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Development of National Veterinary Drug Reference Substance for

Amoxicillin System Suitability
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Abstract: The preparation process of amoxicillin system suitability reference substance of NIFDC was used for
reference, the original process was optimized, and the key step of acid neutralization was added in order to
develop national veterinary drug reference substance for amoxicillin system suitability. The stability of the sample
solution was significantly improved through process optimization; In addition, compared with the reference
substance of NIFDC, the unknown impurities are significantly reduced, and the known impurities could be clearly
located, especially the amoxicillin trimer is easier to identify. The preparation of this reference substance is of
great significance to the production and quality control of amoxicillin raw materials and related preparations.
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Fig1 a: Chromatogram of bench —scale sample according to the process in the literature;

b: Chromatogram of bench —scale sample at 5 °C for 24 hours according to the process in the literature
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b: Chromatogram of bench —scale sample at 5 °C for 24 hours after optimizing process
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Tab 1 Investigation results of stability of

related substance solution

— FIZEPEAR 2750 - IR -2 TRk SRk
BEIRR TR / %o (S) FTZEPE K/ % /% /%

0 4.21 9.35 11.40  1.27

2 4.07 10.00 11.48  1.22

4 4.12 10.07 11.33  1.20

6 4.06 10.07 11.44  1.20
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2.3 HEmir

2.3.1 LR LR EOEE 4 AN REE 2R
W P a0 B ) B 349 /0N T i B AL, A B — ) SR I
PDA DU FE 2/ T PDA VLRSI, 5 o6 B
R e 4 ANREE R AR EIARRL (£ 3) .

&3 PDA XEELAELHIER
Tab 3 PDA spectrum match and identification Results

gy i) PDA JG PDA Jt

R BE B Fic £ i

Ray 55 P g e i 0.392 1.036 1.181 3.048
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Fig 3 a: Standard chromatogram for content determination of this batch of reference substance;
b: Standard chromatogram for content determination of reference substance of NIFDC;
c: Standard chromatogram for related substances of this batch of reference substance;

d: Standard chromatogram for related substances of reference substance of NIFDC
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