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A A YA SRR B BAZE % Amoxicillin Trihydrate (363§ : J-1)
ZHERERE - HABRFTHGEHBAFZIRAESR USP 2RS¥ > 2
HPLC F B2 4% i34 £ 5 mg Amoxicillin Trihydrate 2 2% 4
849.0 11 g -
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] & BE/A\ Bl Amoxicillin trihydrate J5
BYrmLMEBERYERBREES £ BRI - HAkgaEENU
Amoxicillin Trihydrate (#t5%:J-1) & EZ Karl Fisher #£8E (MKA-3 » Kyoto
EHE o Electronics » FENE FHRN&iit) #l
‘ EH 1375 % - BERHFINS0 mg » Y
MRRTTA FERSE B — R A
0.2mg/mL » HEVEARIR -
— ~ MR B GIEE
1 BHRE © B ST 7508 Merck = RfE7A
B Z W BfLab Scanky FERREAE A7 (HPLC method)”
HPLC #% - ()2 R ieets
2fE # H R BB USP 1.452%  Gasukuro Kogyo HPLC
Amoxicillin Trihydratef@# 5 (& 25 Model 576 -
861 1 g/mg) » BURHE K25 mg(& 255 tHE HTE * v Bondapak
8)  FEHEME @ IR S #EK Cig > 3.9X300 mm (Waters)
fi#lpk 0.3 mg/mL » 0.25 mg/mL - 3.UV {EfHI2§ : Gasukuro Spectro
0.20 mg/mL » 0.15 mg/mL » 0.10 Detector 520U > 230 nm
mg/mL. » {E{EEHE FLYATR - 4.3 $% 25 : Gasukuro Chro-
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773 ¢ 1 mL/min
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1. BEER — SRR - B — &
7 (KH2PO4) 13.6 G fii/kE
2000 mL,DAEEE45% (w/w)ZHEE
PHE5.0+0.1 -

2.HY 900 mL @ — S EHVA IR L
100 mLZfEE &394 » BlBdk
B - W LIASIRIEZR(0.45

(m pore size » Millipore filter)

fEREET

AREBHEE=X » F—XIEEEE
Z M EER SR Y= 2.60 X 107 X-7.16 X
107 > g HSEER R R0.9999 » FEEFTS
EERB48S Lgmg ;s B RIEE BB
PEEEE R Y=2.59 X 10°X+1.06 X102 >
FR B R AR AR B R0.9999 - IREFS S &
By 851.7 ng/mg 5 BERIEE B 2 EE
BREEY=2.58 X 10° X+2.84 X 1072 54
B R Bk 0.9999  EEFMBEER
846.8 1 g/mg ; =S EBIRETEHIZHER
7% SD$2.50 » BEIRECVE0.29% ; Al
Amoxicillin Trihydrate $HEfEHE 5, > SEi54
ER 8490 ug/mg R—) °

B -
F— : Amoxicillin Trihydrate ¥ FEAE*E 5 7 SLH & &
e FR MG TEGFHRREL = SD  CV HEEE
(r) (ug/mg) (¢ g/mg)
Amoxicillin -~ Y=2.60 X 10°X—7.16 X 107  0.9999 848.5%
Trihydrate  Y=259 X 10°X+ 1.06 X 102 0.9999 851.7% 250 029% 8490
Y=258 X 10°X +2.84 X 107 0.9999 846.8*
* L F-EERRERIESBEATRE S EZESE
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HEE 2 Amoxicillin Trihydrate JF}ZE -
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Amoxicillin Trihydrate Reference Standard of TheNational
Laboratories of Foods and Drugs

Cheng-Ping Kuan, Yu-Shan Lin, Jin-Yi Chiou and Chai Po Lin

Division of Pharmacobiology

ABSTRACT
An “Amoxicillin Trihydrate Reference Standard (Lot No. : J-1)” for the National
Laboratories of Foods and Drugs was prepared. The quantity was determined by an HPLC

method. The result against the USP Reference Standard was 849.0 ¢ g per mg.

Key Words: Amoxicillin Trihydrate.
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