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A AR WA SRR B BAR R 5 cefadroxil (3t 5% B-1) X 4 %
B AR F EAMIIFZRHERU.S. P ARESILY 4
A A BRANZ  IFZE R AR mg Z cefadroxil 71%934.8ug °

m B
)& 5L AR BB S B FR AR ¥ &, cefadroxil

(#t5% B-1) X HEEEHRSE o

1.
2.

3.

MERAE

BEE T 8F - B SST  HERARER -
1.0% BiFERERARMEH (PH 6.0) ZECH
Epie € — 87 (K.HPO,) 2.00g KRB _ &
4 (KH,PO,) 8.00g fn7&KZ1000ml s 2075 &%
D R AR pH (> FEE®R6.0L
0.1°

4R & 2% (5 DIFCO Labora-
tories) ZEi#Y :

E Hl# (Peptone) 6.0g
E2RHSE (Yeast extract) 3.0g
4 (Beef extract) 1.5g
W (Agar) 15.0g

B _EFIRRA 17K ZE1000ml » BEBHEZ » HHE

4.

WS EE BN FHRH pH EX 121 CRE
WEHE86.510.1 /FREEEERE -
P4 H & E1% (5 DIFCO Labora-
tories) Z ff&Y :

E K (Peptone) 6.0g
fE 1 {b % B % (Pancreatic digest of

5

7.
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casein) 4.0
BRHi2# (Yeast extract) 3.0g
4 EH (Beef extract) 1.5
# & iE (Dextrose) 1.0g
Wfg (Agar) 15.08

B R4 Nk ZE1000ml » JBEABIVEZ » 1
YOS B R S pH E- EIN121°CR
EHE%R6.510.1  FREREEF -

JEORHEE R A W X B {5 H R A ] (Bris-

tol) B4t BIE &K Hk{pe & Karl
Fischer (MKA-3, KYOTO ELEC-
TRONICS » R # B F R & it) Bl E R
5.39% o fERERBE BRI BE50mg » /i1 . 0 %6 B ER
B ARMETR > FCBUAK] . 0mg/ml » FEREEHE
W o RBREEE L. 0% BiER B AR B R K
6.40ug/ml (U;) » 8.00xg/ml(U;) » 10.00
wug/ml(Us) » BEFERRAR o

Ese s - GERA U, S, P cefadroxil Jj

8934ug/mg o BUE#ERK25mg (J1(E) » ¥
FERBTE » HIIL. 0967 Bk B 4R 7 ¥ B i 1mg/
ml s (EESEER VAR » RBRIRFFELLL. 0% Bk EE
ﬁ@fﬁﬁﬁﬁz&mug/ml(sﬁ » 8.00xg/ml
(S) »10.00g/ml(Ss) » HEAFERYEFIEW
# E /5 & : M Staphylococcus aureus
(ATCC 6538p » EH &M LA REA
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SR (KR H AP E R g e e Mataims » HERERE Rt slEEEs
HRATE 2 B R T REE AR ES o — : (a)Observed R % /) # Critical R
F—REBIVLATFRA—# > SRFES  (0.273) (b)F 2/ Critical F(2.84) » i
7S 1E B & oz A8 =18 B & 9 5 BIE S, REBRS VS (RR) | S—REEERS
S;,Ss» HER={EEEA R U, U, Uy » B R {E£0.221,F fE£31.427 ; S REEEE
235 £ 1°CHEEFE B2 16- 18/ NI H I Z RIEF0.224, FEE1.660 ; E=RIEETHE
BREMNGEME 8@ Tarcza Bz REF$0.181,F fE0.369 ; SUKREE
Garth FRERETHIREET H 25T E D E L REZR HE < RER0.200,F ER31.293 » & LU

FEERBZAERIE o LR > A RERERIE R TLRERE o U
= 2 RIEE 'R AEZ 71 E(wg/mg) 5 5l 5
A 931.1,939.2,938.05931.0 » A cefadroxil %t

AEBLEENR » HRBERNE— REREREE T HERI34.8ug/mg(F
F > R=ERFN > ki Tarcza K Garth?z 7o) o

#&— Cefadroxil £ —kBZKFBHE L
Plate No. S1 S2 S3 U1 U2 Us Plate sum(Tr)

1 19.7 20.6 22.2 19.2 20.6 22.0 124.3
2 20.2 21.8 22.7 19.8 21.1 22.7 128.3
3 21.3 21.9 22.8 20.7 21.8 22.4 130.9
4 20.1 21.1 22.2 20.0 21.0 21.7 126.1
5 19.8 21.4 22.2 19.5 20.8 22.1 125.8
6 20.3 21.5 22.6 20.1 21.0 22.2 127.7
7 21.2 21.9 22.6 20.5 21.9 22.1 130.2
8 20.4 21.7 22.6 19.0 21.5 22.4 127.6
9 20.2 20.8 22.0 19.6 20.9 21.7 125.2
Sum(Tt) 183.2 192.7 201.9 178.4 190.6 199.3 1146.1
Range 1.6 1.3 0.8 1.7 1.3 1.0

%= Cefadroxil =k K& L
Plate No. S1 S2 S3 U1 U2 U3 Plate sum(Tr)

1 20.1 20.8 21.4 19.3 21.0 21.3 123.9
2 18.7 20.3 21.6 18.3 20.2 21.1 120.2
3 19.4 20.6 21.7 19.1 20.3 21.3 122.4
4 20.0 20.8 22.0 19.8 20.7 21.3 124.6
5 19.5 21.2 21:5 19.0 20.3 21.8 123.3
6 20.1 20.8 21.2 19.2 20.9 21.1 123.3
7 19.3 21.0 21.5 18.6 20.6 21.6 122.6
8 19.4 20.8 21.3 18.8 20.4 21.5 122.2
9 19.5 21.6 22.0 19.3 20.8 22.1 125.3

Sum(Tt) 176.0 187.9 171.1 185.2 193.1 1107.8

Range 1.0 1.3 0.8 1.5 0.7 1.0
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2= Cefadoxil # ZRFTHER
Plate No. S1 S2 S8 U1 U2 U3 Plate sum(Tr)
1 19.2 20.0 21.2 18.8 19.9 21.0 120.1
2 20.1 21.5 22.5 19.9 21.1 22.3 127.4
3 18.8 19.5 20.7 18.5 19.3 20.4 117.2
4 20.0 21.0 21.9 19.6 20.7 21.6 124.8
5) 19.7 21.3 22.7 19.7 20.6 22.4 126.4
6 19.3 19.2 20.6 18.9 20.0 20.1 118.1
7 20.9 21.5 22.3 20.3 21.4 21.5 127.9
8 19.4 20.5 21.3 18.9 20.1 21.2 121.4
9 20.0 21.0 21.9 19.8 20.9 21:5 125.1
Sum(Tt) 177.4 185.5 195.1 174 .4 184.0 192.0 1108.4
Range 2.1 2.3 2.1 1.8 2.1 2.3
4w Cefadroxil % w9k T8 *
Plate No. S1 S2 S3 U1 U2 U3 Plate sum(Tr)
1 19.8 20.6 22.2 19.3 20.7 22.1 124.7
2 20.3 21.7 22.7 19.8 21.0 22.7 128.2
3 19.7 21.0 21.7 19.0 20.5 21.4 123.3
4 21.3 21.9 22.8 20.7 21.8 22.4 130.9
5 20.1 21.0 22.2 20.1 21.0 21.7 126.1
6 19.8 21.4 22.3 19.5 20.8 22.1 125.9
7 20.3 21.5 22.6 20.1 21.0 22.2 127.7
8 20.4 21.8 22.6 19.0 21.5 22.4 127.7
9 20.1 21.0 22.0 19.6 20.9 21.6 125.2
Sum(Tt) 181.8 191.9 201.1 177.1 189.2 198.6 1139.7
Range 1.6 1.3 1.1 1.4 1.3 1.3
4 % Three-dose assay Z# R 2Rk
Observed R F-test ( s M ) ( Fi4 ) . X .
mcg/mg) (mcg/mg 1. Mininmum Requirements for Antibi-
0.221 1.427 931.1 otic Products of Japan. 1986. The
g.524 1.690 9302 934.8 Japan Antibiotics Research Associa-
0.181 0.369 938.0 i @ .
tion, English Version.
0.200 1.293 931.0
9. Tarcza, E. and M. A. Garth. 1978.
Assay and Statistical Analysis for
- H | Antibiotic Standards. J. Pharmacol.
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REFERENCE STANDARD OF CEFADROXIL
AT THE NATIONAL LABORATORIES OF FOODS AND DRUGS

YU-SHAN LIN, FONG-LING HSU, HSI-CHIN KO, MEI-CHICH HSU,
AND CHIA PO LIN

DIVISION OF PHARMACOBIOLOGY

ABSTRACT

The “Cefadroxil Reference Standard
(Lot No.B-1)” of the National Laboratories
of Foods and Drugs was assayed. The
potency was determined by the mi-
crobiological agar diffusion method. The

results against the U. S. P. Reference Stan-
dard were established with a potency of
934.8 ug per mg.

It was determined that this will serve
as “Cefadroxil Reference Standard”.
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