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FREE R YEICKE T 5 Cefaclor OERENI, BEPKHIME

W - SE E - ERER - FTHESEE - TR L
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(EAE « VE7H %)

Cefaclor 3L < %¢ < L7-#2 1/ Cephalosporin ¥|TH D, [EVIER RS b 7 L% EDDM
BEXINT D, HEEEMAER (15 #) 1220 To MIC T, Cefaclor (3 Cephalexin (BI'F
CEX) It LTRSS L I3 EN s MIC fliz kU 7, Cefaclor 1 [@ 250 mg AHEEOKRE
T 8 B T JRepENEE, Volunteer A, B ICH0T 46.2%, 48.2% TH -1, Bioau-
togram Tid Volunteer A DIRDAIT 2 DOILEEN % & spot B S, EBIKMNCIIEMER
sipEEeZs 16 Flic 1 [E 250 mg, &Rl 3 [#ksE 3 ARIOKEIT 100% OF%hE, LR
BRYUED 17 FITI 5 ARHRS AT, 82% DAEWEERI, chd B IEFILFICENT,

RO~ EBERII D - 720

#®

Cefaclor {2kE Eli Lilly tHic CBAZE SO Cepha-
losporin ZIAEME TH 5o {t¥ 413 3-chloro-7-D-(2-phen-
ylglycinamido)-3-cephem-4-carboxylic acid G, Hi&R (Fig.
1) i, CEX LHILTWN B,

il

Fig. 1 Chemical structure of cefaclor and ceph-

alexin
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Cefaclor i3 FEDRMIBYUED TR TH % 7" 7 LBRHEICK
VTRWABIER %R T, $7bbAAIZ Escherichia coli,
Proteus mirabilis, Klebsiella pneumoniae \tx§ LT, CEX
K LTENTE Y, Staphylococcus aureus WxLTI3E
RRASOHEEN %783, —J Enterobacter, Serratia, in-
dole-positive Proteus, Pseudomonas aeruginosa T %t LT
R CEX (REIBuCHE AR TREN?, BOLFICLDE
BRI R L, CEX 0 3/4 Bof5ic kb, 32A
SORKGENEONE EEN TV B, RAFAEAMERELYE
BBAD 16 BlE, oMbk Rk BPED 17 PHCHER LRIFS
RREB I, D THIPBIIRIEMA 7O TRET 50

ER Bl
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Table 1 Antibacterial Activity of cefaclor and
cephalexin against standard strains

(MIC pg/ml)

Drug Cefaclor  [Cephalexin
Inoculum size

Strains (cells/m1) 10® | 10 |10® | 10¢
S. aureus Terajima 1.56 [1.56 |1.56 |1.56
S. aureus FDA 209P 3.12 |1.56 [6.25 [1.56
S. epidermidis IAM 1296 |3.12 |0.39 [12.5 [1.56
S. faecalis IFO 12580 100 (100 |100<|100
M. luteus PCI 1001 1.56 [1.56 |1.56 |1.56
M. luteus ATCC 9341 0.10 |£0.05/0.78 |0.39
B. subtilis PCI 219 0.39 | 0.10 (0.78 [0.78
E. coli K12 6.25 |3.12 |12.5 |12.5

E. coli NIHJ 25 |3.12 |100 |25
E. coli NIHJ JC2 25 |6.25 |100 |[12.5

K. pneumoniae PCI 602 25 |0.78 [100 |6.25
P. mirabilis ATCC 21100 |6.25 [3.12 (25 [12.5
P. aeruginosa NCTC 10490| 100<| 100< |100<|100<
P. aeruginosa Syogen 100<| 100< [100< [100<

A. liquefaciens Y62 0.39 | 0.10 |12.5 |12.5
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5 LPEHERE 8 Bk) 1o T Cefaclor, CEX %R T
JE¥#R (108 cells/ml) XU 100 45FRik (10° cells/ml)
EREOKEO MIC % B A{VEREFZLEEERICTREL
7o ¥ Tripticase soy agar () % 7.

2) EERRAIR

EHERE TR Cefaclor Ti, CEX iclL T E. cok,
K. pneumoiae TiZ 1~2 BHfEni: MIC fEx RL1x
(Table 1), 100 f£FHRTIiz 1~3 HFEN/ MIC 4%
Th-1

I. RepgEftDRE

Cefaclor RABEE, RA8kit~EED CEX &M
BRI L 720

1) EEBRAE

BEEERA 2 %, Volunteer A (k& 70 kg), Volun-
teer B (k& 60 kg) ic Cefaclor 250 mg & & CEX
250 mg AZOMERHR RS L, cross over MICTRHP
BE, Rehdbits ERRIEL 720 BRIIBOKRE% 1K
f, 2 BEfS, 4 BERD, 6 B5RE, 8 MERFICITIE - 7o IR

Fig. 2 Urinary excretion after oral administrat-
ion of cefaclor and cephalexin
Normal healthy adult (A), cross over
method, M. luteus ATCC 9341
Cylinder plate method
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BEDREICIT M. luteus ATCC 9341 #5282 |-
BEH v THRICL -7, WEBERBKICIE 0.1 M phos-
phate buffer (pH 6.5) %R, HMEERERICI
Tripticase soy agar (¥#f pH 7.3) i 12,

2) Mk

JRApIBEEIC BAL TI3 Volunteer A (Fig. 2) <2
Cefaclor WA 0~1 BSRIRRICE — 7 2B 5, T80 ug/
ml Z/RU 70 1~2 W5fER 350 ug/ml, 2~4 pRSER 210
ug/ml, 4~6 KRR 96 pg/ml, 6~8 KRR Tid 2 ug/
ml TH -7z —J5 CEX Tid 0~1 BRI 450 pug/ml,
I~2 R TE — 2 820 ug/ml H&H5h, 2~4 k50
R 280 pg/ml, 4~6 BSRART 280 pg/ml, 6~8 k573
FRT 5pg/ml THotoo RPBEHEAA2E, Cefa-
clor {% 0~1 BT 46.8 mg, 1~285FF 19.25mg, 2
~4 W5f 38.85 mg, 4~6 BRI 10.56 mg &72Y, 6
~8 Wi Tid, 0.16 mg DA TH2H, 8 KiIORH
[EXE (T 115.62 mg TH -7 KR 8 MiIZTOR
hEERIT 46.2% TH 70 —F CEX Tid 0~1
f# 20.25 mg, 1~2 m5Rf 65.6 mg, 2~4 B 36.4 mg,

Fig. 3 Urinary excretion after oral administrat-
ion of cefaclor and cephalexin
Normal healthy adult (B), cross over me-
thod, M. luteus ATCC 9341
Cylinder plate method
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4~6 B575 12.6 mg, 6~8 B5RIT 0.5 mg TH Y, 8 B¢
pag CORTERER, 135.35 mg 8 REREMRREINRIZ
54.1% Td-7zo Volunteer B (Fig. 3) DORHBER
Cefaclor AR O~1 BSRURTE — 7 235 54, 960 g/
ml /U T 1~2 BERBR 520 ug/ml, 2~4 KRR 160
ug/ml, 4~6 BERIIR 42 ug/ml, 6~8 5RIIR 2 ug/ml T
Boto —F CEX RIRTS 0~1BfIRICE — 7 55%
0 550 wg/ml, 1~2 W5REHR 320 ug/ml, 2~4 B5FAR 180
pg/ml, 4~6 BSRSER 20 ug/ml, 6~8 KRR 1ug/ml T
Bt RepHiititEEA 5 &, Cefaclor i3 0~1 KT

48 mg, 1~2 BRI 31.2 mg, 2~4 KERIT 33.6 mg, 4
~6 BT 7.14 mg, 6~8 BERIT 0.44 mg 720,
8 Bsf % coo Rkt R 12 120.38 mg THD, 8 BRI
thEIXERIT 48.2% TH - tco —F CEX DRk E
Cid, 0~1 B5P5C 55 mg, 1~2 BT 38.4 mg, 2~
4 BR9C 39.6 mg, 4~6 KRIT 4.9 mg, 6~8 KT
0.12 mg THV, 8 K% TR 138.02 mg
&2y, 8 KERIRREIRER 55.2% TH T

. Cefaclor MIETIMEAT S RBKBEMICE

THRE

Fig. 4 Bioautogram of human urine after oral administration of cefaclor

. Volanteer (A)

- CCL Pre

0~1

Volunteer (B) Bioautogram of human urine after oral administration of cefaclor

1~2 2~14 hrs.
Human urine

Dosage : 250 mg

Adsorbent : Silicagel sheet 60 F 254 (MERCK)

Test organisms : B. subtilis ATCC 6633 )

Solvent : Acetonitrile/Water @: D

| ‘;, (% i P S it ot
7 P ; 5 ’
» % . »
N ‘l'

o
/. ’\'\

R

CCL Pre.

(Capsule)

CCL

e rar

2~4 hrs.

Dosage : 250 mg (per O. 5)

Adsorbent : Silicagel sheet 60 F254 20 X 20 cm (MERCK)
Test organisms : B. subtili; ATCC 6633

Solvent : Acetonitrile/Water (4 : 1)
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1) EBHE
Cefaclor OEFEMHAET 2 Kb RBEHE BFET
% B#IT, B Volunteer A, 3 LU Volunteer B 0 &
FsRID R4 FL Bioautogram % fE% L 7zo Adsorbent
~ ~ - 0 iz Silicagel sheet 60 F 254 (MERCK) %2>, #
~ ~ ~ ~ SBT3 B. subtilis ATCC6633 % Ly, Solvent icid
~ - - Acetonitrile/Water (4:1) ZHi 7z,
8 g 8 g Volunteer A @ Cefaclor #58{1R, 0~1 B5RIR,
S B B e 1~2 BRRE LU 2~4 BRR%E 2 EHRL, &4 5
= = . - ul ZBEAIC spot Uzds, BEFIDRE VI3, HEEE
BENERE EHT% spot RABSNT, 0~1 KR, 1~2 K
5 5 5 5 ' R, 2~4 BRIROVTNDS b, 1JIZFE—0O ArBic B
o —OHBENAET 3 spot DAMESN7e —F Vol
§ a 0 % unteer A DREFREIICK 4 5ul % spot L7
3 £1Ci3, Bioautogram FICE—TRR AW EDIICEZ 3
> 5 5 5 é spot BB SNtce FhicxdL Volunteer B D IRIZD
g T, HTROBECHIDH ST, WTFHORTLHEE
,;25 MAEHTS spot RB—TH-7ce DI ICKKD
E.g' Cefaclor @ spot LIAMC & ohi- HiliEH % BT 3
SRR R FE spot i3, LRTRABSLNLNC EEEZ, Volunteer
i/ I I I e I 20 A BLU B OEEMOREE % 25 ul 3D spot L7z
oA (Fig. 4), Bioautogram i3 Volunteer A ic® %, 0~1
pRERERRE Ex FIIRIC 2 SOMBIEEEHET 5 spot psEM S, 1
i Bl I gl Bt gl N1 Bl I 4 ~2 BsfR, 2~4 BEIRTHHE ohid “CUR” B8
AW oNite —F Volunteer B TiE, Wi B—
gi gi’fz gi @ spot TH-» 7o
= BE PR B9 % &
gl D %%
o e | o | o | 5E MREUISEGIAM 53 1 AXD 5 AKAET
IR I BRI BB RS RSk 2 U - 2t
& HUSEPERIE e 16 ) (Table 2) X 1GtEEMEREIRBSR
o128 ¢ |¢ f:s“é YSED 17 fi) (Table 3) TH 2.
2) #/BHE
xR B E LT 30 snc 1 [ 250 mg 1 | 3 @is
I O S S S R 120 AEHECI: 3 B, BHEICR 5 B0
p= BE#ICZ ORPHEE T 120
s 1o | g D HRUTLE
: 2 : : g‘ UTI $hRHERLESE 2 IR ICHEL T - 120
2 4 H
E b BALPEREDE IS D 16 FloRhEpsE (Table 4) T
o | o o | o z 12, 4 13 61 (8199), B 3 b1 (19%) &AasEk
g = S g ::z: 100% TH-1:o MBERICHT B3RIEIT 12tE(L 15 F)
(94%) THY, BRRICT 2RERIZER 16 F (100
N 9 © %) THotoo FRICHHLUTHHE - GuELEADLES &
LPED AAT Hotce RERELTOFFETIZ, 16
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- W’I‘éi)le 3 CﬁrTicalEtxmmary of complicated UTI cases treated with cefaclor
Case Diagnosis Catheter | U.T.I. 5 TreatmentD ]
ose uration
No. Age | Sex Underlying condition (route) | group | (g X /day) Route (day) Symptoms*
17 | 68 | & CCC. (<) | G4 | 025x3]| PoO. 5 9
B.P.H. )
18 | 69 | & cec () | G4 | 025x3| PO. 5 e
B.P.H., Neurogenic bladder (=)
19 | 62| 9 ccc. (-) | G4 | 025x3| PO. 5 =
Neorogenic bladder (=)
20 | 65 | 9 CCC. () | G4 | 025x3| PoO. 5 =)
Neurogenic bladder (=)
21 | 61 | & cee. () | G4 | 025x3| PoO. 5 =)
B.P.H. =)
2|18 | 8 CCC. () | G4 | 025x3| P.O. 5 )
B.P.H. =)
23 | 54| 9 cCcC. () | G4 | 025x3| poO. 5 ()
Post total hysterectomy (-)
Neurogenic bladder .
24 | 50 | ¢ CCC () | 64 | 025x3| po. 5 )
Post total hysterectomy )
Neurogenic bladder
25 | 54| 9 CCe (=) | G4 | 025x3| P.O. 5 )
Neurogenic bladder (-)
26 | 59 | & ccc () | G4 | 025x3| PoO. 5 G
Bladder neck sclerosis -)
Structure of
r-ureterovecicojunction
27 | 47| b CCP. (-) | G3 | 025x3| PO. 5 )
Hyperparathyroidism )
blt. Renal calculi
28 | 51| 8 CCP. ) | G3 | 025x3| PO. | 5 ()
l-ureter calculi -)
1-Renal calculi
I-Hydronephrosis
C.C.P. -)
29 | 32| b -) G-6 0.25x3 | P.O. 5
l-ureter calculi (=)
30 | 49 | 8 CCP. )" | G6 | 025x3| PoO. s | 22—
I-Renal calculi (-)
3| 5118 CC.P. -) | G3 | 025x3| PO. s | L
r-Renal calculi -)
CCP. =
32 68 Q bit. Renal calculi (-) G-3 0.25x3| P.O. R )
33|53 (¢ CCP. ) | 63| 025x3| PoO. 5 )
blt. Hydronephrosis, -)
I-VUR, Neurogenic bladder
C.C.C.: Chronic Complicated Cystitis . * Befare treatment
C.C.P.: Chronic Complicated Pyelonephritis After treatment
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Bacteriuria* Evaluation**
Pyuria* acteriuria valation Side effects | Remarks
n Species Count MIC UTI Dr
; 7
*) E. coli 10 30 Excellent Excellent )
(=) =)
*) S. faecalis 107 100 Excellent Excellent (-)
) )
: 7
*) E. coli 10 25 Excellent Excellent (=)
=) -)
1 7
(++4) E. coli 10 25 Excellent Excellent (=)
=) (=)
*) E. coli 107 6.2 Excellent Excellent (-)
=) (-)
(++) K. pneumoniac 107 6.25 Moderate Good =)
(+) =)
) L col 100 | _125 Excellent | Excellent )
=) | (=) j
| ?
- ) [ IO R
(++4) P. mirabilis 107 1 6.25 Excellent | Excellent (=)
) =) !
| ‘|
(+++) \ P_mirabilis 107 ‘ 6.25 Excellent | Excellent ) |
-) ) ! 1
— | 1
) E. coli 10" 100 . Excellent | Excellent (-) |
-) ) ‘ ‘ ‘
i |
|
——— S
(+) P. aeruginosa 107 100 Poor Poor (=)
-) P. aeruginosa 10¢ 100
1
+) K. pneumoniae 10’ 100 Excellent | Excellent =)
=) =)
E. coli 25 B )
(++) ! 107
K. pneumoniae 12.5 Excellent Excellent (-) ‘
) ) \
K. pneumoniae 100 o 1 o 1 T
(++) S. faecalis 107 >100 Poor Poor ) |
(+) GNF-GNR*** 107 6.257 I I L ’
(+) E. coli 107 | 125 ‘ Poor Poor () 1
*) P.mirabilis | 10* | 100 i
& | E coli 100 |25 (
- ‘\ ! Excellent Excellent (-)
N o N T o B ,,fﬁ N ~ v‘ .
. . | |
ai E. coli 10° |25 | Excellent | Excellent I
-) (-) ‘ 1 J 1
| | Lo | l
*

** UTI : Criteria by the Committee of U.T.I.
Dr :Dr’s evaluation

** GNF-GNR: Glucose Nonfermenting Gram-Negative Rod excluding

P. aeruginosa
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Table 4 Overall clinical efficacy of cefaclor in acute simple cystitis

0.25 g X 3/day, 3 days treatment
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Table 5 Bacteriological response to cefaclor in
acute simple cystitis

Isolates No',Of Eradicated | Persisted*
strains
E. coli 16 15 (94%) 1
K. pneumoniae 1 1 (100%) 0
Total 17 16 (94%) 1

* Persisted: regardless of bacterial count

B eplict U THERITH - 1o

Cefaclor ozt BIsMEBERES IR 4 2 B 2200 308
(Table 5) 2##5 &, ®EE 17 #rh 16 b E. coli
T, B5i% 16 girho 15 # (94%) hiEkLTHY,
K. pneumoniae ® 1 #EHHERL T3, AKELTIR
17 Eskrh 16 k (94%) OWREHLTNVB, MIC &
HBEERIRE (Table 6) 245 & E. coli ® MIC 25
ug/ml @ 1 #OAMBERLTHBDEBRNT, 16 &k
MELTEBYD, 20 MIC i2h3hd 50 pg/ml B
TTH-7o

BHED 17 FlohR¥e (Table 7) T3, BRI
T BRRIER 13 ) (76%), &E 14 (6%), K
75 3 4l (18%) Tdh -1z MERICKT 25hFRITRH
1t 14 51 (82%), HxA 2 ) (129%), RE 14 (6%)
THh o120 RIFHEIIER 13 6] (76%), B 1 4,
e 3 plEish, BUEOEHRIL 8% Th-ote
1B 17 GIORRIZE (Table 8) %45 &, B
yuiEpild 15 4] (88%) T, ZDMAEMEIR 8% T
Hotre TONIUIE 3 Pihs 5 EFR 3 ERAEYT
AR 60%, & 4 B 10 EHIhES) 9 Fl, B 1 A
THEYER 100% ThH-teo BARYSEIZ 17 ERD
2 T 1 WIERIELY, BREIZ 0% THoto
LB & DIEBVEBHEN: IR BRYSERIC BN T, 7T
— F VBRI S CICHI SR R OERNE BAT
BSOS, HBHEEAK E LTI 17 sEfic 14 4, 8
% DHEETH > 10

1etiE 17 EPIC BT 2 MBI ROFM: Ta
ble 9 IR, FESAIHHEIR 19 #%T, €055
hI%EH2E, E coli ® 10 #, K. pneumoniae O 4
¥k, P. mirabilis ® 2 ¥k, P.aeruginosa ® 1 #&7
5 NRVEEIH 17 BT, 75 AMpHEBNE S. faecalis O
2 DA TH 120 19 #krh 18 £k (95%) DHEKEH
TnB, BRSO, ERELTE E coi K
preumoniae, P. mivabilis, S. faecalis DIEKRIIRIFT
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Table 6 Relation between MIC and bacteriological response in cefaclor treatment
MI 1 ize 10° N
Isolates C (ug/ml) Inoculum size 10° cells/ml Not Total
<039|0.78 | 156 |312 | 625 (125 |25 | s0 |100 | >100| dome

E. coli 3/3 3/3 6/7 2/2 1/1 [15/16

K. pneumoniae 1/1 1/1
Total 3/3 3/3 6/7 3/3 1/1 |16/17

t

° (100%)| (100%)| (86%) | (100%) (100%)(94%)

No. of strains eradicated/No. of strains isolated

Table 7 Overall clinical efficacy of cefaclor in complicated U.T.I.

0.25 g X 3/day, 5 days treatment

Bacteriuria Pyuria Cleared Decreased Unchanged t}?:iitcei‘i::r;’an
Eliminated 1 14 (82%)
Decreased
Replaced 2 2(12%)
Unchanged 1 1 (6%)
Efficacy on pyuria 13 (76%) 1 (6%) 3 (18%) Case total 17

IZ] Excellent 13 (76%) Overall effectiveness rate
[ ] Moderate 1 14/17 (82%)
L TPoor 3

Table 8 Overall clinical efficacy of cefaclor classified by type of infection

Group No. of cases | Excellent|Moderate | Poor Overall effective-
ness rate
1st group (Catheter indwelt)
. 2nd group (Post prostatectomy)
Single
. . 3rd group (Upper U.T.1.) 5 (29%) 3 2 60%
infection
4th group (Lower U.T.L) 10 (S59%) 9 1 100%
Sub total 15 (88%) 12 1 2 87%
5th group (Catheter indwelt)
Mixed
6th group (No catheter indwelt) | 2 (12%) 1 1 50%
infection
Sub total 2 (12%) 1 1 50%
Total 17 (100%) 13 1 3 82%
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Table 9 Bacteriological response to cefaclor in
complicated U.T.I.

Isolates No',Of Eradicated | Persisted*
strains

E. coli 10 10 (100%)
K. pneumoniae 4 4 (100%)
P. mirabilis 2 2 (100%)
P. aeruginosa 1 0( 0%) 1
S. faecalis 2 2 (100%)

Total 19 18 ( 95%) 1

* Persisted: regardless of bacterial count

Table 10 Strains* appearing after cefaclor treatment
in complicated U.T.I.

Isolates No. of strains
P. aeruginosa 1 (33%)
P. mirabilis 1(33%)
GNF-GNR** 1 (33%)
Total 3 (100%)

* . regardless of bacterial count
**: Glucose Nonfermenting Gram-Negative Rod
excluding P. aeruginosa

Table 11 Relation between MIC and bacteriological response in cefaclor treatment
MIC (ug/ml) Inoculum size 10° cellg/ml Not
Isolates Total
£0.39|0.78 | 1.56 | 3.12 | 6.25 [12.5 | 25 50 100 | >100 | done
E. coli 1/1 2/2 6/6 1/1 10/10
K. pneumoniae 1/1 1/1 ‘ 2/2 | 4/4
P. mirabilis i 2/2 2/2
P. aeruginosa ‘ I 0/1 0/1
S. faccalis | ~1/1 1/1 I 2/2
ot | as (33 e |11 Ly i 18/19
3‘ (100%) |(100%) |(100%)| (100%)|(100%)((50%) J (95%)
No. of strains eradicated/No. of strains isolated
$bo UbL P aeruguinosa @ 1 #ki 2130 Hok+ T, BEICE S EBDNBERBD D - 1o BE5H

FICEHL T 5B, Cefaclor #5%0 HBREE A5 &
Table 10 icA 5N 5 KD, P. aeruginosa, P. mira-
bilis, GNF -GNR D44 1 A8l T, HIES
ryghdft & MIC 537D BT A % & 100 ng/ml %% 2
FIEERHER D P. aeruginosa @ 1 BkD HEREEHTH
D, )k MIC 12 S. faecalis & 1 ¥hs 100 pg/
ml Z A 5 iEMEARL 7oh3, o 18 kidd~T
100 pg/ml LR TH -7 (Table 11),

5) BIER

COMEE, EBMEEORE 33 EHNICBOTEL, Wi
O HLSEERTS S VICRIBEO R BIERIZ 2 & 3
T F1 22 EFORLHRO MKEHZE, &
WHEDIEE L U TOEME, BUN, Serum creatinine
B LU EDIER & L Tod GOT, GPT, AP ik,

BICBC - -, M7 — AT R MCBOTHE
{LI3EBD S hish » 7 (Table 12),

e i3

1) MEHICDONT

BOTO IRBIRGWED KB E LTo HEDE. E.
coli, Klebsiella, Proteus \c x4 % 1B N3 BERERE
MoJEiB LT 100 [EFRFIE RO TORE TR, A
J4& LTV CEX el LT Cefaclor TR, W3
b 1~2 HHhs MIC £RU 1, BiMicks MICO
LBz CEX LREBOBOESICBL . FEARE
YO BEURISKEZNRY kLT oEkko MIC
bR~ Dk & 1AM TH Y CEX il T 1~28
#ht: MIC {ETH - 72
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Table 12-1 Changes in laboratory test results
Total No. No. of cases with changes in laboratory test result* Deterioration at-
Item .
of cases A B C D E | tributed to drug
22 22
RBC (100%) | (100%) (0%)
22 17 | 4 1
WBC (100%) (17%) (18%) (5%) (0%)
" 22 22 ’ o
t (100%) (100%) (0%)
N 22 22 |
a (100%) (100%) (0%)
K 22 21 1
(100%) (95%) (5%) (0%)
al 22 21 1 ‘
(100%) (95%) (5%) (0%)
22 22 i
BUN (100%) | (100%) | (0%)
Serum Cr 22 | 22 Y
’ (100%) (100%) (0%)
22 22 ‘
Got (100%) | (100%) | (0%)
22 a i“_ 25 o 4‘—”*”7__“—”“*“ oy
CPT | (100%) | (100%) | , (0%)
AL 22 a1 1 R
(100%) (95%) 1 (5%) (0%)
R
s 22 22 ‘
Coomb’s test (100%) ] (100%) (0%)
4 N I .
Total 264 256 5 3 0 0
(100%) 97%) (1.9%) (1.1%) (0%)
Deterioration cases 0 0
A: Within normal range
B: Improved
C: Abnormal value (no deterioration)
D: Abnormal value (deterioration)
E: Deterioration from normal range

2) RPFEMICDONT

Cefaclor Zofghs 250 mg 1 EREOBRETIE, 2 &0
Volunteer iz 00T, ©— 730 hb 0~1 BRIRIC
BY&4 780 pg/ml, 960 ug/ml Td 7o —J CEX
250 mg Tide— 213 820 pg/ml, 550 wg/ml Tdh Vi
BEORAMRDBENSF SN TS, 8 BRIE TOR
PRI 46.2%, 48.2% &+ CEX o 54.1%,55.2%
CRRRSORPEIRE TS - 120 REFUEEAEFAY
F2 AR TOREMA 4 % To Cefaclor 250 mg7
B 51 & 2 FRehiEr Iz 1,600 pg/ml~1,900 pg/ml

THbH, Thoo 6 FBERPEIREL 69.7% ThH-
oo RIS KEMRGEZEMENNFY BEKRYIO 205K Ce-
faclor 250 mg OS5 TORAPEINERIZ S KfIE TT
37.5% DEEERL TS, 4D 8 KefflE TORIG
flid 46.29%, 48.2% LEMHRTOEENEKTEE, £
NoD3EPRICH L LB S, Korzeniowskr 5% ¢
Cefaclor & CEX o 250 mg #£Z#%5.L 7- cross over
LTo 20 2TR, RPBEGHMEE IO -7
0~2 #5fEfRIZH Y, Cefaclor Tid 522~1,462 ug/ml,
—7% CEX T3 351~1,655 pg/ml &L THD,
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Table 12-2 Laboratory test results
Case | RBC(X10%) WBC Ht Na K a |
No. before'g after | before after | before after | before Eafter beforei after before'ga,fter
3 473 | 405 | 8400 {5,600 | 44.0 1364 | 141 145 | 43 42 | 98 i103
5 482 | 491 | 5600 (4400 400 {423 | 141 %142 49 | 49 | 102 {103
6 413 | 426 | 8,100 (4900 | 366 382 | 145 144 | 41 42 | 104 105
7 403 | 368 | 6400 :3,700| 355 §32.3 142 138 | 4.0 40 | 102 | 102
8 412 | 428 | 5400 (4,600 | 367 {380 | 141 3'138 43 44 | 100 | 102
9 385 | 380 | 5300 :3,800 | 381 :37.6 | 142 P12 | a2 L 48 | 102 101
10 477 | 463 | 5700 (4,500 | 423 (413 | 143 (142 | 42 | 46 | 103 | 102
11 346 | 372 (10200 {4,700 | 358 {374 | 142 {141 | 44 | 41 | 101 | 101
13 481 487 | 6,300 (6,100 | 40.0 {402 | 141 141 | 42 40 | 103 100
15 460 | 424 11,200 13800 | 450 (397 | 139 i 140 | 45 46 | 94 95
16 420 | 407 | 6,000 {4800| 39.0:37.0 | 142 {140 | 43 | 46 | 103 | 106
17 432 ¢ 391 (10300 ;3,700 | 39.3 340 | 143 145 | 45 © 38 | 100 100
18 472 561 | 4,600 34,400 36.2 (476 | 141 145 | 38 i 40 | 103 | 105
19 467 | 502 | 8,000 |6,500| 426473 | 143 | 141 | 45 L a6 | 106 101
21 475 | 503 | 8,800 8,100 453 472| 142 i 42| 45| 42 | 105 ;104
22 364 | 367 | 7,900 i 6,700| 35.5 373| 142 {143 | 47 47 | 105 | 105
23 508 521 | 5,100 | 6,200 39.7 §r40.5 141 142 | 41 44 | 101 | 100
2% 377 389 | 7,800 3,200 380367 | 139 142 | 46 | a6 | 100 | 100
26 421 ¢ 434 | 7,800 i 4,500| 41.0 430 | 141 (138 | 43 39 | 103 i 102
29 516 | 541 | 6,400 | 4,200 380393 | 144 143 | 44 L 32 | 103 | 106
31 454 | 491 | 60004800 402:452| 143 | 143| 31 45 | 103 98
33 443 | 437 | 7,00 4,000 409419 | 139 | 140 | 35 41| 97 | 106

e DIz EDhMICH b, RehERERIT Cefaclor T
12 6 B E iz 70.1%, CEX 1T 96.3% &4 fii
KD B EEEREL T 5,

3) Cefaclor QERPHABEMICDNT

Volunteer A O#¢5.1% 0~1 BRGIR, 1~2 WRIEK,
2~4 B[R A F T Bioautogram A {EMT 3 &, HiR
EHEEET 5 2 DD spot HiA SN B, —JF Volunteer
B TN b B—0 spot TH-»7:. Volunteer A i
BT Cefaclor HE5#DIRE 2 EHFRUIBOE
5 ul spot L, Bioautogram Z{EHIL 7-35&ICI3B—D

spot LS5 N0, ¢t Fig 4 ICRENTNEM
¢ 2 50 spot MAILAX ST, 2FHLD 22
OHEENE b OUTR» Y ORNEE - TS
WIT, NSV HD spot As Bioautogram _taC§bW‘_I
Wb EEZ 515, Volunteer A DB RAEE 780
ug/ml DbD% 25 ul spot Liz& T3k, £hntl
& 3 Cefaclor HRSET AT 25 n1XT780 ug/ml=19.5
ug E15230 5ul @ spot Tl 5 ulx780 ug/ml=3.9
wg, 2 EFHRU DT 1/2%5 ;L1><780;4g/m1=1.9
wg L1753, HURMIEFETOMT TR Cefaclr O
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BUN Serum Cr. GOT GPT Alp Coomb§’ Test
before? after | before after | before I after | before after | before after | before l after
2| 07ios | wia| 15| esies| O
13 14| 1507 | 2 14 i | 2902 | @ L)
20 2 | 06 P06 | 18 15 20 | 23 46 50| O O
8i 11| 12 08| 18} 22 2002 | 2729 @iE@
13 12| 06F07 | 202 | 1318 | 33:35| )6
4 11| 08io08| 17 L1 70| 59| OO
130 14| 07 06| 24 19 22§ 15 36139 () )
19i 12| 06 i 07| 19 12 | 274 15 82| ) E
190 2| 07i07| 2 L 18 “in| ein| O L)
4 15| 06! 07| 24 2 2 14| ssis9| @ e
2] 15| 08 09| 25 Pl Bi2| i8] 00
27§ 15| 10 07| 13 b0 | 15t 9| esis3| O L)
190 18| L1i 10| 190 18 | 20§ 10| Ss4i52| ()6
16 15 [ 07} 06| 18} 16 71 6| 45| 40 ©) | e
130 14| 01 07| 22 D2 18§ 21 45 03| 0O
i o13] 09f 09| 1si1s | 150 12| 33| O O
130 14| 07i07| 30f 3 39 | 39 2458 (O |
18 18| 07} 09 14} 1 8115 | 70! 53| L)
150 16| 09 10| 31} 33 311 17 53159 () )
i1 | 07 07| 32 ba | o2ia | w s | @ o
20 24| 10 g 09 | 27} 33 17§ 19 s4 i sl () @
190 18| 08 10| 36 51| 20} 34| S8i6| () |
2,000ug/ml % 5 ul spot L7z & &icig5h3 spot & RORBEIIC BHIZNS 258642 5+, spot

BEHL I, £hBlEo spot %, K&WHD spot
BRUIBAI, BUHTISL spot b5 Bohz e
LT3, 2% 1 2,000 ug/mlx5 ul =10 ug @ Cefa-
clor AL 74841 2 S0 spot MESNTI B,

ReDBATIE, 5ul TIZ 3.9 ug THBIHITHE
250 spot HES T, 25 xl T 19.5 ug @ Cef-
aclor %0, RUBHTHESH 2 DD spot BESH
RbDTHB, YL DRARIEFREICIDESN
SRDHHEM AT 2 RYEDAREKT B 0dICi,

BICHEAZ S BTENHKEEELZ TN,

4) BRFREEICDVT

BUEBEERENA 16 B, ABMEBIMEVE R SR YYE 17
o HhEr 33 fEFIIC Cefaclor ZROHBE L1, &
BB TIIEXKED E. coli 35U K. pneu-
moniae EARFIOEPHIERTRENZEDDLSICE
i1 MIC A RTRMTH - 72720 h, Exh 13 4
(81%) H%h 3 Bl (19%) &isv, AT 1008 <
Hotco —HBHEHMEIRBREED 17 FiTid, 20
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5 LMD 9 FlidhIhd FEREH 7
—F VOB GON 4 BT, TNS5R3EH 8 M, B
% 1 FITHOESR 100% TH-10 X SITIBMHEHE
MR RE LI 3 B 5 HITER 3 4, B3R 60%,
FO6RT2HTENL HITHY 50% OBHREL
> T, BHAE 17 fletke LTI 82% OBYHHRT
Hoto AL CEX 1.5 g~2.0 g/day #e5icd
5 atBAERERESE 13 Gl TERIER 100%, 1StEEH:
PEIRBRRE 10 I THEZIER 60% ThH -7 &L,

K#HES® 13 CEX 2.0 g/day #'5 T3 2Bt B
20 16 #licT 81% oFEXF, WHS? & CEX 1g/
day #5iz B 22BN 95 fiT 91.6% o
BHREBELTO D, IS EHEET 2 ERADAMN
@ 750 mg/day #%5.0d Cefaclor cHU T, CEX o
1.5 g~2.0 g/day #5.&1ZRASH LI, Thlll
DOkt E#EZ S b, Table 5, Table 6 T/RLU 7-4alk
BAEERE IS & © DERR A BERE 17 Bk 7% &, K. pneu-
moniae O 1 #Ei2HY:, E. coli ® 16 gTiz MIC 25
pg/ml @ 1 HEBROT 15 HPOHEEEBL TN, Atk
JETIZ 17 #hrh 16 B, 94% DBEEMSE SN TN S,
Table 9, Table 11 {Z7RU 718 MAE 17 H & © DEEFRSY
BEkk 19 gkTi2, P. aeruginosa ® 1 % {T E. coli
D 10 #, K. pneumoniae ® 4 ¥, P. mirabilis ® 2
¥, S. faecalis @ 2 oIy 100% DilY:FRA4
BTHY, REEYEICKL TS 72 HiE Spectrum %
BITBHLIICEZ D, BURED FIHRBEGSEICKH LT
BRSWRTREREETH o700 L SITBHEFED FERER
FRRRIEDAEH) 27 OMBREAEFICENT, P. aeru-
ginosa EYIC X2 O TRAKORSICL D, BERE
DEDOVEEHE L > TS, FEH 30 Itk T
LEREHIOBRIRHRERHEL->TEY, FEM 3L iC
BOTIREERIO E. coli 1385412 P. mirabilis &
BRIL TS 1edbic, BME 17 flchoo 3 )
BEHEHFELLN, DTNLBHADESTH 2, C
e OEIEFNICK L T SBOEBEA % OBREH

MEEBDLNG,

AFUREIC X DRIEAIZ 2,022 FlicstL 41§y 2.3
% DEETHY, RSHILUIERIIZ 18 4 0.89%
ERE? INTV 2. RAEMBEMTRE b icEIfER
BEBDTOIROY,  Fefett CEX 0 B BB 4 g
1,925 fijch 91 i) 4.7% DK & Wi+ 3 &, ®’5&
MAHKITI CEX @ 3/4 8D 750 mg OEMHASY
DR, BIEMOHEDINT 1/2 L11-TH3, ch
S5E0EZLE, A#liX CEX 0580 3/4 T CEX
LIFAFS L ENLU OB S S, BHERD
BHEIZTDR 1/2 PTFER->THNEERZ 3,

X ik
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FUNDAMENTAL AND CLINICAL STUDIES ON CEFACLOR
IN THE URINARY TRACT INFECTIONS

KanuiN TE1, Osamu Setsupa, Naoki KaTo, Yukimical Kawapa and TSuNEo NISHTURA
Department of Urology, Gifu University School of Medicine
(Director: Prof. TsuNeo NISHIURA)

Cefaclor, a new broad-spectrum cephalosporin for oral administration, was studied both fundamentally
and clinically.

Results were summerized as follows.

1) MICs of cefaclor for 15-standard strains were equal or superior to those of CEX.

2) Eight hrs urinary recovery rates in two volunteers after oral administration of 250 mg of cefaclor
were 46.2% and 48.2% respectively. We found two spots on bioautogram in urine of volunteer A, and one
spot in urine of volunteer B.

3) Sixteen cases of acute simple cystitis were treated with cefaclor at a daily dose of 750 mg for 3
days. Satisfactory results were obtained in all cases. And seventeen cases of cronic complicated urinary
tract infections were treated with cefaclor for 5 days. Satisfactory results were obtained in 14 cases.

4) No side effect was observed.



