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——Amoxicillin Trihydrate

BER RS FEE
£ = #d
wm =

AL G B Rt By HBAZ S Amoxicillin  trihydrate(33%
C-DXNMRBERE - AR FHESMBRFZRAEARUS PAL S
AR AN AR R TR &R A FmgZ Amoxicillin trihydrated-

Amoxicillin 718847.1ug °

B B
BYR MR R Y BIE% S Amoxicillin
trihydrate(#L9%C-1)Z ST EZEE RS -
LB S8 | B SRS RER -
2.0. 1ML B iR B i (pH 8.0)2 it 5.
IR 7 (K.HPO4)16.73g R BB — .87
(KH2P04)0.523g /7K £1000ml, 21 2 B LA
BB HpHIE, M E % £58.0+0.1 -
3. A FEEE S (BEDIFCO  Laborato-
ries)Z FC %

E Hf(Peptone) 6.0g
B2RHZH (Yeast extract) 3.0g
4 2F (Beef extract) 1.5g
HHE (Agar) 15.0g

B _E SRR 7K Z1000m], 82BN E &, AR

WEERNHELpHE, Fir121°C BB EE

®’I8.0+0.1LFRERELE -

4. iAEREEE1R (EEBEDIFCO Laborato-
ries)Z Fo &

ZE H#(Peptone) 6.0g
ZR R A E
(Pancreatic digest of casein) 4.0g

—-381—

E2RHEE (Yeast extract) 3.0g
4 WIZE (Beef extract) 1.5¢g
# E ¥ (Dextrose) 1.0g
B A& (Agar) 15.0g

B L5 R 63 07k Z1000ml, B ZABNE &, KA H
SEZRGHABHpHE, FR121°C BEEHE
®REB8.0+0.LIERERALE -

5. R EIEE: ML ERMERAFRME BEAE
R - HAK{EELUKarl Fischer (MKA-3,
KYOTO ELECTRONICS, ¥ EFHA
i) B EF13.8% o AEBF I Amoxicillin
trihydratelf £ E€50mg, fE HEFE E, 110 1M Bk
R B IE R Img/m], TEB B R E R, R
BELOOLIMBRERGTHERE K
0.16ug/ml(U1),0.2ug/m1(U2),0.25ug/ml(U3)
JREERRE -

6. AR ¥ RIRAU.S.P.Z Amoxicillin  trihy-
drate(#t#%G-1), J711E858g/mg, Bl Amoxici-
llin trihydratefE ¥ #125mg(f118), FEHETE
E,MO. 1 MBEBEEREHEERE K
0.16pg/ml1(S1),0.2ug/ml1(S2),0.25ug/ml(Ss), i
TEREHE VB o

7. 818 /¥ U Micrococus luteus(ATCC
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YA RRERAENIEHR(Ann. Rept. NLFD)

%— Amoxicillin Trihycdrate® — X TR &%

Plate No. S1 S2 S3 U1l U2 U3 Plate sum(Tr)
1 16.4 17.2 19.3 15.6 16.5 18.2 103.2
2 16.8 18.2 194 15.7 174 18.8 106.3
3 16.2 17.3 18.8 15.1 16.2 18.2 101.8
4 16.3 174 19.1 15.4 16.3 17.6 102.1
5 16.2 17.6 19.0 15.4 16.6 17.8 102.6
6 16.5 17.9 194 15.3 16.9 18.5 104.5
7 16.2 17.5 18.9 15.1 16.4 17.8 101.9
8 16.2 17.5 18.8 15.1 17.0 17.6 102.2
9 16.3 18.0 18.8 15.7 16.4 18.1 103.3

Sum(Tt) 147.1 158.6 171.5 138.4 149.7 162.6 927.9

Range 0.6 1.0 0.6 0.6 1.2 1.2

%= Amoxicillin Trihycdrate —k K4 R

Plate No. S1 S2 S3 U1 U2 U3 Plate sum(Tr)
1 16.6 17.8 18.8 15.5 17.1 18.1 103.9
2 15.6 17.0 18.0 14.7 16.2 17.3 98.8
3 15.8 16.7 18.3 14.9 16.0 17.0 98.7
4 15.9 16.8 18.0 14.6 16.3 17.1 98.7
5 16.5 17.6 18.8 15.3 16.9 18.1 103.2
6 15.6 16.5 19.1 14.8 15.8 16.7 96.5
7 16.1 17.1 18.6 15.3 16.4 17.5 101.0
8 15.8 16.5 18.2 15.0 15.8 17.0 98.3
9 15.8 16.6 18.5 15.1 16.1 17.3 99.7

Sum(Tt) 143.7 152.9 164.3 135.2 146.6 156.1 898.8

Range 1.0 1.3 1.7 0.9 1.3 1.4

4= Amoxicillin Trihycdrate s Z K FHR &R

Plate No. S1 S2 S3 U1 U2 U3 Plate sum(Tr)
1 16.3 17.2 18.8 15.2 16.2 17.6 101.3
2 16.0 17.1 18.5 14.8 16.3 17.5 100.2
3 16.7 16.9 18.5 14.9 16.4 17.4 99.8
4 16.0 17.1 18.8 14.8 16.2 17.6 100.5
5 16.6 17.6 19.3 15.7 16.6 18.3 104.1
6 16.4 17.6 18.7 15.3 16.9 17.7 102.6
7 16.5 17.4 18.6 15.0 16.9 17.8 102.2
8 17.8 18.9 18.5 15.7 18.2 18.5 108.6
9 16.1 17.1 18.2 15.4 16.7 17.8 101.3

Sum(Tt) 147.4 156.9 168.9 136.8 150.4 160.2 920.6

Range 2.1 2.0 1.3 0.9 2.0 1.1
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LY R RBRE AL T FH(Ann. Rept. NLFD)

Observed R F—test A48 (ug / mg) 3 4E(ug / mg)

0.231 0.592 850.3

0.224 1.420 848.0 847.1

0.223 2.616 842.9
9341, BEEERFHER RO BRAREE, MAERERET Y URR - ZEXEEER
WBAAT AV E RESEREER" DATH AT 182 /118 (ug/mg) 5 7153850.3 , 848.0K%
2 [BIfE 2 AR = (8 B A 5 51 #6S1,S2,Ss, 842.9, Bl Amoxicillin trihydrate®f B # 5
Her =BG AN ERUL, Uy, Us, B85+ 1°C TEEZ T SER847.1pg/meg (R M) -
EERFNEEI6~ 18/NEFREH, LlZone &% e

Analyzer(SSC TOYO ZA-F)#| =& {EHIH]
Bl 115 2 {E AT arcza & Garth AT 3aT BT
HAHEHENEYRIAEEERZE R
M o

m R

AEBRAEE=ZR ERBHROE
— | BT REZ tkBTarczaRkGarth®Z ¥t
ot HEZERBEREZAIEEREER
Z:(a)Observed RZE/NCritical R
(0.273),(b)FfEZE/NP Critical F(2.84), A
BRI ZHEBREN): E—REEHERZR
E550.231, FiE50.592; F —RIEEETRZR
E50.224, FES1.420; E=RIEE BB ZR
E550.223,FiE52.616, 9/ & LA L ZIEAE %,
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R0 £ B {7 7 BR /A B8 B8 Amoxici-
llin trihydratelfFHEE o

SER

1.Minimum Requirements for Antibiotic
Products of Japan. 1986. The Japan
Antibiotics Research Association, En-
glish Version.

2.Tarcza, E. and M. A. Garth. 1978.
Assay and Statistical Analysis for
Antibiotic Standards.
Sci. 67 (8) : 1050-1053.

J. Pharmacol.
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YRR AEWEESR (Ann. Rept. NLFD)

AMOXICILLIN TRIHYDRATE REFERENCE
STANDARD OF NATIONAL LABORATORIES
OF FOODS AND DRUGS

YANN-JEN FANN, MEI-CHAI CHENG AND MEI-CHICH HSU

DIVISION OF PHARMACOBIOLOGY
ABSTRACT

The“Amoxicillin trihydrate Reference
Standard” (Lot. No. C-1) of the National
Laboratories of Foods and Drugs was
prepared. The Potency was determined by
microbiological agar diffusion method.
The results against the U. S. P. Reference

standard were established with a potency
of 847.1ug per mg.

It was determined that this will serve
as the “Amoxicillin Trihydrate Reference
Standard”.

—384—



	0381
	0382
	0383
	0384

