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HPLC 7 kR 2 X 4% » pii34 R4 mg Ampicillin Trihydrate = 48 %847.9
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1 FERE ~ BEER — S 7% B PETEMerckFy
R - LR E A Lab Scanfy
HPLC #% -

2 FRBRATR ¢ BUM BRER — S EATR 10
mL Jz INBEEGYAW 1 mL B &8Ik
£ 1000 mL -

3AEHE HRWE B A USP 2 Ampicillin
TrihydratefZ ¥ 5, (& & 994 1
gimg) » BUEHESHI2S me(E8) » #F
MERE > kB ERES K 0.7
mg/mL > 0.6 mg/mL > 0.5 mg/mL >

0.4 mg/mL > 0.3 mg/mL. » fE{E{E%E
AVAR ©

4898 - HPBLBEERITERRDE
PR/ E]#Rf Ampcillin Trihydrate[§
B RERERR - HkoEENU
Karl Fisher#: B (MKA-3 » Kyoto
Electronics » IRENE Firk=\&it) #l
EE13.87 % - REEFFEYS0 mg » 1F
WEME > MHBERESRE 0.5
mg/mL > EVERRIR -

Z o BERE
BT (HPLC method) @ :

(—)ERE B A feeds: -
1428 ¢ Gasukuro Kogyo HPLC

Model 576 -

2 U@ HTE © 1 Bondapak Cis
3.9 X300 mm (Waters)

3.UV {Eff]2% : Gasukuro Spectro
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Detector 520U > 254 nm
EC % 28 © Gasukuro Chroma-
tocorder 12 -
SyEStE 20 uL -
6. EH KRB - FERE ARG
B ARIR SRR -
777 ¢ 1 mL/min -
(DB EHC RIS
LIM B — S S$ATR © HUBHEE —
&8F (KH2PO4) 136.1 ghi/kE
1000mL -
2.IN BEEBVAWE | IUESES 6.0 g /I
7k 100 mL -
3.7k 1 Z B 0 IM BEEE S8
W IN BEEEYARR( 900 : 90 :
10 : 1 NREE) - KEERBEH)
o WA S EES (0.4 4m

pore size » Millipore filter)3& & °

fER BT m

AEBIEE=X > E—XEEERE
PR ERRY=7.20 X 10°X —4.5X 1072
BRI AR (R B R0.9999 - EEFRE SR
R 8474 ugmg 5 B XAEE BB AR MR
BEE Y= 725X 10°X —8.67X 107 » #i43E
BRARIRErR0.9999 - EEEFTTS & & 5849.7
wg/mg ; BB =RAEE BB AR
Y=7.20% 10X —2.45x 1072 » ks
RBrk0.9999 - EES & &R 846.8
g/mg ; =H & BEHBBETEHIEERESD
1.53 » #E(EABCV%0.18% ; BJAmpicillin
Trihydrate ¥ FE A #E Tl 7 SEHo &5k 8479 1
g/mg (R—) -

ZFx— * Ampicillin Trihydrate 5} BEAZEHE o, 2 25 & B
e FRMEEER SERFHRAREL = SD CV  ¥HER
(r) ( 1 gmg) (ugmg)
Ampicilli ' Y=7.20% 10 X—4.5% 10 0.9999 847 4%
Trihydrate Y=7.25X10°X—8.67 X107  0.9999 849.7% 153 0.18% 847.9
Y=720%x10°X —245 X102  0.9999 846.8*
- EERERESBEAITRESREZEIIHE
% : SR
BBt E R T ERDERAE 1.United States Pharmacopoeial
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Convention, Inc., 1995. The United
States Pharmacopeia XXIII, The
National Fomulary XVIII pp.316-317
United  States
Convention, Inc. Rockville, Md. USA.
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Ampicillin Trihydrate Reference Standard of the National
Laboratories of Foods and Drugs
Cheng-Ping Kuan, Yu-Shan Lin, Jin-Yi Chiou and Chai Polin

Division of Pharmacobiology

ABSTRACT
An “Ampicillin 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 847.9 1 g per mg.
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