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Determination of Residual Organic Solvents in Amoxicillin Sodium for Injection by GC

YING Guohong, DENG Ying, LI Yulan, HUANG Zhiqiang(Shenzhen Institute for Drug Control, Shenzhen 518029,

China)

ABSTRACT: OBJECTIVE To establish a method for determination of residual organic solvents in amoxicillin sodium for
injection. METHODS A DB-624 capillary column(30 mx0.25 mm, 1.4 um) was used at 40 ‘C, the headspace temperature was
85 ‘C and kept for 30 minutes, the temperature of inlets and FID detector were 200 ‘C and 250 °C, propanol as internal standard,
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high purity nitrogen as the carry gas. RESULTS Seven residual organic solvents were completely separated and there were good
linearies(7=0.999 0-0.999 8). The average recovery rate was in the range of 91.3%—-105.7%. CONCLUSION The method proved
to be sensitive, simple and accurate, and can be used for determination of residual organic solvents in amoxicillin sodium for

injection.

KEY WORDS: amoxicillin sodium for injection; headspace GC; residual organic solvents
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Fig1l gas chromatogram of control and internal standard
A-control; B—internal standard; 1-methanol; 2—ethanol; 3-acetone;
4—isopropanol; S-acetate; 6—ichlormethane; 7-internal standard;
8—acetoacetate
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Tab 1 Linear range and regression equations of calibration
(n=7)
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Tab 2 The results of recovery test(n=9)

Moy 80% RSD/% 100% RSD/%  120% RSD/%
s 104.9% 0.5 103.1% 0.4 101.1% 0.5
LI 105.7% 0.3 104.4% 0.2 104.0% 0.2
P 96.3% 0.5 95.6% 0.5 93.0% 0.5

AR 96.0% 0.5 99.5% 0.5 95.4% 0.5
ZIEHHE  92.4% 0.4 91.4% 0.9 91.3% 0.1
THETE 92.1% 0.4 94.3% 0.5 94.6% 0.6
LIROTE  92.0% 0.4 91.7% 0.9 91.9% 0.1

2.8 K HRE

2 UK L i 4 B P A 8 A R R
Jos % IR EREAAT MR, MR, LR,
Wl FHAEE. CRTFE. & T OR O
A HE 9 (S/N=3) 73531 4y 0.38, 0.40, 0.10, 0.21,
0.42, 0.44, 0.10 pgmL™",
29 FEA AR E MR

H PR %5 B2 56 20 o AR el 0, 2, 4, 6,
10 h =il JRE TSR, &HA415> RSD ¥)/hT
5.0%, FUAFESAERCH] 10 h WA E M R 4T,
210 ELsiR
6 AN KM 6 SRS ki e, 25 R AR 3,
kL 2.

‘ ' A 1_ I B

2 2 E

7
8
|

L

| I |
2.5 ¢

| - |
W3 N N3a A
.0 7.5 10. 0 2.5 5.0 7.5 10.0

t/min t/min

en |t

B2 (k& ER A e EE

AR5 T (80808601); B—tik & 11(09047103); 1-HEE; 2-4FF; 3—
W 4-SFNEE; 5-ZRRTPlE: 7-Whs: 8-ZMR LM

Fig2 GC chromatogram of samples

A-sample 1 (80808601); B—sample 11(09047103); 1-methanol; 2—ethanol,
3—acetone; 4—isopropanol; S—acetate; 7—internal standard; 8—acetoacetate
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Tab 3 The results of residual organic solvents in six samples
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