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Main Component Self-compare with Calibration Factor Method for Determination of Related
Substances in Perindopril Tablets

YU Yonghual, MA Minkangz, YANG Zhongjiel, SHI Xiaobaol, ZHANG Tingl(].Hangzhou SINOVO
Pharmaceutical Co., Ltd., Hangzhou 310015, China; 2.Zhejiang Center for Drug & Cosmetic Evaluation, Hangzhou 310012,
China)

ABSTRACT: OBJECTIVE To estabilish the main component self-compare with calibration factor method for determination
of related substances in perindopril tablets. METHODS The GL Inertsil C8-3 column (4.0 mmx150 mm, 5 pm) was adopted
with the mobile phase composed of water (adjusted to pH 2.5 with 50% perchloric acid) and acetonitrile solution(contain with
0.03% perchloric acid), pumped at a flow rate of 1.0 mL-min"', the detection was carried out at 215 nm and the column
temperature was 60 ‘C, the injection volume was 20 pL. The slope of linear equation was used to determine the correction factor
between impurity B, E, F and perindopril. The relative retention on time was used to determine the position of impurities. The
developed method was validated. The results obtained by the proposed method were compared with those by using the reference
standards of impurities to verify the method accuracy. RESULTS The relative retention time of imputiry B, E, F was 0.68, 1.14,
1.61, respectively. The correction factor of imputiry B, E, F was 0.77, 1.02, 1.24, respectively. The limits of detection and
quantification of imputiry B, E, F were found to be 2.24, 0.52, 1.02 ng and 6.73, 1.57, 3.06 ng, respectively. There were no
significant diferences in the results determined by the external and by the self-compare with calibration factor method.
CONCLUSION The method is simple, efficient and accurate for analyzing the related substances B, E and F in perindopril
tablets.

KEY WORDS: perindopril tablets; related substances; correction factor
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Fig.1 HPLC chromatograms

A-blank solution; B—mixed impurity solution; C—perindopril standard

solution; D—impurity F solution; E—impurity B solution; F—impurity E
solution.
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A-acid destruction; B-base destruction; C—ioxidation destruction;

D-light destruction; E-heat destruction.
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ZE B y=21602x+780 0.75~11.23 1.000 0 0.77
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SRR, 240 B. E. FRICRRIF. 42

Jii B %R E T BIICR (n=3) 2518 101.8%, 102.3%,
102.7%; B [EICR (n=9)F1 RSD 43514 102.2%F1
0.7%. A=) E &KL N BEIER (n=3) 53714 98.4%,
99.3%, 100.2%; &L EIUZ(n=9)F1 RSD 47l K
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Tab. 2 Relative correction factors durability of peridopril
and two impurities

KIER T
% HPLC HPLC RSD/%
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Tab. 3 The determination result of related substances %
. 4 B 5 E 2 R URT N e
s | II [ I I II | II I I

2003379 0.03 0.03 ND ND 0.06 0.06 0.02 0.02 0.11 0.11
2006417 0.01 0.01 ND ND 0.03 0.03 0.01 0.01 0.05 0.05
2007410 0.01 0.01 ND ND 0.02 0.02 0.02 0.02 0.05 0.05

Ee TORAMRE, TONIRIER 7 3 B B 5o ik

Note: [ was external standard method, Il was the main component self-compare with calibration factor method.
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B FHEMPE L, TR NS W R RUT i Ao 44
Jii B R F AN 570 o 55 W RIRUT % 2% 5
B. E. F KX OR B ] 73700 0.68, 1.14, 1.61,
RIERF 255077, 1.02, 1.24, H&EE K
FEIER FAE 0.8~1.2 I, Sehr I 15204 11,

ATFRIE,
3.4 /NG

AN FUAR AR F [ 26 3t b 8 e AT G B b
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F &, HRBOTH, X8 me Fl i o & h B A
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