRIEAS L UKEI LD 2 ODER
AT, CDX #5890 B, CEX #5589 flo &5t
179 BITh %, ThbDIEGIOWT, HHEMOBREY
RARF OB ML EEINCHLERF Lo

BEOEERTFLE L THG, £4, #E #K-A
Be, AOHE, EXH7vA¥—, RENEEE, BXAH
BIREE (FEHD, 6 B B L OLFEB R OWTHER
FL7cas, Table 7 @Rnd X5V ThDEBERE T
PR EEEIZAD ORI, 5T

Table 5 List of discontinued cases

Drugs Number of Reasons for discontinuation
subjects Cured Ineffective

CDX 22 20 2

CEX 28 26 2

Table 4 List of dropout cases

Completion of | Ad Judgement by
Drugs | Drug No. | Diagnosis ompletion o verse physicians in charge Reasons for dropout
administration | reaction Efficacy Utility
Acute No incubated specimen from
1-3 tonsillitis No pharynx. Discontinued after one
day treatment.
Acute No return of patient after the
DX 1-4 tonsillitis No Ist visiting day.
Acute Discontinued on the 3rd day,
21-4 tonsillitis No Yes because of adverse reaction (eye
itching)
Acut Administered for 3 days, but no
4-4 t cu-ﬁ-t~ No return of patient after the Ist
onsiitis visiting day.
CEX No return of patflentbafte_r
Acute disappearance of subjective
87 tonsillitis No No Good Useful symptoms, on the 2nd day of
treatment.




36 CHEMOTHERAPY JAN. 1981

Table 6 Items of analysed subjects

. CDX group CEX group Grand
- tonsiits | _broneitis | o1 | gnciitis | bronchius | Tote | ‘ol
Number of subjects 65 32 97 60 36 96 193
(I)Qru(;r;(l))lgg gtfsexclusmn ‘ 5 2 7 3 4 7 14
amber of subjects 60 30 90 57 32 89 179
Nemberof subiecs forcheck | gy 5| e | s 5| ow | w
Table 7-1 Examination of background factors of subjects
Acute tonsillitis Acute bronchitis
Background factors CDX CEX Test CDX CEX Test
group group result group group result
Sex Male 24 29 NS, 16 23 NS,
Female 36 28 14 9
~ 19 9 3 2 1
20 ~ 29 24 22 5 6
30 ~ 39 12 15 5 7
Age 40 ~ 49 7 4 N.S. 6 6 N.S.
50 ~ 59 5 6 5 5
60 ~ 69 1 6 5 3
70 ~ 2 1 2 4
less than 50 kg 16 11 6 7
Body weight 50~ Mg 3 ¥ N.S. 10 2 N.S.
more than 70 kg 2 3 3 0
not-weighed 8 6 5 4
I;a‘t)ireggst CI)ut-pa'tients 45 43 NS, 19 26 NS,
n-patients 15 14 11 6
No 46 40 15 19
Complications Yes (Respiratory disease) 2 2 N.S. 5 6 N.S.
Yes (Others) 12 15 10 7
Drug-allergy o » % N.S. % 3 N.S.
Yes 1 1 0 1
very slight 6 3 0 0
Gravity mild 37 42 20 21
before N.S. N.S.
treatment moderate , 17 11 9 11
severe 0 1 1 0
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Table 7-2 Examination of background factors of subjects
Acute tonsillitis Acute bronchitis
Background factors CDX | CEX Test CDX CEX Test
group group result group group result
S. aureus 7 9 3 4
S. epidermidis 1 0 1 0
B-Streptococcus 11 7 5 4
S. faecalis 1 1 0 0
Corynebacterium 2 1 1 0
E. coli 0 0 1 1
K. pnewmoniae 1 2 1 3
Pathogens Haemophilus 5 0 N.S. ! ! N.S.
Enterobacter 0 1 1 1
P. mirabilis 1 0 0 0
P. vulgaris 0 1 0 0
P. morganii 0 1 0 0
Serratia 0 1 1 0
P. aeruginosa 1 0 1 0
Nommal flora 17 19 11 11
Unknown 13 14 3 7
No 58 54 26 29
fiviotcs ueed i Yes 1| 2 | Ns | 2 | oz | ows
Unknown 1 1 2 1
No 29 30 12 19
Concurrent drug Yes (Antipyretics,
(other than CDX Analgesics, Antitussives, 21 17 N.S. 15 10 N.S.
or CEX) Expectorants)
Yes (Others) 10 10 3 3

MBROIER T, Rk TG, MHIEH, MEEOR
7 EER, BER IOHREAE, [SEILTOGE, W
B, B, R B E, RITTEDRIERDORER
BEA DB CIIABEMICAE DZEILIah - 7= (Table 8),

2. BEDROR

BEER OV TORFHIREMEL KEIRCOWTE
LBA%3H, 5H, 7H (BKA) oW TEREH
R LVERLHEC X HHRFEZCDOWTIT, LD
2 Table 9, 10, 11\ R/LAEBHTH %,

DR, Rtk T 3 B B DT HREET CDX
NEBECH - Tk H (P<0.05), ¥/«3AH, 5HED
HER (hEEHEYUDL TAEECT h TR (P
<0.05) (Fig. 2),

ZRL X aHEEHECTL5HE (PL0.01), 7H
B (P<0.05) TCDX 5N CEX #ER IV EEIC
ThTxh, 3HEOHER (FEEHEUL) B

Fig. 2 Overall improvement judged by physicians
in charge (Acute tonsillitis)

0 50 1002

On the 3rd day
CDX group[_|
CEX growp[ =

On the 5th day
CDX growp[____ E=———VCpx>CEX

— g * (3
CEX growp[ BVl @
On the 7th day

CDX grop[___—— E=-NCDX>CEX

* (1).(2)

=\ cpx > CEX
2% (1.20,(3)

[J: remarkable improvement

%3 moderate improvement
N slight improvement

m : no change

(1) wiLcoxon test
(2) U—test

(3) x?—test (better than moderate improvement)
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Table 8 Symptoms on the first examination
Acute tonsillitis Acute bronchitis
Symptoms CDX CEX Test CDX CEX Test
group group result group group result
higher than 39°C 10 5 3 2
38 ~ 38.9°C 18 12 8 15
Temperature 37 ~ 37.9°C 19 28 NS 13 1 NS
lower than 37°C 13 12 6 4
severe 46 43 6 6
Pharyngeal pain mild 14 13 N.S. 16 14 N.S.
none 0 1 8 12
severe 51 46
Flare mild 8 10 N.S.
none 1 1
severe 45 40
Swelling mild 11 16 N.S.
none 4 1
severe 32 32
Pus fur mild 21 17 N.S.
none 7 8
Elevation of remarked 18 16 10 12
erythrocyte sedimentation slight 26 29 N.S. 11 15 N.S.
rate none 16 12 9 5
intensive 20 21
Cough mild 10 11 N.S.
none 0 0
intensive 13 14
Sputum mild 15 17 N.S.
none 2 1
intensive 3 8
Rale mild 21 15 N.S.
none 6 9
U'SHE, 7THREOUER GEWIE) TLAEENSR  ERH 196 (33.3%), HH29 0 (50.9%), LRHEY6

Hh (P<0.05), CDX 5% CEX #5BEL 0 4
Nic#ETh -1 (Fig 3),
AEZRCHTAUEE TR EIRERS IOERE T X
HHTE & ITHERTERICEEETRD b Iieh - T,
RICERBEHEOF D OWTIE, HERIOEFHER
% Table 12 1T/RL 7o & 5 72 IHIH B S R,
Tilebhb, Rk T CDX % 5.5F 60 fildhiE zh 27 (il
(45.0%), Hx®h 25 (] (41.7%), ==K %87 (13.3
%) THHEL 86.7% THb, CEX 5B 57 (lch

Bl (10-5%), &34 (5.3%) THIKIL 84.2% &
ENE, HHEL S CDX #5825 F CEX HEHL
DB o1

—7, &% % 4% Tt CDX 53 30 PIhER 55
(16.7%), H%h 12 7 (40.0%), K% 10 4 (33.3
%), W20 (6.7%), BAL1H (3.3%) THHRE
56.7% Th b, CEX 58T 32 firhiEsh 8 # (25.0
%), Bxh12 B (37.5%), =% 10 F (31.3%)
1B (3.3%), BAL 161 (3.3%) THIHEKIL 62.5
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Table 9 General improvement judged by physicians in charge
Diagnosis julgz}éfn%fnt Drugs igepr::\:le(ranzl:t iml\l/)lgod\?g::nt imp?cllvg:éent No change aggsrggggion
3 CDX group 8 (13.3) 37 (61.7) 12 (20.0) 3 (5.0
Aeste CEX group 5 (88 27 (47.4) 18 (31.6) 7 (12.3)
tonsillitis 5 CDX group 32 (53.3) 24 (40.0) 4 (6.7
CPX Groun CEX group| 25 (43.9) | 21 (36.9) 7 (12.3) 4 (7.0
7 CDX group | 44 (73.3) 14 (23.3) 2 (33
CEX group 33 (57.9) 17 (29.8) 6 (10.5) 1 (18)
3 CDX group 2 (6.7 12 (40.0) 9 (30.0) 7 (23.3)
CEX group 2 (6.3 9 (28.1) 8 (25.0) 13 (40.6)
ﬁr%“,ffhiﬁs ; CDX group| 8 (26.7) 9 (30.0) 10 (33.3) 3 (10.0)
<D groun:3) CEX group| 6 (18.8) 9 (281 | 13 (40.6) 4 (12.5)
. CDX group 14 (46.7) 6 (20.0) 7 (23.3) 2 (6.7 1 (33
CEX group 12 (37.5) 11 (34.4) 9 (28.1)
(Percentage)
Table 10 General improvement judged by the committee
Diagnosis julgag}érsrgfnt Drugs i&i)r?g\;:ﬁg:t imhgx?odveg:lt:nt imp?gi\g:r;ent No change aggsrg%g:ion
3 CDX group 4 (6.7 31 (51.7) 15 (25.0) 10 (16.7)
CEX group 21 (36.8) 23 (40.4) 11 (19.3) 2 (3.5
é)‘;':lsgﬁitis CDX group 28 (46.7) 27 (45.0) 4 (6.7 1 (17
ggﬁgg’r‘;‘:&g% ° CEX group | 16 (28.1) | 30 (52.6) | 6 (10.5 | 4 (7.0 | 1 (18
. CDX group 37 (61.7) 20 (33.3) 2 (3.3 1 (17
CEX group 21 (36.8) 30 (52.6) 3 (53 3 (5.3
CDX group 1 (33 9 (30.0) 7 (23.3) 12 (40.0) 1 (3.3
3 CEX group 7 (21.9) 8 (25.0) 17 (53.1)
Qfo“rfghitis CDX group | 8 (26.7) | 10 (33.3) 7 (23.3) 5 (16.7)
e gg;‘gjgg 5 CEXgroup | 6 (18.8) | 9 (28.1) | 8 (2500 | 9 (281
CDX group 13 (43.3) 11 (36.7) 4 (13.3) 2 (6.7
! CEX group 10 (31.3) 15 (46.9) 5 (15.6) 2 (6.3
(Percentage)
Table 11 Overall judgement of general improvement
by physicians in charge and the committee
\ Degree of Judgement by Judgement by
improvement physicians in charge the committee
mag “ovma o] i | i | Al |l | B | M
e | e | DGR | X | ws | BYHRY | RIEE | HH0
boneitis | CEX oroupis2 N.S. N.S. N.S. NS

(1) WILCOXON test (3) x*test (better than moderate improvement)
(2) U-test (4) x*test (remarked improvement)
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Fig.3 Overall improvement judged by the com-
mittee (Acute tonsillitis)
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‘no change improvement

REE00

. slight aggravation

9%T, TR, HHELs CEX fr5 s CDX 455
HARETFECBEHERES hico

Ll E DB E S EHETRIESERIERERTH
E- i el SRR 1 b oY oF (A AR ot

3. MEFaRsE

Bk L UG EH s D KIEGORES b BRI Y
WL 7R AE OB E Table 7w R LIl 8D THA,
WFhOEATLEEHEEOREANE D TEho1
A%, S. aureus, B-Streptococcus, Haemophilus g%
WrEx LR BEME CDX #58T 32 fl, CEX &
pec 25, K.pneumoniae HRISHEE & E X b RIESR
22 CDX 5.8z 2 6, CEX #:58¥i1c 5 FIFFEEL b,
HEAEO SOV TR FEARBICEEEIRDLA
A/ R o

Koz b EOEER OEEKRH R Table 13 iRl
7= X 5z, S.aureus MELEOBE, B Z Kix CDX
BEREN 10 GIhER 4 61, BRI 3BT 70.0%, CEX
BERETIT 13 PIhER 36, H%5HIT 61.5%, B-
Streptococcus BT CDX #5816 FIhEY
74, %) 6 HT 81.3%, CEX H5HT 11 flHhEY
5%, H3MHT 72.7% ThH, LIRELKENEDR
i3 CDX #5.3% CEX # 5Bt L Bh ol xE
Fro BEEITEFBERCED L NIgA 2T

W EDRE: L ERE) R L DBIfR% Table 14 iR
L%, MIC 2% 3.13 ug/ml LLF OELEEIC X HIEH
DR E CDX 53¢ T21/29="72.4%, CEX #5H#

Table 12 Efficacy of drugs (Efficacy judged by physicians in charge)

Diagnosis Drugs Nstrgjzzs()f Excellent Good Fair Poor  [Aggravated r’gsejft
Acute CDX group 60 27 (45.0) | 25 (41.7) 8 (13.3) NS.
tonsillitis CEX group 57 19 (33.3) | 29 (50.9) | 6 (105) | 3 (5.3
Acute CDX group 30 5 (16.7) | 12 (40.0) | 10 (33.3) 2 (6.7 1 (33 NS.
bronchitis CEX group 32 8 (25.0) |12 (375 |10 @GL3) | 1 (31 | 1 (3D
Table 13 Efficacy classified by organisms
CDX group CEX group Test
Organisms Diagnosis - - result
Excellent |Good | Fair |Poor |Aggravated | Excellent |Good | Fair | Poor |Aggravated -
Acute tonsillitis 4 3 3 3 3 N.S.
S.aureus | Acute bronchitis 2 1 2 2 N.S.
Total 4 3 2 1 3 5 5 N.S.
Acute tonsillitis 6 4 1 4 2 1 N.S
B-Streptococcus| Acute bronchitis 1 2 2 1 1 2 N.S.
Total 7 6 3 5 3 2 1 TI'S’
Acute tonsillitis 2 2 1 N.S.
Haemophilus | Acute bronchitis 1 1 N.S.
Total 2 2 1 1 1 N.S.
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Table 14 Efficacy classified by MICs
Acute tonsillitis Acute bronchitis
MIC Drugs T
(pg/ml) Number of | Excellent Good Test | Number of | Excellent Good Test
subjects and Good (%) result subjects | and Good (%) result
CDX group 18 17 94.4 11 4 36.4
<3.13 N.S. NS
CEX group 15 11 73.3 8 4 50.0
CDX group 4 4 100.0 5 4 80.0
6.25,12.5 N.S. N.S.
CEX group 4 3 75.0 4 3 75.0
CDX group 8 6 75.0 3 3 100.0
225 N.S. N.S.
CEX group 7 4 57.1 1 0 0.0
Table 15 Adverse reactions and abnormal values in laboratory findings
Judgement by Judgement by
Judgement the committee physicians in charge
Drugs CDX group CEX group CDX group CEX group
(Number of subjects) (92 cases) (93 cases) (92 cases) (93 cases)
Disorder of digestive organs 1 (1.1 2 (2.2) 1 (1.1) 2 (2.2)
Subjective symptoms Eye itching 1 1.1 1 (1. ‘
Total 2 2.2) 2 (2.2) 2 (2.2) 2 (2.2)
Increase of GOT and GPT 1 (1) 3 (3.2 1 (1.1
Increase of GPT 1 11 2 (2.2)
Abnormal values in
laboratory findings Increase of GOT 1 (LD
Increase of GPT and Al-P 1 (1.1 1 (1.1
Decrease of W.B.C. 1 (11
Grand total 4 4.3 10 (10.8) 2 (2.2 4 (4.3)
Test result N.S. N.S.
(Percentage)

T 15/23=65.2%, MIC % 6.25, 12.5 ug/ml TIZE L
{ CDX #¢57£8/9=88.9%, CEX #¥53£6/8=75.0%,
25 ug/ml LL |k & 7 5+ CDX $# 5% 9/11=81.8%,
CEX # 5.3 4/8=50.0% Thotco LED X 5ic MIC
£ 3\ C CDX B E58EM CEX HEHI W LERT
Wiz,

4. Z=eM GUER) SLVBEERRE

BIffR oL ORI RAtk%, SEXLAFAKBICHE
Axhi: CDX #5892, CEX #55 93 flicow
TEREC I HWEB I hico

LFER 185 Bl {15 A D B EMEIEA S X OBRKRERE
BEDREMEDED S hicfEFIL Table 15 RLAc &
Kb, CDX #5892 flrh 4 B (4.3%), CEXRE5F
93 ik 10 B (10.8%) Th %o

ElIfER & L CORMFRE ML EER CDX ®REHI 1
il (1.1%), CEX $phptic 2 (2.2%), B % HERK

2 CDX e 14 (1.1%) Tholo

FefRRE O RFERY T L b OwkmiE GOT, GPT o
FRMAMNCDX BEHTLH (1.1%), CEXZEHT2
@l (2.2%) FEssh, GPT #2130 LRI CDX #5
P 141 (1.1%), CEX #&5mw 2@ (2.2%), GOT
2o LR CEX #5816 (1.1%), GOTXAl-p
EREI: CEX #53T 16 (1.1%) RHHIi,
Z0ft, AmEKORY G CEX 55 16 (1.1%)
» -1 (Fig. 4, 5, 6)o

oA LEIRERIVEIFRDHVCIERREEOR
HH I hicd Ok Table 15 WL &k bh, CDX
592 Bk 2 4 (2.2%), CEX %538 93 fit 461
(4.3%) TH-1o

LA ED X 5 CEX #&E5FECEIFA 7o b W ERERE
DEEED B RITE D » e AR TEEELR
Dot oTe
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Fig.4 GOT Fi
1mm’ cox CEX
CDX
70 70
20,000 20,000 20,000
15.000 15,000 15,000
10,000 B R x 10.000 IO,DW
000 | 5,000 5,000
Fig.5 GPT (56.1%), A6 M (10.5%), E¥bbLdwv 2 i
W3 (5.3%) THMBALU LOBARILE2.4% Th-
ChX CEX 133 3 tro XD THATH S & ORAIE CDX BHEHI SN
- 79 9... . - - o e =
70" 0 70| w7 @ S edt, AR TRMEFFEREICEEERRD L hih
RN S 7120
60 60 60 \‘ : ‘ 60

5 HAMKOKR

FHREIC X D HE S e BB Bk O Rl Table
16 (R L7E 39 T, Rk T CDX &5 O+
o THA 24 i (40.0%), 48 29 ] (48.3%), =
A6 0 (10.0%), EbbEd\vziawn 14 (1.7%)
THMULEDH M43 88.3% Th »too CEX #5557
Tl DR FITEHDTHR 16 U (28.1%), HH 32 fi

ST T, COX #H5H 30 HOMPEHHTEH
56 (16.7%), AR 116 (36.7%), RREMA10M
(33.3%), EbbEdbunxicw36 (10.0%), b ¥ D
HFELL1M (3.3%) TH A XX 53.4% Th-
foo CEX 2 5.T¥ 32 fith & hosbTH M 8 6 (25.0%),
BRI 1341 (40.6%), ©°REH 86 (25.0%), £ bbb
i3 6 (9.4%) TH F RiX 65.6% Th-
720 BRAZRIX CEX #5.3 CDX # 5 b~ETR
Motohy, MIERTERNCEEELED LR o1,

1IV. #®ERovCER

FEIRFEIR DB 5 s P ML D 2Bk & B REX
RITDOWT, N7 5y r AHY v Cefadroxil 750 mg
Chiifi)/ B O ¥a#E% B4 Cephalexin 1,000 mg (Hffi)/
BExBIELL T, SiERA_ETFRERABRCLY
BE LIcBBUIBR R RIc e B D THh b,

T ba I L LT CEX #:#RL oo CEXi
FFHPEEREZOAE L TORFIABRIMNRETT

Table 16 Classification of utility of drug

: : Total number,  High Moderate Slight | . . W
Diagnosis Drugs of cases | utility utility utility Undetermined| Undesirable | result
Acut_e_ ' CDX group 60 i 24 (40.0) 29 (48.3) 6 (10.0) 1 (17 NS
tonsillitis CEX group 57 16 (28.1) 32 (56.1) | 6 (10.5) | 3 ( 5.3)

Acute CDX group 300 |5 (167 |11 (36710 (33.3) | 3 (10.0) | 1 (3.3 |
bronchitis N.S.
CEX group 32 8 (25.0) | 13 (40.6) 8 (25.0) 3 (9.9

(Percentage)
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@B, LHLREMNEL, FilbFiEnci|
POEHTH B LT K 5T,
BAE-BETCAFYIBE3EEL, NBEDO1IH4E
EHEL e, ZhIEARFOMFREV KT AV &,
o O IRBHEHNC b L RAA CEX )~ T, £
1.829~2. 2295 TH H &, bk AUC 1. 69~2.59
fEkEVWEE, B L0 FrTORBENIEED 6

M, 8RfEfEs: CEX iiE~EwZ LItk 57,
SEMFORSERL, HARIORERETORYS

Table 17 Transition of symptoms (Acute tonsillitis)

&L, WRIETEIERFITE L L5 2 1o,

R CTEADLELME L LTRHEDIEE ¥ 113
P EFX A D Rk - [ERES 2RI b7 b3, Bk
R ERUCTERARSR D Z & & Ll 26T
BEEENHAL A TH Y, MEERG LRSS TR &
TRoteb DL 1B S Ied o tco MBDABTORE, Bt
Bl R To 117 B0 BB RS EETH h, &K
EE, B, BRER LT W TOBRENLIFDERED
BEENEVIDLEELZLRD,

. On the 1st On the 3rd day On the 5th bay On the 7th day
ymptoms
CDX | CEX | Test |CDX |CEX| Test |CDX|CEX| Test |CDX|CEX| Test
grouplgroup|result|group|group| result |group|group| result |group|group| result
higher than 10 5 0 1 0 1 0 0
39°C (16.7)|( 8.8) (0.0)[( 1.8) (0.0)(( 1.8) (0.0)|( 0.0)
| 18 | 12 3 0 0 0 0| 1
38.0~38.9°C (390 (21.1) (5.0)[( 0.0) (0.0)|( 0.0) (0.0[( 1.8
Temperature N.S. N.S. N.S. N.S.
37 0~37.9°C | 19| 28 12 | 18 13 | 14 2 | 4
‘ : (31.7)[(49.1) (20.0)|(31. 6) (21.7)|(24. 6) (3.3)|(7.0)
lower than 13 12 45 38 47 42 58 52
37°C (21.7)|(21.1) (75.0)((66.7) (78.3)((73.7) (96.7)|91. 2)
46 | 43 8 | 10 0 1 0] o
SEVere  1(76.7)|(75. 4) (13.3)[(17. 5) (0.0)( 1.8) (0.0)[( 0.0)
Pharyngeal B 14 13 32 33 16 14 8 7
pain mild o33 02 )| NS |63, 3)|67.9) NS |ee.n|ese| NS |z mlazy NS
0 1 20 | 14 44 | 42 52 | 50
none (0.0)[( 1.8) (33.3)|(24. 6) (73.3)((73.7) (86.7)((87.9)
51 | 46 14 | 13 2 3 1 2
Severe  |(gs.0)|(80.7) (23.3)((22. 8) (3.3)[(5.3) (1.7 3.5)
. 8 | 10 34 | 38 19 | 25 12 | 14
Flare mild  |43°3)a7.5| NS |66 nl66.7)| NS |eLni@zy] NS |eoocie NS
1 1 12 6 39 | 29 47 | 41
none (1.7](1.8) (20. 0)[(10. 5) (65. 0){(50. 9) (78.3)|(71.9)
45 | 40 11 6 1 2 1| 2
Severe  |(75.0)((70. 2) (18. 2)((10. 5) (1.7|(3.5) (1.7)(( 3.5)
; . 11 | 16 32 | 44 18 | 18 |CDX>CEX| 12 | 12
Swelling mid g glea | NS |63 3jer.2] NS (@00 9| 1.0 |@.0e.e NS
4 1 17 7 41 | 30 47 | 43
none (6.7|(1.8) (28.3)|(12.3) (68. 3)|(52. 6) (78.3)((71.9)
32 | 32 4 1 0l 1 0| 1
Severe (53, 3)((56.1) (6.7[( 1.8 (0.0)[( 1.8) (0.0[( 1.8
. 21 | 17 28 | 33 6 | 12 [CDX>CEX| 4| 5 S
Pus fur mid \a5.0).8| NS |ua.nlero| NS |aolern| @@ |enjsy] NS
7 8 28 | 23 54 | 44 56 | 51
none (11.7)|(14. 0) (46.7)|(40. 4) (90. 0)|(77. 2) (93.3)[(89. 5)
18 | 16 6 | 10 4 5 3 4
_ remarkable (31 ) |(28.1) (10.0)|17.5) (6.7|(8.9) (5.0)( 7.0
Elevation of
erythrocyte i 2% | 29 |Ng | 20 | 33 |CDX>CEX| 13 | 23 |CDX>CEX) 12 20 |CDX>CEX
sedimentation slight 43.3)|(50. 9)| N5 |33.3)|57.9)| **(@), @) [|@LD|@0.4)| *1),2) |20.0)|35. 1 *(1) @)
rate
16 | 12 34 | 14 43 | 29 45 | 33
none (26.7)((21.1) (56. 7)|(24. 6) (71.7)((50. 9) (75.0)(57.9)
(1) WILCOXON test (Percentage)

(2) U-test
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Fig.7 Swelling (Acute tonsillitis)
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Fig. 8 Pus fur(Acute tonsillitis)
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CEX group[_ ="
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? severn

LMAULEEOLRALHETIZS, 5 7 HEDEE
FHEHETIL3 A HORATT CDX & 5Ma CEX #
LRt l, AR TR Y, FRLITETY 3
5 AACHETEEN AL, 5 A BOMER, BEcs
WTHBE DR %R LI (Table 17), Zh b O £ %
THRMWOENT T HeDIE A2FTEXEDHRL NIEEIRD
W Grh o TEFE OB 2 Fig. 7, 8, 912iLic, L
MY UMTEIEE O 5T, WRETF oM T~ &
B, BEETLCL, OPEELFFEL LI LA

Fig.9 Elevation of erythrocyte sedimentation rate
(Acute tonsillitis)
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Fig. 10 Temperature (Acute bronchitis)
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WThORHBERCHEV TS, FHTHERTH > T
0, BCEE RO 3 A B ORUITE, BWH>E, 3H
B, 5 HADHKETHS (Table 18, Fig 10, 11, 12),

L, SDESTERREZRL AT 2= X DK
2EL DT VRV AVICERAR, ARENRY AL ARK
PR EFL, 2o, MERREAHLTRELTVSS
LKA 7L LB AY, kEREAD 10T
o EHERI LT b, HAEFNVHEECIED TH 5

Table 18. Transition of

, AFBEGC L), MEREIMEIRTY, v
ARPD =D, FOREN= R 7 ERtctodThuLh
LEX Do o TEHEMLTE YT OYAH D HEGR
BEWTULIr»5MBROTHNEABTHALEL
Z)o

X THIEESDIEEL LB 5 MEHIIFRD &
¥h, ABRHEEORBRINE Bk D Liuc i
LTHBINTH »foo MIC LGRS BT 5B RED

symptoms (Acute bronchitis)

ggatthrselnsg On the 3rd day On the 5th day On the 7th day
Symptoms
CDX |CEX | Test |CDX | CEX Test CDX | CEX Test CDX | CEX Test
group|group|result |grouplgroup result group|group result group|group result
higher than 3 2 0 0 0 0 0 0
39.0°C  |(10.0){( 6.3) (0.0)[( 0.0) (0.0)( 0.0) ( 0.0)/( 0.0)
. 8 | 15 0] o 0| 2 0] o
38.0~38.9°C | (96"7)| 46. 9) (0.0)[( 0.0 (0.0)[(6.3) (0.0)[( 0.0)
Temperature ” " N.S. 0 0 N.S. ) 3 N.S. 5 3 N.S.
37.0~37.9°C | (4373)|(34. 4) (33.3)|(31.3) (3.3)|( 9.4) (0.0)[( 9.4)
lowerthan | 6 | 4 20 | 22 29 | 27 30 | 29
37.0°C  [(20.0)|(12.5) (66. 7)|(68.8) (96.7)|(84. 4) (100 )/(90. 6)
6| 6 1| 4 0| 1 0l o
Severe  1(20.0)|(18. 8) (3.3)]12.5) (0.0((3.1) (0.0)[( 0.0)
Pharyngeal . 16 14 15 10 10 8 4 3
pain mild (53’3438 NS 0 0laLy] NS |@n3les.o] NS |aalcoa NS
8 | 12 14 | 18 20 | 23 2 | 29
none (26.7)((37.5) (46.7)|(56. 3) (66.7)((71.9) (86.7)(90. 6)
. . 20 | 21 8 | 11 4| 7 2 | 2
intensive (g6 7)((65. 6) (26.7)|(34.4) (13.3)|(21.9) (6.7((6.3)
. 10 | 11 18 | 18 15 | 16 11 | 13
Cough mid 3y aea(NS e ol n| NS lenojeo| NS | njwe NS
0ol o 4| 3 1| 9 17 | 17
none (0.0)[( 0.0) (13.3)[( 9. 4) (36.7){(28.1) (56.7)((53.1)
) . 13 | 14 51 5 3| 1 210
intensive 4373y (43.8) (16.7)|(15.6) (10.0)[( 3.1) (6.7))(0.C
. 15 | 17 17 | 22 12 | 17 8 | 8 :
Sputum mid  |s0°063 0| NS 6. nles s NS |wnojean] NS jeeneso] NS
2 1 8 5 15 14 20 24
none (6.71(3.1) (26.7)|(15. 6) (50. 0){(43. 8) (66.7)/(75.0) B
. . 3| 8 1 4 0| 2 0l o
Intensive (10, 0)|(25. 0) (3.3)[(12.5) (0.0)[(6.3) (0.0)(0.0
. 21 | 15 9 | 13 |CDX>CEX| 10 | 12 6 | 10 .
Rale mild ool NS |0 ojwo s @ |@aens| NS jeooely NS
61 9 20 | 15 20 | 18 24 | 22
none (20.0)/(28.1) (66.7)|(46.9) (66. 7)/(56. 3) (80.0)/(68. 8) -
10 | 12 41 9 2 | 4 3] 1
remarkable |3373)|(375) (13.3)|(28.1) (6.7)](12.5) (10.0){( 3.1
Ehﬁ?mnOf 12 | 17 |CDX>CEX| 12 | 17 13
erythrocyte . 11 15 > By \ N.S.
edimentation|  slight |ag'nl et | NS @ olea | W@ (@006l NS 00406
rate 1 T
9| 5 14| 6 16 | 11 21 | 18
none (30. 0){(15. 6) (46.7)((18.8) (53.3)1(34.4) (.0j66.5
(1) WILCOXON test (Percentage)

(2) U-test
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Fig. 11 Rale (Acute bronchitis) Fig. 12 Elevation of erythrocyte sedimentation
rate (Acute bronchitis)
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BMLATWERE ChoDFERCERTSLDLER
bh b, MENEZES : Comparative human oral clinical
. — 1 f cefad il, halexin, d
U 7 0 HRGABRE 3613 5 B E /e B A9V BIIE R O bt pharmacology of celadroxll, cepha exin, &
/ B . cephradine. Antimicr. Agents & Chemoth.
VC% Z)o f‘%&h?‘i%%bi CDX ﬁk%ﬂf’ﬁﬁﬁ%ﬁﬁmfﬂib 11 331~338, 1977
T EPRE R, CEX RS Wb T3 4 H, & 2) BUCK, R.E. & K.E.PRICE : Cefadroxil, a new
o527 »r AKY vEOFOEIER 2 EEKT 5 broad-spectrum cephalosporin. Antimicr.

Agents & Chemoth. 11 : 324~330, 1977
3) JoLLY, E. R.; D. M. HENNESS & D. RICHARDS:
Human safety, tolerance, and pharmacokinetic

i AS,
LI DR CDX 750 mg, CEX 1,000 mg # &

RBT, CEX #5R X D 5 BT, KH2ER studies of cefadroxil, a new cephalosporin
TR BRI D B R VxR Lico $E -~ THRAEI D&M antibiotic for oral administration. Current
Bk, SMEETE~DEENT VR LED, K4 Therapeutic Research 22 : 727~.736, 1977

4) HENNESS, D.M.; D. RICHARDS, P.]J. SANTELLA
& J. RUBINFELD : Oral bioavailability of cefa-
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1) PFEFFER, M.; A. JACKSON, J. XIMENES & J. P.DE Clin. Therapeutics 1 : 263~273, 1978
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CLINICAL EVALUATION OF CEFADROXIL AND
CEPHALEXIN ON ACUTE TONSILLITIS AND
ACUTE BRONCHITIS BY DOUBLE BLIND METHOD

Krvom: Miura
Department of Internal Medicine,

Health Insurance Miyagi Secondary Hospital

Tatsuo Sato
Department of Internal Medicine,

General Kesennuma Hospital

TEerRasu MiyAMoRI
Department of Internal Medicine,
Public Katta General Hospital

Ken-icar Onno
Department of Internal Medicine,
Sendai Social Insurance Hospital

KEeizo6 MatsumoTto
Department of Internal Medicine,

Institute for Tropical Medicine, Nagasaki University

Nosuya Ocawa

Department of Pharmacology, Ehime University School of Medicine

For the purpose to compare the clinical efficacy and side effect of cefadroxil (abbreviated hereinafter
as CDX) and cephalexin (abbreviated hereinafter as CEX) in acute tonsillitis and acute bronchitis, CDX
and CEX were administered orally for 6 days at the daily dose of 750 mg (divided into 3) and 1,000 mg
(divided into 4) respectively, and clinical efficacy, side effect and utility were compared between two
drugs by double blind method, and the following results were obtained.

1. In acute tonsillitis, CDX (daily dose of 750 mg) tended to be superior significantly on swelling
and pus fur by the examination (judged by physician in charge) on 5th day of administration in com-
parison with CEX (daily dose of 1,000 mg), and CDX was superior significantly to CEX in erythro-
cyte sedimentation rate on 3rd and 5th day. Furthermore, CDX was superior significantly in general
improvement (judged by both physician in charge and committee). On the other hand, in the utility
rate, CDX group showed to be slightly higher than CEX, as the rate was 86.7% in CDX group while
84.2% in CEX group.

2. In acute bronchitis, CDX administration (daily dose of 750 mg) was almost equal or slightly
superior on general improvement and each symptom improvement in comparison with CEX administra-
tion (daily dose of 1,000 mg).

3. Frequency of side effects was less in CDX group than in CEX group, though no significant dif-
ference was noticed.

4. Utility of the drug showed no significant difference between two drug groups both in acute ton-
sillitis and acute bronchitis.



