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Cefaclor (CCL) oEBIRMEREEIC K T 2 BRI S SICBRIBRE

FMEET - BSERE - MG - A2 B - BEHF - BARK
BRI IR I E SRR R
JEIII=PS
Wi 5B B SRR
IE &
ARFSRBEE S IR AL

Cefaclor (LIF CCL tB8) DN, MaEHIT, BARBRGERET %,

1. $HEH

B 10 #k & B AIRGR FUIRRYUER BBk S 5 Slaphylococcus aureus 20 #R&
Staphylococcus epidermidis 9 #kiz>% CCL & CEX o MIC 28l UKL 7. FHERFRET,
108 cells/m] OEMEEIC TR L 20 Staphylococcus aureus FDA 209 Pika> MIC {Eix 0.39 ng/
ml T, Staphylococcus aureus 20 #Tiz MIC @& — 75 0.78 pg/ml & 6.25 pug/ml &SR,
Staphylococcus epidermidis 9 #%TlE 0.19 pg/ml 1ZH Sh .

2. e MERURE, FRIEEERTIE

CCL 13 mg/kg 5 17 mg/kg A REHRAT 1 FRIICAARIZS L, micro-pore ki &% Bioas-
say BECHEIEL 720 M7 5 HIOFISZ 1.2 ug/ml T, Rtk 4 HiTix F9 1.6 ug/g, LR 1 HIT
i 2.3 pg/g T?D')f:o

3. ERERIRERHL B B

apEthE 2 58 41 ONR 48 i, KA 10 ), 1BtkrhBERZVERE 5 i, 2Rk 8 i, W
BB 2§, BYE 1 BloAaEr 74 flic>& CCL OERRBRETTE - 720 R AMNE % 58
FloS BERh 39§, A%y 10 4], BRE 84.5%, 1@rhERAaksE b fiTiaEz 2 #, A%
1, B%hak 60.0%, ZvERbks 8 HlTixER 5 I, A% 3 HITHEER 100%, Wk LS
20, B 1 BlE HICESTH » 70 BIERICIZ 1 BUCIROIRELR S Nc DB THITHTE T &
bORR SN - 1,

FEHEERE 10 k& B RIAGRIRSERE S SRR D
i U & I b, Staphylococcus aureus 20 ¥k, Staphylococcus epi-

CCLI3, XM Eli Lilly #: TR XN I#XLIf cephalospo- dermidis 9 k> MIC ZflEL, CEX EHE LI, F
rin FHAEMA T, Fig. 1 IGRTHEREAB L, BRORET

Table 1 MIC of CCL (Test strains)
Chemical struclure of cefaclor

s Staphylococcus aureus FDA 209p 0.39 (ug/ml)
@’({“COXH Micrococcus luteus ATCC 9341 0.19
: NH, N Cl
ooH Bacillus subtilis PCI 219 0.19
Cefaclor
Bacillus subtilis MB-32 0.19
Bacillus subtilis ATCC-6633 0.19

BoDIRINIAE AL &ICHT B AE TR in vitro Kk
AREMEAH CEX 1K LEn TS,  ERH TP p T iER
TERLOBMMB RIS, SSIAEELEHOHTENE SR
T3, FOICHETHWIE () »oAREAOREERZ T T

Bacillus pumilus 1FD-3028 0.19
Bacillus cereus var mycoides ATCC 11778 6.25

- Micrococcus lysodeikticus 0.19

BREROMSICE TN, B AAGRRIRE Yt 3 3 BK .
RRTET ORGE G- DTHET 5o E. coli NIHJ JC-2 6.25
Proteus vulgaris MB-838 0.78

m B A
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Fig. 2-1 Accumulative distribution of MIC
S. aureus: 20 strains, Inoculum: one
loopful of 108 cells/ml
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Fig. 2-2 Correlogram between CCL and CEX
(S. aureus. 20 st.)
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CCL

I B AR CEFUE S SRR L, TR TITE -
720 T1ibh B 100 wg/ml, 50 ug/ml, 25 pg/ml------, 0.20
pg/ml ® X 51z CCL, CEX D 2 {EHRRIIBELSE
@ Heart infusion ZEXRIGHIEMR Fic 108 cell/ml F25F
D% Stamp REERGAERL THEREL, 18~24 K
RO O B IR FHERIEEE 2 RIEL 7.

iRk MIC (3 Table 1 LRI &L T,
Staphylococcus aureus FDA 209P TiZ 0.39 pg/ml, E.
coli NIHJ JC-2 Tl 6.25 ug/ml Th - 720

P RE T,  Staphylococcus aureus 20 kD
MIC (3Fig. 2-1 it7)R& e &L T, CCL @ MIC
E—213 0.78 ug/ml & 6.25 ug/ml it b, CEX iC

Fig. 3-1 Accumulative distribution of MIC
S. epidermidis. 9 strains, Inoculum: one
loopful of 108 cells/ml
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e~ BREHHkTiR 1 BB ChTnss, —4 CCL
fitHEDSS #kS Stz ¢ OEBERFKIT Fig. 2-2 ITRS
i CEL T, BTz CCL s CEX it
1ERE BT ZEELTHS BThY, —Hil
PERETIIARX D 1 kR o hicds, CEX hSER
Z4ET CCL filthtkds 4 #ka Shico  Staphylococcus
epidermidis 9 #a MIC X Fig. 3-1 OZ&KT
CCL m¥— 213 0.19 ug/ml icH Y, LHBRIFIRZ
#AERL, CEX Ich~ 1~2 BEBEL REN SO0
720 Fig.3-2 1372 OMBBET, 6 #icshi IR
Hohtchs, Mo 3 T3 CCL © MIC ot CBX
KOBTH S Edbd ot
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mER R, LRFEEERSITRE

7Fh5 10 FETO/NEOR 4 Bl BAD L
i 1 gl 2 ThoEomE 5 flo CCL o
FREARIEL 7o FEFNIRBIGLMBITES S 2 002
L EEBTRATFMRETRE EMRE L, BTN
1 BRICAREN RS ¥, il & FRHCR ML BF 1778
», BB —20°C ITHELIDL X RICTRF4 %
L, buffer T 3 fEHRL THRAPFHEFALE (AR
M Insonator Model 200M) ic Ty 200 W, 2~2.3
A T 20 4[5 homogenize L, 10,000 [z 10 4 id
ARELELIcDD, EBESEEURIKE U, Mt
1,000 [z 5 AEOHETMFEESTEEL#BIxE Lz,

Fig. 4 CCL Standard curve
M. luteus ATCC 9341 T% = 40,0.2% v/v
(6x10% CFU/ml)
Trypto soy agar (EIKEN) pH 7.3
pH 6.5 Phosphate buffer (0.1 M)

1 1 L 1 1 1

1
20 (pg/ml)

EHAIL —20°C THEEREL, WEOBICHEL THE
AL 720 Rl HENE Micrococcus luteus ATCC 9341 %
SREREI & L 7- micro-pore #: (Bioassay) & i 7z,

micro-pore & 3T 4 OHKEICTHERERIEMICH
FUTXHRAEELET, R Iem DY v+ — VICHFEL
TE& 0.25 cm OFEREHHKE, HE 0.5 cm OR%EH
Fzomic 0.04 ml OMEEEATEPDHET, §T
I ABPC 735 t8C aminoglicoside RinA#T1 Tk

i v 7k & D EFMED KEE A TIRNEM, 0
micro-pore EIIFHMHHUT, MEICSLLOSTHE
KIDVEEA & K& HIEMAAERL, E—EEiIck
AL S D& /N, BB EMBHS
DICEINIDTHEZZETIE, & v THEICARZ T micro-
pore HEAEFERAL T3, TDHERERINICH I {hD
WEBBRAREFECHNTEE 26D TRITNEERT
3%, Fig. 4 {3 micro-pore #:icTHIEL - CCL ©
standard curve T, RIFREMRILEASR SN, <
DI 7 7m0 GHE -1 FNEND BIKD BITEER
Table 2 IT/RL 7o #5833 mg/kg~17 mg/kg DX
O#%5<T, 1 BR#o@smE 0.3 ug/ml~2.7 pg/ml
T¥ 1.2 pg/ml, RHk 1.2 pg/g~2.3 pg/g < Y
1.6 ug/g, FERTKIEE 2.3 ug/g TH -1z Table 3 i
Fig. 4 it;R& 7z CCL standard curve o[ElJFHE &
&, PRI K-> TE SN MER VRN, FRREERS
TREERL TS, () NIZERFERD HEXLVE
Shtc KBEMBO 95% EERAEZRT. ChoDfE
I3, panafacom C-15#l=4 s/ ma v . — 2 TEHE
NrcdboT, YiMiEMo &E%%, XEELATT,

(X1, Y, (Xs, Y2), (X5, Yg),ooeee (Xa, Yo) Zn3do

0.1 0.3 06 1 2 5 10
RlEEE Licisa, BN_FkictY=2a+bX (X
Table 2 Concentration of CCL in serum, tonsil & sinus-membrane
Case No. Dose (mg) Serum (ug/ml) Tonsil (ug/g) Sinus (ug/g)
1. SK. 500 (17/kg) 27 12
10 M. 29 kg P.O.
2. MN. 500 (16/kg) 15 1.7
10F. 31.5kg P.O.
3. M.S. 400 (17/kg) 0.9 13
TM. 23 kg P.O.
4. EO. 400 (13/kg) 0.6 23
8F. 32kg P.O.
S. T.0.
T.0 750 (15/kg) 03 23
Adult M. P.O.

after 1 hour
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Table 3 Concentration of CCL in serum, tonsil & sinus-membrane obtained by regression equation
Y =2.8858 + 1.49681logX, Correlation coefficient = 0.9996
Case No. Dose (mg) Serum (ug/ml) Tonsil (ug/g) Sinus (ug/g)
1. SK. 500 (17/kg) 2.56 1.13
10 M. 29 kg P.O. (2.43~2.69) (1.08~1.17)
2. M.N. 500 (16/kg) 1.50 1.68
10F. 31.5kg P.O. (1.44~1.59) (1.63~1.73)
3. M.S. 400 (17/kg) 0.78 1.18
7M. 23 kg P.O. (0.72~0.85) (1.13~1.23)
4. E.O. 400 (13/kg) 0.54 2.22 -
8F. 32kg P.O. (0.49~0.59) (2.10~2.20)
5. T.O. 750 (15/kg) 0.22 2.15
Adult M. P.O. (0.20~0.24) (2.17~2.27)
( ) : Range of Tissue concentration value expressed as 95% reliance limit
Table 4 Tissue concentration of cephalosporin group
Dose (mg) Serum (ug/ml) Tonsil (ug/g) Sinus (ug/g)
250 P.O.
Child 4.80:4.43 5.85+1.52
after 2 h.
(n=5) (n-5)
300 P.O. .
CEX Child 2.60+0.97 5.72+0.54
after 2 h.
(n=4) (n=4)
500 P.O. .
Child 5.37+2.81 7.00£1.63
after 2 h.
(n=5) (n=3)
250 P.O. .
Child 5.18+2.96 2.70+0.31
after 2 h. . -3 3
CED (n=3) (n=3)
250 P.O.
X Adult 1.00 2.34
after 2 h.
200 P.O. .
CFT ) Child 0.53+0.48 0.64:0.28
after 2 h,
) (n=8) (n=8)
+ : standard deviation
=10*) 723 EFERERD TS, Y= AL, Ve=_SE Sa=S(YY)——(%%§—%)—2
= ’ E ’
a+BX OHEEIE a, b i e (
_ — — _ 2
a=Y-bX, T=Y/n, X=X/n S(YY)=ZY*~(ZY)¥/n
b=S(XY)/S(XX), S(XX)=2X?*—(2X)¥n Ze=n—2

TkbEh3, ThS0fEIE Table 2 ICRUEER
—%L, () ADEDIES/NEL Eﬁﬁﬂ)‘ﬁ“
standard curve THBEEZ SNE.

#ROM cephalosporin RiiAMEDMMBTELN

S(XY)=XZXY-XXXZY/n
F7:, EREMOREEL D, BERER 8 © 95%
EFIRAFZ
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Table 6 Overall clinical'results with CCL
Diagnosis No. of patients | Excellent .Good Fair Poor Efficacy rate (%)
Acute Otitis Media 58 39 10 6 3| 84:5
Child A 48 34 9 4 1 89.6
Adult 10 S 1 2 2 60.0
Acute exocerbation |
of chronic otitis S 2 1 1 1 60.0
- media
Acute tonsillitis 8 ) 3 _ 100
Peritonsillar abscess 2 2 100
Furuncle of the nose 1 1 100
Total | 74 49 “ | 7 4 85.1

a3 L, NROMFETIZ, CED> CEX> CCL> CFT
DIFICBITBRNTF -4 Th %, /NRORMTIZ, CEX
>CED> CCL> CFT DIETH 31Y, EOFFD 48t
FUTOBEBRTEEOBERENATHL2EN LTSNS
#, CCL 0o dh ORI SO2EMNRONI, 8B
Re 0BT - 2 DBMEROREI NI F-27Y kb
BEVMETH-7:D13, B%5 <L KD RERHAERH 1
ARMBN D THA D E#£Z S5hb, (Table 4),

B KA BR B TR

FRRBERERBAED > b MHKE S FIc Bl
ICTERL 72 CCL DEEKRERIRSS % Table 5 ITRT,
EHIZ 2t (LB R E % 58 B N 48 fl, A 10
), B E AR HIBE b 4, atkiREER
% 8, RHREDHIESE 2 4, BB 1 BITH B RS
BUNROBA dry syrup %4y 30 mg/keg/day, cap-
sule DEARIERICHHET 750 mg/day » 5 1,500
mg/day L 1 A 3~4 ENCsEIRSE L1, 5 A
B3~16 BTH 1o ZDRER, B2 49 #l, Bz 14
B, 0B 7 6, R 4 PIT, B, BYEHE
Bt 85.19% T& - 7- (Table 6),

B HEHEIC DT TRIED HEICERTHS
¥, BBURTROBEICHE > T B,

Y BQ®E% 3 BET TICESERD HEKL,
FRICEL WEEN S SN b Do

AR FHRE % 6 BB TIC EMERSHEEL,
FROBEHS 51 b Do

POEL)  BRRE® T BAMZ TERD HELS
URFROUESS S hicbDe BV 6 BAET
IERZBRL T 4 TR OWES TS TR D,

Efficacy rate = Excellent + Good / Total (%)

%) EFRIRE RS FERDPEERETHROEES
HSNIOED, H5VIEIERRSICELhHSTER
RO VIFRRDBILL 12 H D,

BWWER & LTid, A&l capsule 750 mg/day 5
8 HEICRVEREAL R Uichs, MEERETHETH -7
b0 1# (No. 58) %#RicicdEnmot, 0B, #
LOBERIRER, HRELLEESTNTHRBERES
Thottcdh, BEAEEREINTEST, BEOKL
ZROECAELT

% %

4@, CCL DEEKIBRERZ TERLUAER, CoF
RDEFEICHENBOERTH 1. L0 DIFETH S, 12
PEEREDS KTH2 &0 Fis BUADT 555,
ZOEFF ER->TNZ DI, BHOBEX L, BERLE
HEIHED St & LIFTHSH, HEHCELT
13, %% DEEL 7 Staphylococcus aureus, Staphylococ-
cus epidermidis 1ZOWWTIE, CEX Xy HiEL MIC
AR L, CORKOREN:E L THIBOEEER
Ml & SNT B ADHERBHED B X IC DA - 72D T
1275 A D e Ml Staphylococcus aureus drhic CCL
fiftEkkD CEX XD 6 H L RONAEIEETHD, C
U3 B-lactamase ORTHFEE LTS 7 LIGHREDE
g ER=V ) F—ECRRELLZBPITH A,

HERBmcEL TR, mERURK, SRR~
TIZ CEX XV HBERETH 7o CCL Mkt |
DPORZEREANC D ST, BRKEBERBICTIR
550 1rHEL b RELILCEDL., MmiFE#EA buf-
fer WD standard curve I SHAF SN F =2 &
Wote®DEA9. LU CEX ofilizokicl~T,
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Table 5-1 Clinical studies with cefaclor
Case Administration method
No. | Age Sex Diagnosis Daily dose | Term | Total dose Course
Bw (kg) (gX time) (day) ®
Y K.
. . . Sec. (+) 5d - (-
1 3M.5 s M Acute otitis media 0.05x4 3 1.6 Red. (¥ 5d ~ g_;
K.0O
2 | 3M. Acute otitis media 0.05x4 | 4 08 |pa & 6389
MM
i . Sec. (++) 4d = (-
3 | 3M. g M Acute otitis media 0.1x3 8 2.4 Red. (+)) 7d > E_;
AK.
. i . Sec. (+) 3d - (-
4 | 6M. g M Acute otitis media 0.1x3 4 1.2 Red. () 3d - E_g
H.H . . Sec. (++) 1d = (-)
5 | ™. g M Acute otitis media 0.1x3 4 1.2 Red. (+) 3d - (o)
™™™ N
. L. . Sec. (+ 5d = (-
6 | 8M. g M Acute otitis media 0.1x3 8 24 Red. 23 11d » g_;
MY
ies . Sec. (+ 2d > (-
7 | M. 8 M Acute otitis media 0.1x3 8 24 Red. g+§ 6d ~ E__;
Y.H. Sec. () 1d =>(+H)
8 . Acute otitis media 0.1x3 8 2.4 2d = (=)
10.5 Red. (+) 9d > (-)
Y.H. . ) Sec. (++) 2d ~>(-)
9 | IM. 9 M Acute otitis media 0.1x3 4 1.2 Red. () 3d~> ()
ONlle.I. P A ctis medi 0.1x3 3 09 [Sec. () 1d > (-)
10 |1 ‘8 cute otitis media 11X . Red. (+4) 4d - (v)
AA.
) " . Sec. (+ 2d > (-
1| 1M TF | Acute ofitis media 0.1x3 4 R P R e x|
HY
- . Sec. (+ 2d = (-
12 | 137 M | Acute otis media 0.1x3 8 24 35 Q9 ¥3Y
K.H Sec. (+) 4d >(++)
13 | 1Y. Acute otitis media 0.1x3 8 2.4 5d = (-)
9 Red. (+) 9d = (-)
14 | 19"V E | Acote otitis medi 0.1x3 4 12 [See. () 24 ()
Yo s cute otitis media . . Red. (+) 4d = (-)
MY
. . . Sec. (++) 2d > (-)
15 | 1Y. " M Acute otitis media 0.1x4 8 3.2 Red. (¥) 5d - ()
MK
. . Sec. (+) 7d > (-)
16 | 1Y. I M Acute otitis media 0.1x4 11 44 Red. (+) 10d = ()
K.T
. . . (+) 6d > (-)
17 | 1Y. " M Acute otitis media 0.1x4 3 3.2 %eecd‘ 2_,_,_; 4d > E_)
M.A
s » . Sec. () 5d ()
18 | 1Y. 12 M Acute otitis media 0.1x4 16 6.4 Red. (+) 7d > ()
S.T.
. : G d~>(-)
19 | 1Y. 3 Acute otitis media 0.1x4 8 3.2 ie;i. g_,_g %d > ((_)
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Side CCL CEX ABPC
Effect Bacterial isolates . MIC . MIC . MIC
effect Disk 10° | 10° Disk 10° | 10° Disk T10% | 10°
++ - S. aureus ++ | 25 3.13 | +++ | 25 12.5 -
++ - S. epidermidis +++ | 25 3.13 | + [125 125 -
+ - S. aureus +++ | 6.25 | 1.56 | +++ | 12.5 | 3.13 -
++ - (No inspection)
++ - S. aureus +++ [ 6.25 | 1.56 | +++ [ 12.5 | 6.25 | ++
-+ _ S. aureus +++ 313 |0.78 | +++|3.13 | 1.56 | —
G(+) Coccus
+ _ S. pneumoniae +++ +++ +++
G(+) Coccus
S. epidermidis ++ ++ -
++ -
G(+) Coccus
-+ _ S. aureus +++ [ 6.25 | 3.13 | +++ | 12.5 |3.13 | -
G(+) Coccus
+ - S. aureus 6.25 | 3.13 12.5 | 6.25
-+ _ S. epidermidis +++ [0.78 | 0.2 | +++ | 1.56 | 0.78 | +++
G(+) Coccus
+ _ S. aureus +++ +++ +
Ps. aeruginosa — | >100{>100 >100({ >100| -
S. epidermidis +++ (125 |12.5 | + [12.5 |[125 | +
+ —_
G(+) Coccus
++ _ S. aureus ++ +++ -
G(+) Coccus
+H - No growth
-+ _ S. aureus ++ ++ -
Haemophilus +++ ++ +++
++ - No growth
+ - No growth
++ _ Q-Streptococecus +H+ +++ +++
G(+) Coccus
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Table 5-2 Clinical studies with cefaclor
_ Case Administration method ]
No. | Age Sex Diagnosis Daily dose | Term | Total dose Course
Bw (kg) (gXtime) | (day) (8
20 | v u Acute otitis media 0.2x3 12 72 |Sec. (M) 7d > ()
15 ’ ’ Red. (+) 9d - (-)
2 | 1y oue Acute otitis media 0.1x3 10 30 [Sec () 7d ()
2 ~ : Red. (+) 7d > (-)
2 | 2v6i F Acute otitis medi 0.1x4 3 1.2 | See () 1d = (-)
£ cute otitis media . . Red. (+4) 2d > ()
y ]§MT F A s di 0.1x4 8 2 Sec. G*) 5d = (-)
23 | 2 2 cute otitis media 1X 3. Red. (++) 8d = (¢)
Y.L o . Sec. (#) 2d =>(-) 7
24 2Y.1105M.F ~Acute otitis media 0.1x4 4 1.6 Red. () 9d = (4)°
25 | 2vNomr Acute otitis medi 0.1x4 5 20 [RPain () 3420
AOM. cute otitis media . . Red. (++) 7d -(2)
K o Sec. () 2d - (<)
26 |3 ‘14 M Acute otitis media 0.1x3 S 1.5 Red. (++) 5d = (%)
Y.H.
: . . Sec. (+ 3d = (-
27 | 4Y. M| Acute otitis media 0.2x3 8 w8 e 0 633
M i . Sec. () 3d > ()
28 | 4 s F Acute otitis media 0.2x 3 8 4.8 Red. (+) 8d - ()
9 [ax"%n | a itis medi 6 18 |See. (Hh) 3d = ()
. s cute otitis media 0.1x3 . Red. (++) 9d = (+)
30 | 4y S M A titis medi 0.2x3 8 48 |Sec. (B 1d > )
‘16.5 cute otitis media 22X . Red. (++) 6d = (<)
i [e™™ M | itis medi 0.2x3 8 48 |Sec. (9 7d ()
L6 cute otitis media 22X . Red. (+) 10d = ()
2 |4y u Acute otitis medi 0.2x3 4 94 |Pain (+4) 2d > ()
.17 cute otitis media 22X . Red. (+++) 2d = (¢)
T.M.
e Sec. (+) 1d = (-
3| 4Y. M| Acute otitis media 0.1x4 (O IS F I AR A e R
K.O.
R Sec. (#) 3d > (-
34 4Y.18 F Acute otitis media 0.2x3 4 2.4 Reecd. E*‘; 3d > ((_))
YT
e - . Sec. () 4d —~>(-)
35 4Y.18 F Acute otitis media 0.2x3 4 2.4 Red. (++) 3d = (-)
A.U.
.. . Sec. (+) 4d = (-)
36 4Y.18 s M Acute otitis media 0.2x3 8 4.8 Red. (+) 7d = ()
Y.Y.
.. . Sec. (++) Sd = (=)
37 4Y.18 s M Acute otitis media 0.2x3 8 4.8 Red. (+) 7d = ()
YT
: - . Sec. (+ 3d = (-)
38 5Y.18 s F Acute otitis media 0.2x3 8 4.8 Riii. 8 5d = (-)
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Side CCL CEX ABPC
B ial isolat, . MIC . MIC . MIC
Effect | effect acterial isolates Disk (5ot 551 Disk (et 157 Disk oo T 108
S. aureus +++ 4+ _
+ - Haemophilus +++ | 6.25| 1.56] +++ | 12.5| 3.13 | +++
+ - No growth
+ ‘— | S.epidermidis +++ [ 1.56] 0.2 | +++ | 6.25| 1.56 | +++
++ - No growth
+ - S. epidermidis 0.78| 0.78 313 3.13
+ - (No inspection)
++ - No growth
+ - No growth
- _ S. aureus +++ | 1.56| 0.78 | +++ | 6.25| 1.56 | +++
G(+) Coccus
- - Streptococcus 0.2 | 0.1 0.39] 0.39
++ - " No growth
¥ _ S. viridans +++ +++ +++
S. aureus +++ +++ -
+ - No growth
++ - S. viridans 3.13| 1.56 6.25 | 6.25
+ - No growth
++ _ S. aureus +++ [ 1.56 | 1.56 | +++ [6.25| 3.13 | +++
G(+) Coccus
++ - No growth
++ _ S. aureus +++ +++ -
S. pneumoniae +++ +++ +++
4+ _ S. epidermidis +++ 0.1 | 0.05 | +++ [1.56 | 0.2 +++
G(+) Coccus
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Table 5-3 Clinical studies with cef‘aclor
Case Administration method
No. | Age Sex Diagnosis Dajly dose | Term | Total dose Course .
Bw (kg) (gXtime) | (day) @)
K1
. " . Sec. (++) 12d = (-~
39 | 5Y,0 M |  Acute otitis media 0.25x3 4 30 R ) 15430
MT
-T. » . Sec. (++) 3d > ()
40 5Y.20 F Acute otitis media 0.2x3 6 3.6 Red. (++) 4d > (0)
41 | 5y ?6‘1(& M Acute otitis media 0.2x3 3 1.8 (Pain () 1d > ()
oMM . . Red. (++) 6d = (-)
a2 | ev M Acute otitis media 0.2x3 8 48 |Sec. (0 1d=>()
‘16 -2X3. . Red. (+) 7d > ()
| ev) UM Acute otitis media 0.25%3 12 9.0 |Sec. () 3d->()
. - . Red. (¥) 5d (o)
w |6y m Acute otitis media 0.25x3 4 30 [Sec. () 3d ()
s ute o . . Red. (+) 5d = (-)
as | oy m Acute otitis medi 025x3: 8 60 |Sec. () 12d > ()
: ute otitis media : - Red. (++) 12d > (#)
MM
. .\ . Sec. (+) 1d = (-)
46 | 9Y. 29 F Acute otitis media 0.1x3 3 0.9 Red. (+) 4d - (-)
47 | 10 M Acute otitis media 0.25x 4 8 g0 |Sec. (9 1d ()
30 : : Red. (+) 6d ~> (-)
ST
48 | 11Y. M Acute otitis media 0.25x4 8 8.0 Sec. () 44 > (-)
26.6 Red. (+) 7d > (-)
49 ES. o A itis medi 0.25x4 6 60 |Sec. () 2d ()
49 cute otitis media 25X . Red. (¥) 7d = (@)
K.0
e . . Sec. (++) 5d = (-)
S0 29Y52 F Acute otitis media 0.5x3 S 7.5 Red. (++g 6d = (1)
S.T. . . Sec. (+9) 1d = (-)
51 | 29Y. M Acute otitis media 0.25x4 4 4.0 Red. (+) 2d = ()
S.S. . . Sec. () 1d = ()
52 17Y‘.1~8 F Acute otitis media 0.25x4 4 4.0 Red. () 3d = (¥
S.H. Sec. (+) 5d ()
53 | 34Y. F Acute otitis media 0.25x4 8 8.0 Red. ) 74~
M.O.
54 | 64Y. M |  Acute oitis media o2sxa | 12| 120 (¥ @ 230
K.E. " . Sec. (+) 10d = (¥)
55 29Y‘.50 M Acute otitis media 0.25x4 8 8.0 Red. (+) 10d = (+)
N.I » . Sec. (++) 10d = (¥
56 | 51Y. M Acute otitis media 0.25X3 3 225 | Red. (++) 10d > (+¥)
M.T. B
57 | 23Y. F |  Acute otitis media 0.25%3 2 Ls |3 @ 130
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Side CCL CEX ABPC
Bacterial isol . MIC .
Effect | effect acterial isolates Disk 7o 105 | Disk 10°M ICIOG Disk 7 OgM [Cw,

+ - (No inspection)

+ - a-Streptococcus

++ - (No inspection)

+ - No growth

+ _ S. aureus + | >100| 50 - | >100{>100| -
G(+) Coccus

+ - No growth

. _ Akaligenes +++| 25 125 | + |50 |50 ++

- G(-) Bacillus

++ - No growth

-+ _ A-Streptococcus hemolyticus +H+ +++ +H+
G(+) Coccus

++ _ S. pneumoniae et e -
S. aureus + + —

S - Aspergillus

+ - No growth

++ _ S. aureus +++| 50 [6.25 | +++| 6.25 | 6.25 | ++
G(+) Coccus

+ - No growth

++ _ S. aureus + + -
G(+) Coccus

+H - S. epidermidis +++| 0.78 [0.39 | +++| 1.56 | 0.39

- E. coli +++| 12,5 [1.56 | +++ | 25 [ 12.5 |+++

- Ps. aeruginosa — | >100{>100| - | >100|{>100| -
_ S. epidfirmidis t .
- S. aureus 6.25 |3.13 | + | 12.5 {6.25 | +++

++ _ S. aureus +H+ ++

H. parainfluenzae +++ +++
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Table 54 Clinical studies with cefaclor

Case - Administration method I
No. | ‘Age Sex Diagnosis Daily dose | Term |Total dose Course: )
_(gXtime) | (day) (®) _
KM. sec. ) 8d >
58 | 50Y. F Acute otitis media 0.25x3 10 7.5 Red. @ 7d - (:))
59 399]'1" M Acute exocerbation of 0.25X 3 8 6.0 " |Sec. (,+) 8d = () ‘
; : Chronic otitis media . ' . . :
60 32YN'T' F Acute exocerbation of 0.25% 3 16 12.0 Sec. (++) 16d > (+)
' _Chronic otitis media : i
61 47YS'H' M Acute exocerbation of 0.25% 3 4 3.0 Sec. (+) 7d~>(-)
. o Chronic otitis media e - e {Red. (++) 4d — (-)
62 35YM'H'F Acute exocerbation of 0.25x 3 6 4.5 Sec.. (+) 1d > (-)
' Chronic otitis media : : Red. (#+)- 2d = (-)
63 37YK‘H' F Acute exocerbation of 0.25% 3 5 3.75 Sec. (+) 6d > (-)
. Chronic otitis media ' = Red. (++) 6d = (#)
TH. | .
g Pain (+) 3d = (-)
,64 s M Acute tonsillitis 0.5x3 3 4.5 Red. (++) 7d - (-)
65 | 30y F Acute tonsillitis 0.5%3 3 45 |Pain () 3d ()
%0 : : Red. (++) 3d > (-)
66 | 30v F Acute tonsillitis | 0.5%3 6 9.0 |Pain (*) = 3d ()
50 ’ : Red. (++) 7d = (-)
67 | 27¥ " F Acute tonsilitis 0.5x3 4 6.0 |Pain (+9 3d ()
. cute tonsulitis . . Red (++) 4d__>(+)
68 | 17Y. M Acute tonsilliti 0.25x4 6 6.0 |Pain (9 3d ()
P ute tonsillitis . . Red. (++) 3d = (-)
89 | 26v M| Acute tonsilitis 0.5x3 6 9.0 [Pain (+) 2d > ()
56 ! i . : Red. (+) 3d > (4)
70| 20 F Acute tonsillitis | 025x3 4 3.0 (Pain () 2d ()
56 ’ + : : Red. (+) 4d > (¥
n 2y M Acute tonsillitis 0.25%3 7 5.5 [Pain (+H) 5d ()
’ : : e : Red. (++) 9d — (-)
S.uU. | Pai ) 2d > ()
72| 4OY, M Peritonsilar abscess 0.5x3 3 45  |Pain (%) (-
5 |
73 | a0y M } Peritonsillar abscess 0.5X3 4 6.0 |Pain (+) 24 ()
59 ’ ' : Swe (+4) 2d = (2)
74 57YM'M'M Furuncle of the nose 0.25x 3 3 225 |Pain () 5d > (-)
! : : Swe (+) 5d > (=)
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Side CCL CEX ABPC
Effect Bacterial isolates . MIC . MIC . MIC
effect Disk 10° | 10° Disk 10° | 10° Disk 10° | 10°
Soft stool | S. aureus o+ +
t 8th day) L .
transient’ | S- aureus, Fungi .+ b
t - S. aureus +++ ++4+
- - No growth
|
++ - S. aureus +++ e+
++ - G(+) Coccus
+ _ S. aureus +H+ 4+
G(+) Coccus
++ - S. aureus +++ 4+
++ - B-Streptococcus
+ - a-Streptococcus
+ - Q-Streptococcus 0.78 | 0.39 6.25 | 3.13
+ - Streptococcus 0.39 ] 0.39 0.78 | 0.78
+ - a-Streptococcus 1.56 | 0.78 6.25 ) 3.13
+ - S. aureus 6.25| 1.56 12,51 3.13
++ _ C-Streptococcus hemolyticus +++ +++
Hoemophillus +++ +4+
+ - B-Streptococcus 0.78 1 0.2 3.13 | 0.78
-+ - A-Streptococcus hemolyticus
+ - S. aureus 25 | 313 | +++ | 12.5] 3.13 | ++




710 CHEMOTHERAPY DEC. 1879

CCL DFRAT D EMRKHE - 72 FLIEAD k& Hro e (CFT) ito\ T OE AIREEHRBICE 1 530 Chemo.
z & (standard @ 20 pg/ml T#5 cm OREIEF) <, therapy 24(9): 1954~1961, 1976
ZOMIEFMSMETH »7-C &, H3OIMEREIRIC D 3) &R 18, AXFIK: Cephalexin DL,
FAUMIEANB O NI L LBEEEL D E, TOHHE Chemotherapy 18(4): 451~457, 1970

HOW®E, RO LB phsbh, in vivo IKTHHE 4) @R 8, AXFR: BELMERN S SEEICK 54
HEONERATEBTHSS LBGRENS, MBEREIRICHT SHheo Chemotherapy 19(3): 159
~164, 1971
ERERGICEIL TI3, ¥, b T 85.1% '
=i i, 3 : ° .
EFECE OB N BRI 51255, ) A MR TRERHOBIRE. SRk a0
INROBIERELRD X 5 15 BRBRIEIORE b DR ’

- - 6) BiLL, N. J. & J. A. WasingToN II: Comparison of iz
LT, atmikk, REBERGIC 1008 0F%

vitro activity of cephalexin, cephradine and cefaclor.

Epsonicc i, ReOHREENTBHDTHS Antimicr. Agents & Chemoth. 11(3): 470~474, 1977
Do 7) KorzeNiowskl, O. M.; W.M. SCHELD & M. A.SanpE:
e # Comparative pharmacology of cefaclor and cephalexin.

Antimicr. Agents & Chemoth. 12(2): 157~162, 1977
1) A& 0, BEERE, MEE=, ¥EEHHF : Cefradine 8) MEYERs, B. R; S. Z. HIRSCHMAN, G. WORMSER, G.
(CED) 0E RIRGEREIRICE T 2B S S BEREY GARTENBERG & E. SRULEVITCH: Pharmacologic studies
3+, Chemotherapy 23(1): 529~540, 1975 with cefaclor, a new oral cephalosporin. J. Clin. Pha-

2) A% B BERE, MEE=, HESHH . Cefatrizine rmacol. 18(4): 174~179, 1978

LABORATORY AND CLINICAL STUDIES ON CEFACLOR (CCL)
IN OTO-RHINO-LARYNGOLOGICAL FIELD

KeNj1 WADA, SHUNKICHI BaBA, JirRoH KATOH, JuN Honpon, TsutoMu HAaTANO and YAsuo Suzuki
Department of Oto-rhino-laryngology, Nagoya City University, Medical School
Masao TSUKIYAMA
Department of Oto-rhino-laryngology, Tohkaiteisin Hospital
TAKESHI MARUO
Department of Oto-rhino-laryngology, Shouwa Hospital

From the laboratory and clinical studies on cefaclor (CCL), the following results were obtained.

1) Activity of cefaclor was measured by the plate dilution method on 29 strains isolated from patho-
logical materials in our clinic. The peaks of MIC were 0.78 ug/ml and 6.25 ug/ml with Staphylococcus aureus
(20 strains) and 0.19 pg/ml with Staphylococcus epidermidis (9 strains).

2) Tissue (tonsil and sinus-membrane) and serum concentration of cefaclor were determined by micro-
pore method in humans, and compared with those of cephalexin, cefradine and cefatrizine.

The mean concentration of cefaclor 1 hour after 13~17 mg/kg dosing was 1.2 ug/ml in serum, 1.64g/g
in tonsil, and 2.3 ug/g in sinus-membrane.

3) Cefaclor was used clinically in 74 cases of ear, nose and throat infections, and its effective rate was
85.1%.

4) Adverse reaction was observed in one case as soft stool.



