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B OE B RE2010Fm(PESGE)FHIERRIKETHTROWGNE Tk, ik RARMBRMELE, 2 F
OB ik &8 4 TSK-GEL G2000SWXL 4%, % SephadexG-10 %t i A% , i 3h 48 8 0.005 mol/L & B2 3k 2% % (pH A 7.0)- Ik (5 £ 2
W) AR pH 8.0 B B2 2k 45 7 i - K (A5 B 2R L) , 3E AR 7 20 pl XAk 100~200 pul, 38 4 25 °C, 4l k% 4 254 nm, 25 R . FI3E &k
TG EHSTFRAMWEENZLLESE 5B EXT 15, 28 4 20 min £ 4 , FARFLRALT 2 000; 7 32 58 e i) T 2K
JE 2P E ) A 1.528~21.388 pg/ml(7=0.999 9) , & M XIERSD=1.27% (n=5) , 4l FE 4 6.012 ng, /R 7 & LM ERIKT
700, 5 AT B 1) 29 % 50 min o £ BBEE 7 ik LR Oy sk AR RS METS ATAR AL BT AR N AT A ) F 4R R AE E AR
e, AR T,

KEIF FMEGKIRE; ST R R &R E#EE ;9 FH M &35 % ; TSK-GEL G2000SWXL &, 34 ; 4 F m €

Improvement of the Determination Method for High-molecular Polymer in Amoxicillin Capsules
JIANG Ting, YUAN Ming-yong, ZHENG Ling-li (The First Affiliated Hospital of Chengdu Medical College,
Chengdu 610500, China)

ABSTRACT OBJECTIVE: To improve the determination method for the high-molecular polymer in Amoxicillin capsules in Chi-
nese Pharmacopeia (2010 edition). METHODS: RP-HPLC method was adopted. The determination was performed on TSK-GEL
G2000SWXL column replacing SephadexG-10 gel column with mobile phase consisted of 0.005 mol/L phosphate buffer solution
(pH 7.0)-acetonitrile (isocratic elution) replacing phosphate buffer solution (pH 8.0)-water (gradient elution). The sample size was
20 pl instead of 100-200 pl, and the column temperature was 25 °C. The detection wavelength was set at 254 nm. RESULTS: The
peak of high-molecular polymer was completely separated from the main peak of amoxicillin; separation rate was higher than 1.5,
and separation time was 20 min around; the number of the theoretical plate was no less than 2 000. The linear range of amoxicillin
was 1.528-21.388 pg/ml (#=0.999 9). The RSD of repeatability test was 1.27% (n=5), and the limit of detection was 6.012 ng.
The number of the theoretical plate of primary method was no less than 700, and analysis time was 50 min around. CONCLU-
SIONS: The new method is of higher column efficiency, more symmetrical peak type, smaller sample size, shorter analysis time,
simpler operation and more reliable results, compared to primary method.

KEY WORDS Amoxicillin capsules; High-molecular polymer; RP-HPLC; Molecular exclusion chromatography; TSK-GEL
G2000SWXL column; Content determination
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Fig1 HPLC chromatograms

A. blank solvent; B. control; C. test sample; 1. amoxicillin

24 SZMEREER

BB 55 PG ) B S 17.58 myg , K BB AR AE , AR Al 7K R i Al
JEE U 30.554 04 pg/ml 1% BE ST £, HERR RS UL 45 ik
0.5.1.2.3.4.5.6.7 ml, 435I &+ 10 ml ), LK R
FE S T AN FE B I AS 5T 5 vk B 43 51 Ol 1.528.,3.055.,6.111
9.166, 12.222,15.277 ., 18.332, 21.388 pg/ml 4 % B8 4 2 471 v
T, AN 20 pl HFRE IO SRS . DA R I T (4) gl Ak
bR R (o) A AR AR TR A 0107, A5 LR R A=
5.245c¢—0.574(r=0.999 9) , 3 B} B 5 P MRS I o £t ¥k 14 2k
M 1.528~21.388 pg/ml.
2.5 il PRI DE
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R M R AT
29 HRAPESHTFREMEENE

R 2 I 20 pl ) SRV, AR E , S GE R, )
B 20 pl A SRR | [FIRIUE o 488 Mmik DA TR R

China Pharmacy 2013 Vol. 24 No. 33 - 3153 -



TP FREWR S i SRR IES R AR L,
Rl AHAENESSTFREVEEER (%)
Tab 1 Results of content determination of high-molecular

polymer by 2 kinds of method (%)

itz CREZ I At s
1107189 0.032 1.52
1107191 0.036 1.51
1108101 0.039 1.58

2.10 BUHFERS(PFEGR)FIEMLEE

2.10.1 B EIEI LR . 2010 4F R A 24 i) By 5 g bk i 3%
5T {fi 0 F-HEBEL € 335 32 (BFF S VD X R 4 38 A Wtk A 1l
B, TGRSR DU R HEENE G-10(40~120 pm) A3E 7
F1, LA pH 8.0 BERR R 22 vk [0.05 mol/L iR & — #4-0.05 mol/L
AR — UM (95: 5) R T shAH A, K R T sh A B, Jid o 1.5 ml/
min, K 254 nm, PEFE R 100~200 pl, ASSCHEENL
J5 1 (el 3 ) 55 o 247 ) 5 e TR HEAE i 1) €3 P41 TR,
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Fig2 Chromatograms of 2 kinds of methods
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A. improved method; B. method stated in Chinese Pharmacopeia; 1, 3.
amoxicillin; 2. high-molecular polymer
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