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INRRMEBIC 30 5 Cefaclor dry syrup OEBEH, HIKHKRE

IR 8 - FRINERR - FBEEM - BE #
T ST A S T B N AR

$r#& O cephalosporin #| Cefaclor iCBAU TEMH, HEMMETEITIL, LT OEmER .

1) EEEEAEED Staphylococcus aureus 14 #k, Escherichia coli 9 £, Klebsiella pneumoniae biovar.
oxytoca 42 ¥k, Klebsiella pneumoniae, Salmonella typhi 4 3 #k, Salmonella B £, Proteus mirabilis,
Proteus morganii %& 1 #, Enterobacter 5 #k, Pseudomonas aeruginosa 8 ¥RiCDOW\T, AFDEK
NREMIFEE%S Cephalexin & KLU 720

Staphylococcus aureus, Escherichia coli TiZ, 10°/ml HERITE W TRAFDHHBENE/NEBIHE
ILBEERTEMRDS S, - o3, 105/ml TIRFFRIZRAS, BRETRAFOHRENDOEMST Ch
TWfz, 10%/ml T Cephalexin & b  RFNCIBEREZM AR - EKRIZO TS Ampicillin kR
T -1z, Klebsiella pneumoniae biovar. oxytoca I BT HEBEEAN A S Nizo

Klebsiella pneumoniae, Salmonella, Proteus mirabillis Tix, A%z Cephalexin X v 155 hic
$ Tz, Proteus morganii, Enterobacter, Pseudomonas aeruginosa <33 L Tld, mFlE diF
LAETENEREED - 12,

2) AH|& Cephalexin @ dry syrup OWBIUTDINT, FHRAEBNT cross over test 21778 -
720 100 mg/kg 1 EROHEH/OE— 7 MEEEIL, A#lix Cephalexin ICHATRREND, ©
—7ICETARMIERL, MPEELEREMSE, area under curve k& WEIHEYD 51,

3 Blo/NRICK 10 mg/kg % 1 [6, ZEHICRORE L BAOMPREDE — 213 30 Hicdh
Y, 7.6~10.6 (79 9.6) pg/ml T, 2 BRITIRAIETRUT L 70 6 BRGE TORpENTER
13 37.8~82.0 (15 62.5) BThH 720 29.9 mg/kg %25 L7 1 fiTi, mMbhBEEOE -3 1
KT 26.0 ug/ml, 2 BRY 11.6 pg/ml, 4 BERATIZMIBREE, 6 BRI TORBPEINRI6.3%T
Hoto

3 NEAMMERIUE 28 41 (RHkZ 1861, hEZK 261, BIRMEK 16, TR v @k 16,
BEB 6 4 icAH 1 B 26.1~51.2 mg/kg % 3~4 EicHE, BOKS LI, 85 BT 3~
10 BTH 70 BIRMERPICIIITH - - 2USHNIES (17 H1) 13 EF (10 §)) T, BRI
96.4%TH - 120

ERE L TORIERIZFAD 5h 3, GOT, GPT 0o—Btk ER% 3 FlICED 171 TH - 7eo

4 KHO®REGNTNRICTAZANSNE bDLEEZ SN,

5 DIEom#is s, AXIINRBEBICBOTERLHTAAT, 1 H 10 mg/kg 1 B 3~4 @
DEEICL > THRBARFTEZ LEZ SN

#

Cefaclor (CCL) i3 Eli Lilly #TREARShicHED
cephalosporin HIC, HERIIMEROBROF EKEZRITOM,
Streptococcus pneumonize XU 75 AAMEEIC 1T B
BABTCHTO B L0bh a0, KFIC OV TIRAKEICH L
THRICHTD DERNB D, bHEICET 3 ERHRT DS
ReMIHBTE, MKICED BERELHHSNEDT, Bl
TORMETI - 7co

il

MREXVH®

)RR ORS
B OBERIC ¥ 2 B NRBEMHILBE (MIC) % B4
CFRRE A I 1 T RIS L 72, BFERIRI 10° /ml,

10°/ml £ 1 A&ETH %, ERBERIT Staphylococcus
aureus 14 ¥, Escherichia coli 9 #k, Klebsiella pneu-
moniae biovar. oxytoca 42 gk, Klebsiella pneumoniae,
Salmonella typhi & 3 ¥k, Salmonella B £, Proteus
mirabilis, Proteus morganii % 1 #, Enterobacter 5
¥k, Pseudomonas aeruginosa 8 ¥C, A¥|& cepha-
lexin (CEX) OHEHZHEL 72,

2) WREICHEH

(1) FRIMmMHERE

KE 2 kg MIBROBBRERR 6 LA, AKE
CEX dry syrup OWRIXEAE%: cross over T THEEL
Teo WHIE & 20 g (HE) AWK 200 mlicism@L,
LEBEENICEALU . $3AA 100 mg/kg % 1 [
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BEL, #5% %, 1, 1%, 2, 215, 3, 4, 5, 6H
HICIEMU 120 DV T 138R% CEX oL TRERE
BEERITIE 120 FRIBZEFEICTERODOT, BRITE
BIREBODERTDH 5,

(2) NRIZEBGF ZRIN, it

KE% EEHNR 4 flic A#%Z 1 BRO%SL,
1, 1, 2, 4 MeRgiciRMn, 7-&5H7 30 S50 3
Fli3 2 BRIEICIRIR, A% 2 KETRSD 1§l 6
BRI E TOLRE—E, REIHEL 0

Bz 7H paper disc HiTH 5o MR, AH)
Tid trypticase soy agar, CEX Ti2 antibiotic medi-
um No. 4, BEEIE Micrococcus uteus ATCC 9341
(1.4x10" CFU/ml), Standard i3, &#li3 pH 6.5,
CEX (3 pH 6.0 OBMBEHR CTERL 72, XBMEIR
pH 6.5, 0.1 M #REEIKT 2 {&ic, SRiz 10, 100,
1,000 fEicmBREL 720

3) BERKMRET

X% 1977 45 12 A» o 1978 4 10 A ORfic Ak
MNRBEZZUIBRDD b, KFRENEHEEZLS

nic 28 B (REA % 7o iIBREHRMRZ 18 4, gy
2 I, BIRER, B /oMK 1 fl, BEB%6
#) T, HHRBR 17 6, R 116, S 1 3
Ad5 12 % 9 WARKRATED, RS #, gRr
12 4, %#& 11 PITH 7o 1 AR 26.1~51.2 mg/
kg THoteds, 20 mg/kg & 7 A, 30 mg/kg 4 16
%1, 40 mg/kg & 4 §l, 50 mg/kg & 1 HIT, 3 A
SE 194, 4 9 MTH-7. BERKII 3R 2
#, 4 544, 7TRITH 10 85H, KES5ER
BN 09g HK12.0g Thot,

ARDFERAFIES5% 3~4 REE 1 BYMBICk
&, RROEIEBREL I, KX UBRBLTIRE
%) 3~4 BEITE 27X BERKRI ¥, BRIRERERE
T 57120

DRHEELED, RERGRE (72~% M%) IE
SERFTRDEL CBRELIBEERL TR bDEESY,
1 AR B RBERFICTER L T b DEFS, ZOMER
$h& Uiz,

EHERDAREMRT, BEHHROR, KM, MK

Table 1 Sensitivity and its relationship of Staphylococcus aureus between cefaclor and cephalexin (14 strains)

10t

10¢

ug/ml pg/ml
>100 >100
100 100
50 50
25 1 25
E g
% 125 1|3 | g 125
© $
63 1 27 1 1 63 1 v
//
a1 1 3.1 2 |1 s
16 1 16] 1 27|
08 0.8
08 16 31 63 125 25 50 100 >100 08 16 31 63 125 25 50 100 >100
ug/ml ug/ml
Cefaclor Cefaclor
No. of | Inocul ‘
Drug | 0O [N o | 16 | 31 | 63 | 125 | 25 | 50 | 100 | >100
strains size
108 1 3 1 3 3 1.
Cefaclor 14
10¢ 1 4 3 6
108 1 2 5, 5 1
Cephalexin 14 el
10¢ 4. 8 2 B,
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Table 2 Sensitivity and its relationship of Escherichia coli between cefaclor and cephalexin (9 strains)
10 108
pg/ml pgfml
>100 >100
*100 1 100
50 1 50 1
25 1 4 25 2
¥ g
g 12.5 1 1 g 125 1 1
§ 8
63 63| 1 2 1
a1 3.1
16 1.6
08 0.8
08 1.6 31 6.3 125 25 50 100 >100 0.8 1.6 31 6.3 125 25 50 100 >100
‘ ug/ml : pg/ml
Cefaclor Cefaclor
No.of | I 1
Drug | OO0 | MMM 68 | 16 | 31| 63 | 125 | 25 | 50 | 100 | >100
. strains size
] | 108 1 1 6 1
Cefaclor 9
10¢ 1 2 2 3 1
108 2 5 1 1
Cephalexin 9
) 10¢ 4 2 2 1

R EDEREETTIL - 120

2 i

1) #EH

Table 1 iz Staphylococcus aureus 14 #k> MIC 43
WELUAME CEX OMEBEAERL 1, 10° /ml HiE
AHITIX 0.8~>100 pg/ml &[5 B LT DICst
UT, CEX i 1.6~25 pg/ml & HBE & F > T
ko HEHEZ 10° /ml icd3 &, AHTiZ 0.8~6.3
ug/ml, CEX Ti3d 1.6~6.3 pg/ml & 78 » fzo AR
BT 10° /ml #/ER L CEX OoFSHoHICT Ch
TOich, 10° /ml CRIZIZFSOBETH - 720

Escherichia coli 9 #cid, 10° /ml ERERARTIZ
8:3~>100 pg/ml, CEX i3 12.5~100 ug/ml 5375
U, ¥=2134%#) 50 ug/ml, CEX 25 ug/ml iCH -7z
B, 10% /ml Ti3AH] 0.8~12.5 ug/ml, CEX 6.3~50
Ml T, KED FEBBESC FENTO (Table
2)9.'

Klébsiella Pmeumoniae biovar. oxytoca 42 # Ti3,

10® /ml CAAT 1.6~>100 pg/m], CEX % 6.3~>
100 pg/ml <, HETIZ CEX OFHPPT CHTH
7eds, 10° /ml Tl 3.1 pg/ml DT OBMIAKI Tl
27T BED SN0t U T, CEX Tidl %4 OB
3.1~12.5 ug/ml iICHFL, 1.6 pg/ml PIFTD DT
18 o7ze 7272L 100 pg/ml Ll _E0EE TRk AH
DFHE - 1z (Table 3),

ZDMOERDRIEL Table 4 T L7, Proteus
morganii, Enterobacter, Pseudomonas aeruginosa Ti3
AHKl, CEX LHICIFEALTRBEHNERX T, Klebsiella
prnumoniae, Salmonella, Proteus mirabilis i3, #ic
10° /ml HEBRITBINT, AFOFBHASHICT ST
Wiz

2) WRiXE KUHEM

(1) RRMAEE

A#B&LU CEX dry syrup % 100 mg/kg 1 [@4%
O85 U Ba0 MR, FRIZZEHICTE L OO
T cross over test Kb ST S DE NN,
E—7iESTB0R, Ak 30 5 3 4, 1 k5524,
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Table 3 Sensitivity and its relationship of Klebsiella pneumoniae biovar. oxytoca between gefaclor and cephalexin

(42 strains)
10° 10¢
pgiml N ng/ml Bz
>100 >100 1
100 171 100 -
50 2 50
25 | s |2 25
% 125 3 |2 | 17|11 5 ;«1?: 12.5 1 2
8 8
63 1 2 | 3 1 1 63| s |7 | 9| 1|1 1
31 31| 4 | 2
16 16
0.8 08
08 16 31 63 125 25 50 100 >100 08 16 31 63 125 25 S0 100 >100
ug/ml #gml
Cefaclor Cefaclor
No.of |1
Drug o.of | Inoculum | o0 | 46 | 31 | 63 | 125 | 25 50 | 100 | >100
strains size
108 1 5 5 1 2 3 11 14
Cefaclor 42
10¢ 9 9 9 1 2 3 9
108 8 13 8 2 2 9
Cephalexin 42
10°¢ 6 24 3 8 1

1 B5R0 30 1 #1, i3 30 HTH->7-DALT,
CEX i3 30 4» 1 4, 1 WsRg 4 41, 1 B5RE 3043 141,
¥y 1 BT, AFOFBEPH IR S hize Fi
s S DHEIZHICEFIDHHiRPHE ¢ , area under
curve IS B - 18, —BICEAFDOFBKEL, F
RAERTCNTHBE LH KB b (Table 5, Fig. 1),

@) NRiTE G 2B, Bt

4 FIO/NRICTDOWTHRET U7 (Table 6), &7 30 4
b 3 BT, 58T 10 mg/kg FIRTH - 7o I
hEEOLY — 21t 30 HichH b 7.6~10.6 ug/ml, 1 B
MG 2.56~8.4 pg/ml LIETU, 2 BELIG2FIRE
REETH» 70 RPHHHIIRBICE->THRLBIDE
BEbhahs, 2 BEETOENRBLARLEL, 6 K
B COMEINRIL 37.8~82.0 (FH 62.5) ¥TH-
7o

29.9 mg/kg &% 2 BRAKERSUIERNTR, ©
203 1 BRI BEEL o3, 26.0 pg/ml L3 3 flic
W~ dose response M& 5, 2 KETd 11.6 pg
/ml st &, 4 BCRBRIERETS -7 R

WIS 6 MR TS 1,874 pg/ml & 10 mg/kg 8
B X DRD - 73, BRI 36.3% Th-o1o

3) BEER{ERRE

BREFIOWE 42— & LT Table 7 IKiRL71o D
EIEFERFRMNE B 5B E%E 1 RELUTHE
LTh 3, WIZiT “3Fever” &3 50DI3RGHHEA
BICT#L 7T LR T ERFRINMRE UNEET
&1 o7<DT, FKbH TTO BEEIA L UTERL
too BIBBEICH T 2 AFIOBRSHEIZRIE L TOEOH,
disc ¥:C CEX #7-i3 Cephaloridine (CER) itg~
T ) TH-o7e

(1) EESHRE

BB OMEKLE. Table 8 IRUT, AHEIRE
#0 1 PliCEHTH - 12770 T, Mudd ~T EHLL
LA THD, L&ELT 28 HhEsh 17 5, B
10 4, $%h 1 BT, AL 96.4% THo1oo B
Wese i M DB BRI IE bS5 0, 1R B MREBRSE
EMEDNICERT, BICREERELTED, B
BT WD —RCh-1c & ZLbNB. KWBIEH S
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Table 4 Sensitivity of the other clinical isolates to cefaclor and cephalexin

No. of Inoculum
i D 08 |16 | 3.1 | 63 | 125 | 25 50 | 100 [>100
Organism strains Tue size
108 1 2
Cefaclor
Klebsiella ; 10¢ 1 1 1
pneumoniae . 108 1 1 1
Cephalexin
10¢ 2 1
108 1 2
Cefaclor
Salmonella 3 10¢ 3
typhi 108 1 2
P Cephalexin
10¢ 3
108 1
Cefaclor
Salmonella B ) 10¢ 1
108 1
gotp Cephalexin
108 1
108 1
Cefaclor
Proteus 10¢ 1
1
mirabilis 108 1
Cephalexin
10¢ 1
108 1
Cefaclor
Proteus 10¢ 1
1
morganii 108 1
Cephalexin
10¢ 1
108 1 1 3
Cefaclor
10¢ 1 1 3
Enterobacter| 5
108 1 1 3
Cephalexin
10¢ 2 3
108 8
Cefaclor
Pseudomonas 10 8
8
aeruginosa 108 8
Cephalexin
10¢ 8
1 Staphylococcus aureus s 4 R #%D HERT FEUNTH SEG 2, 3UCTFHI, Wk, 4, 5 ICHED B St

DULDHRRBL I - 1o BEDI 4 BET IRA LanLSERN 2, 3, 413 12 5 12 [, %4 542 19 A

EREL, Z0%OBEEILTORO, FRFROHE ICHBEL 2 BIT, SHERLE DD TGEELTEY, 20

BOoBHLHEL 1o SR 20 13—ELIRHRL 7 ASFI BROIEFICIZ NS DIERD L S 51T, REHETH

BHohte, UisL LIFLIEhE 4% REL TOpIT JEDS AL 7o AIHEMED b - & b b N DT, BlfE

BEOT, ERMRICEAEBOTELE Lico REUTBRIRU18H - 720 {RICTB 2 DIBEIER & B
OR-1:| DNBEREFLI DDA SN, 120
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Table 5 The serum levels (ug/ml) and areas under the curve (ug hour/ml) of cefaclor- and cephalexin-dry

syrup after an oral administration of 100 mg/kg in rabbits (cross over test)

Drug Rabbit _ _ Seorum (ug/ml) _ _ _ _ Area under curve
No. 1/2 1° | 1% | 2 2%° | 3 4 5 6 (ug hour/ml)

1 57.0|31.6 (208 |13.0| 8.2 | 6.2 |4.7 { 1.56|0.6 76.51

2 28.2129.2 {27.0{23.2 |13.6 | 7.2 1292]| 0.6 |ND 69.52

3 16.2 | 24.6 | 28.0 | 23.6 |14.6 |11.2 |8.0 ‘ 296 | 1.16 73.14

Cefaclor 4 34.0 | 27.6 {31.0 |20.8 |17.6 | 9.8 |40 [ 1.7 |0.6 78.85
5 13.6. 37.6 |130.0 |12.2 | 7.8 |59 |22 [ 0.6 |ND 57.825

6 80.0 |38.0 (144 | 74 | 4.1 | 1.82/0.6 | ND*|ND 73.915

Average 38.2(31.3 (252 (16.7 |11.0 | 7.0 |37 |12 |04 71.55

1 84 (264 (352 [29.0 {136 | 7.0 |1.96| 1.28 | 0.8 65.19

2 58.0 | 60.0 [42.4 |19.0 {10.2 | 5.4 |1.74| 1.04 | 0.6 101.93

3 18.0 | 42.0 |23.6 | 9.0 | 5.2 | 2.28/0.6 | ND |ND 51.21

Cephalexin 4 204 {424 |1264 | 74 | 424|1.98/06 |06 |ND §53.11
5 296 1330 | 96| 38| 1.6 |09 |06 | 06 |ND 40.68

6 68.0 | 52.0 |23.6 | 84 | 3.8 |1.92/0.6 | ND |ND 79.94

Average 33.7 {426 |26.8 |128 | 64 |32 {1.0 |06 |ND 65.25

(*) : not detectable

Fig. 1 The serum levels of cefaclor and cepha-
lexin dry syrup after an oral adminis-
tration of 100 mg/kg in rabbits (Cross
over test: average levels of 6 rabbits)

JHg/ml
50 k
40+ A‘\ —— Cefaclor
4 \ —~=~ Cephalexin

G Hours

BAERES Table 9 IKRL7e RODEH No. i3
Table 7 LR HDEFERLTH %,

BERTR ARICXEEEZLONS RELBDU, -
fzo KW TIZ, FEF 21 THDOH SRIMIB L CHER IR

BOmBD ot FHER F M 15% 05 6% &R
2 TNEH, BEERDODDEREZONT, 20%RGLOD
BEOEREREL TS, ER 20 TH5KT 3 A
BIFHPER 1% Tho1o T OEMIILIBERELRE
HEHhELE REL T3 EFIT, ABO Penicillin G
#5T—#s DIC &L, FgEdBHLT0E &
S#& T2 11% T, 3l#& Minocycline &AL T
B, EEAFII LS LD ERBHETEE. £ORE
ZICIEFALL 720 IFEEBREZIIRD SN D o 1%

GOT, GPT O—fgtk FEHMER 3, 20 XUV 6T
BBt IR EHEEERLUIER 5, 19 TRA
FIRE bbb o TETELRERLL 7.

BUN RAXIRSIC X Diic LR L L Bbh Pl
ADONT, REHEEERL, RESRERLUL]
B CEER 4) 38 - 720

BT 3 iARIC L 2EEA L £ X shieoik GOT,
GPT LR® 3 fiZ3 T, WIhb—@BlETH -1

(3) BRARAR

AF DD ENERY - 721 DICRATERP 2R D
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Table 7 A summary of the patients treated with cefaclor dry syrup
Cefaclor
Body .
Clélge Age| Sex { weight Diagnosis Causative organism g:;ley K -
‘ (kg) mg/kg
(mg)
8y Streptococcus pyogenes
1 F 27.0 Tonsillitis (Group A 800 29.6
11m CEX (+++)
2 | ¥ F | 120 Lacunar tonsillitis Unknown 400 333
4 :
3 (1. | M | 160 Tonsilitis H. lnfluenzce, 600 375
12y Tonsillitis
4 9m M 45.0 Acute nephritis Unknown 1600 35.6
ly . Staphylococcus ayreus
S {gm | M | 115 Tonsillitis CER (++4) 300 26.1
6 || F | 290 Lacunar tonsillitis Unknown 900 310
73 | M | 185 Lacunar tonsilltis . influcnaae 600 324
g | | M | 220 Tonsillitis Unknown 800 36.4
9 |8 | F [ 190 Tonsillitis Unknown 600 315
10 gi,n M 17.0 Lacunar tonsillitis Unknown 600 35.3
13 M| 190 Lacunar tonsillitis Stephyiococcus aureus 600 316
12 %’n M 17.0 Lacunar tonsillitis Unknown 600 35.3
13| | M |150 Tonsillitis Unknown 600 40.0
14 || F | 290 Lacunar tonsillitis Unknown 900 310
15 | | F |25 Lacunar tonsilitis A, Dfueniae, 1200 40.7
16 (& | M | 216 Lacunar tonsillitis Unknown 800 31.0
17 g% M 14.5 Lacunar tonsillitis Unknown 600 414
Tonsillitis
18 IQm M 9.5 Otitis media Unknown 300 31.6
iee : Staphylococcus
19 {1lm| M 10.5 Otitis media epidermidis 300 28.6
" . Streptococcus pneumoniae
20 | 1lm| M | 105 Otitis media CER (144) 300 286
4y Acute sinusitis Staphylococcus aureus
21 | gm | M 135 Neutropenia CER (+++) 400 29.6
22 %ym M | 125 Cervical lymphadenitis Unknown 400 320
23 || F o|320 Pyelonephritis Unknown 900 28.1
10y " Proteus mirabilis
24 |in | F 30.5 Pyelonephritis CEX (+++) 900 29.5
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Number Day of disappearance of Result Adverse
0 Duration | amount cardinal signs and symptoms reactions
leided (days) (g)
doses

<4—Positive culture, 4—Fever,

4 7 5.6 <7-Injected throat Good None
2—Fever,

4 4 16 <4 -Injected throat, white coat Excellent None
<4-Positive culture,

3 4 18 3—Fever, <7—Injected throat Excellent None
<4-Injected throat,

4 7 1.2 8—Swelling of lymphnode Excellent None
<4-S. aureus decreased, 2—Fever,

3 4 0.9 <4-Injected throat ’ Good None

‘ 2—Fever,

3 7 6.3 <4—Injected throat, white coat Excellent None
<4-Positive culture, 3—Fever,

3 7 4.2 <4—Injected throat, white coat Excellent None
2-Fever,

4 10 8.0 <7-Injected throat Good None
3—Fever,

3 7 4.2 <7-Injected throat Good None
3—Fever,

3 7 4.2 <7-Injected throat, white coat Good None
<4-Positive culture, 2—Fever,

3 3 1.8 <4—_White coat Good None
3—Fever, <4—Injected throat,

3 7 4.2 <7—White coat Good None
3—Fever, <5—Swelling of lymph node,

3 7 4.2 <7~—Injected throat Good None
2—Fever,

3 7 6.3 <4-—Injected throat, white coat Excellent None
3—Fever,

4 10 12.0 <4-—Positive culture, Injected throat, Excellent None
white coat
2—Fever, :

4 7 56 <4—Injected throat, white coat Excellent None
3—Fever,

3 4 24 . <5-Injected throat, white coat Excellent None

3 10 3.0 <7-Injected throat, otitis media Good None

3 10 2.8 3—Fever, otorrhea Excellent None

3 10 2.8 2—Fever, 3—Otalgy Excellent None

4 1 2.8 Fever, swelling of the face unchanged Failure None
2-Fever,

4 3 1.2 <4—Pain, injected throat. Excellent None
Swelling decreased in 4 days

3 7 6.3 2—Proteinuria, pyuria Excellent None

3 7 6.3 2—Bacteriuria, fever, proteinuria, pyuria | Excellent None
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Table 7 Cont’d.
Cefaclor
Case Body ; :
No Age | Sex | weight Diagnosis Causative organism Daily
: (kg) dose mg/kg
(mg)
10y i Proteus mirabilis
25 |om | F 300 Pyelonephritis CER (+++) 900 30.0
2% |ém | F | 7.1 Pyelonephritis VUR | Frogus morganis 300 023
3y Pyelonephﬁtis .
27 |5m | F 17.5 (recurrent) ‘ Unknown 600 . 34.3
28 |im | M | 391 Pyelonephritis B ) 200 | 512

DS o tco LIS » TEADKE GHR—RIT/NR
EDAhLhPTH D EBbh,

] #

Staphylococcus aureus Wxid % CCL o HEHR
CEX LRIZYDh, 300250 192 @EH
£, bBEOEH® TLRAMRTH-DOIKHLT, b
HbhoOmRE (Table 1) Tid, 10° /ml TIWESHic
CEX oFht<h, 10° /ml TREASLIETER
T3, UHL Bir & Wasumieton® |3 CCL {2 CEX
&b Staphylococcus QEH Y 3 penicillinase IZ§FH
EBRRTHY, HYBEOEFH® T 10° /ml ERERKO
CCL @ MIC £z CEX X DIEMEL, Btk
BB Bl E U TIRE 1505 1285, bhbh oA
L7z 14 %D 55,10 #t 10° /ml T Ampicillin (AB
PC) ic 25 ug/ml PILTH Y, AHIc 50 ug/ml LlE
Thote T HIZTRTZDBMPICASTINS, Uiohs
> THRD BRIk L DEIL BkOBEET S B-lactamase
DUIRICERT 3 bOhEEZ 5NB, Escherichia coli
20T, BROBRB"R\Thd CEX kv 3
AFOBAMEABD T 3. bbh O (Table 2)
Th, 10° /ml CTREKTH -7, 10° /ml CizAH
DFEBTSHTOS 501 9 &b 1 #kUb7EL, 6 #%
13 CEX OFBbTHTCIIH - 1d8 MIC 234Ed - 720
ZAH|D cephalosporinase ITxtd 2 ZEttiz CEX L[F
%£Th 5 H3, penicillinase iZLTid CEX DhHs%k
ETHBE0DNEY bhbhod 9 ¥D ABPC B2
Ml 12.5~100 pg/ml (10° /ml) Td - 78, 12.5ug
/mlix 2 )T, 55 1 #kidA#, CEX & 12.5ug/
ml, 1 #ki3AH 6.3 pg/ml, CEX 25 ug/ml TH Y, fh
@ ABPC 25 pg/ml Pk 7 #rhic CEX @ MIC ©
FHHUBELY 6 BRASA - TV B, Kiebsiella pneumoniae bi-
ovar. oxytoca (Table 3) icHW T, AZlOKH MIC

DHEOBERS O EERFICEERER LSO LD IREKS
R EHICL 2 Oh bahi. Z0MOERICEY
Bk (Table 9 RHEFROWELEFER—&KLTL
7o

bbb R CEIid - 7208, Haemophilus influ-
enzae, Streptococcus pneumoniae BN TAFN CEX
VTN TNBZZEBBH LN TEDSSY, %10
REHHHEN® ¢ LREKOKERERETHS .

AR OB, HEltic o1 T, Korzentowski 510135
A volunteer icxfd % 250 mg & 7 v 58% CEX
EHBL, RFOHHSMABED C— 7 HUEL, LHbs
fbiE<, 6 BRI CORDEIRES D, &fE
LT%. bhbhOFETORM (Table 5, Fig. 1)
T, €= 21300E008, RINMESHT, FIRH
13trL A2 E <, area under curve 0907 (‘h’(&\f:o
INRTIE Hesths BEEs 7o) FREBRE TR -1:0TH
255, FRIZROHOBRICEHRE T2 OICRL TELL
B2, ULn LbaEicEY 3RAGRES. T
R BEEIHE DS, RGBS, bbhoRRE#
F—2IL LT B, 22 LEhic LT b2BEDTH
D, KEIHRIY, HetoE T CEX 28z 2%8%Ed-
T3 ERDOLEEN, :

4 Po/NBic B Rk (Table 6) Tid, 10 mg/kg
BET, ©—212 30 Mk by, 7.6~10.6 (Fi5 9.6
pg/ml T, HO/NRRERORES X DIzOPRP 1
B, BEOELRIEL NI, 30 mg/kg REKOY
— 212 26.0 ug/ml & dose response H3FEW LN
ABITIRE — 245 | BsRI& B - fobs, BdARE
5075 TH5H 5. WFhic LT bAH 10 mg/kg B
BT ERRE 152 HEED 10° /mlicky s MIC%
Wz 3T Ed B LEX Shreds, Z0ERMNE
¢, BEOEEY KOO TREETIVEBHA Do

BERHRICOVTIE, 28 flthfggizbds 1A A
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Number . Day of disappearance of Adverse
of Duration a;‘:attﬁxt cardinal signs and symptoms Result reactions
divided (days) ®
doses )
3 7 6.3 2—Bacteriuria, fever, pyuria, Excellent None
: 3—Proteinuria
2-Bacteriuria, .
3 7 2.1 4—Fever, proteinuria, 8—Pyuria Good None
3 7 4.2 2—-Nausea, pyuria Excellent None
. 3—Bacteriuria,
4 7 14 2—Fever, proteinuria, pyuria Excellent None
Table 8 Results of clinical trial of cefaclor dry syrup
. Effi te
Diagnosis N,o _Of Excellent Good Failure feacy 1a
patients %
Tonsillitis 18 9 9 0 100
Otitis media 2 2 0 0 100
Sinusitis 1 0 0 1 0
Lymphadenitis 1 1 0 0 100
Pyelonephritis 6 .5 1 0 100
Total 28 17 10 1 96.4

BE 96.4% ThH -1 2EEEHCBY B/NERRERT
DFEHFEI 88.9% THV®, EHELHZDOTRED
BETH%5, AF0BA 1 A 4 EREE 3 @RS
LORIC EEENS BHONT, F/ A 3 EHEMT
CEX 4 [tk BB FERITH 2 &S ERIR
KOBON T3, BRONDORENRLEE ZERICIT
BRIBEERHROE, hEENEL, HIEEERNO
ERBERS T C LD TENE, EAROHEBRDE

DTEDPHICHRICAD S TH A 5o AFIIZ CEX £
b MIC & B/NgEsilEs & DB & A1 <, %ﬁﬂ%r’sﬁ g7
B 2% 55, CEX 13 &EMBSRICIKE YT 2 LERD
MNTHD S, ¢ I EEMERL S S 2RI &
SEBBONBY, WThICLTH A BEHBEHE:

MLrganc tchy, FRo MIC LIhEEDRK

#Doa, | @RI 10 mg/kg FHz B
PRET, BCHBLET 2840555, $rhSE
ULDERS 3 3 EEROB VNBTIE, 4 B
DHBBELOEER BB,

BUERICONTIE, 4 BUCER(E, F#l, BHAH SN
7B, EBO & S iR TR A 0Fd ATAEE AsR L,

ZDHRD 23 FITIRLL HO5NT, KFTRLLATH
MO EDNSHRES T 1o £EE:® THHEILEE
®iz, A 1,389 Fidh 21 41 (1.5%), /NRE 633 fHith
7H (1.1%) 123 ¥lsh o170 GOT, GPT LR% 28
fich 3 41 (10.7%) 1c@BH 1. £EEE TR GOT Lk
# 0.95%, GPT L8 0.41%° <, bhbho BS
BERTH 70, 1 I3V 4 VRBRELBABLI L2
5N, 1 flizzhETD Penicillin, Cephalosporin ¥l
D KBHEMERIC X > TBiC GOT, GPT &igsRL T
WIERITH 2 DT, SFTUSAKLFOEELIZNZ
T, Ld 3 flEbBERTHE b BETLL,
ROKTIR/NED BERM L2T 0 C EMBBRETH
5o COAKHK dry syrup ORRBAEZER L1 DI
s THNRIKZEANSNE SDEEZ SNt
DEEATIE, AFNRREBIC WO THAE
J7581#% 0 Cephalosporin KT 3 L% bh 3.

ARROEEZ 1978 4 10 A 20 B4 25 B E AL,
PREZ AR B AT BRLITBOTHEL 12,
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vitro activity of cephalexin, cephradine and cefalor.
5l A X #® Antimicr. Agents & Chemoth. 11(3): 470~474, 1977
: iy : 1 i it r, a new
1) SANTORO, J. & M. E. Levison: In vitro activity of ce- 4) Sanpers, C. C.: In vitro studies with cefaclor,
- . . i imi oth. 12(4):
faclor, a new orally administered cephalosporin anti- oral cephalosporin. Antlmlf:r. Agents & Chemoth. 12(4)
biotic. Antimicr. Agents & Chemoth. 12(3): 442~443, 490~497, 1977
1977 5) SILVER, M. S.; G. W. Counrs, D. ZELEZNIK & M. TU-

2) Neu, H. C. & K. P. Fu: Cefaclor: In vitro spectrum of
activity and beta-lactamase stability, Antimicr.‘Agents &
Chemoth. 13(4): 584~588, 1978

3) Birr, N. J. & J. A. WASHINGTON II: Comparison of In

Rck: Comparison of in vilro antibacterial activity of
three oral cephalosporins: cefaclor, cephalexin and ceph-
radine. Antimicr. Agents & Chembth. 12(5) : 591~5%,
1977
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8) SuapoMy’ S.; G. WAGNER & M. CARVER: In vitro act-
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11)
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FUNDAMENTAL AND CLINICAL STUDIES OF CEFACLOR
DRY SYRUP IN CHILDREN

YuTtaka KoBAYASHI, YOSHIRO MORIKAWA, TSuNEKAZU HArRuTA and Toru FujiwArRA
Department of Pediatrics, Kobe Central Municipal Hospital, Kobe, Japan.

Fundamental and clinical studies were made on cefaclor, a new oral cephalosporin, and the following re-
sults were obtained. '

1) MICs were compared with those of cephalexin on the following clinical isolates: 14 strains of Stz
Phylococcus aureus, 9 strains of Escherichia coli, 42 strains of Klebsiella pneumoniae biovar. oxytoca, each 3
strains of Klebsiella pmeumoniae and Salmonella typhi, each 1 strain of Salmonella B group Proteus mirabilis,
and Proteus morganii, 5 strains of Enferobacter and 8 strains of Pseudomonas aeruginosa. With each 10° /ml
of Staphylococcus aureus and Escherichia coli, cefaclor had a higher MIC against a number of strains. How-
ever, with 10° /ml of each inoculum, cefaclor had almost equal and higher antibacterial activity against
Staphylococcus aureus and Escherichia coli, respectively. Bacterial strains which showed less sensitivity to
cefaclor than to cephalexin with the number of organism at 10® /ml were resistant to ampicillin. A similar
tendency was noted in the case of Klebsiella pneumoniae biovar. oxytoca. Cefaclor was definitely more potent
than cephalexin against Klebsiella prneumoniae, Salmonella and Proteus mirabilis. Both drugs showed almost no
antibacterial activity against Profeus morganii, Enterobacter and Pseudomonas aeruginosa.

2) Cross over tests in absorption of dry syrup of cefaclor and cephalexin were performed in rabbits.
Peak blood concentration after a single oral administration of 100 mg/kg was lower than that of cephalexin,
but there were noted the following trends with cefaclor, which include a shorter time required to attain the
peak value, a longer half-time of decrease of blood level and a larger area under curve. When a single oral
dose (10 mg/kg) of cefaclor was given to three children before meals, its blood concentration was maximum
at 30 min. after administration, i. e, 7.6~10.6 ug/ml (average: 9.6) and was too low to be detected in 2
hours. Urinary recovery rate up to 6 hours ranged from 37.2 to 82.0% with an average value of 62.5%.
In one patient who received 29.9 mg/kg orally, the blood concentration was at its peak at 1 hour, i.e, 26
pg/ml, 11.6 pg/ml at 2 hours, and undetectable at 4 hours. Urinary recovery rate up to 6 hours was 36.3%.

3) The following 28 patients with acute bacterial infections were treated for 3 to 10 days with an oral
administration of cefaclor, 26.1~51.2 mg/kg/day, divided in 3 to 4 doses: tonsillitis (18 cases), otitis media
(2), sinusitis (1), cervical lymphadenitis (1) and pyelonephritis(6). The overall efficacy rate was 96.4%: ex-
cellent in 17 cases and good in 10, and failure in a case of sinusitis. No clinical adverse reactions were
noted. Transient elevation of GOT and GPT was noted in 3 patients.

4) Flavor and odor of cefaclor appeared to be well palatable to children.

5) Based on the above results, cefaclor is considered to be a potent new antibiotic in the treatment
of bacterial infections in children and a favorable clinical response is expected with the dosage of 40 mg/
kg/day divided in 3 to 4 doses.



