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Determination of related substances in rosuvastatin calcium bulks drug
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Abstract: Objective To establish an HPLC method for detecting the related substances of rosuvastatin calcium. Methods HPLC
was carried out on Phenomenex Luna Cig(2) column (250 mm % 4.6 mm, 5 pm) with water — acetonitrile - 1% trifluoroacetic acid
(62 : 37 : 1) as mobile phase. The detection wavelength was 242 nm and injection volume was 20 pL at the flow rate of 1.0 mL/min.
The column temperature was set for 40 C. Results The RSD values of method precision and system precision were less than 20%
(n=6). The rosuvastatin calcium had a good linearity in the range of 0.020 1 ug — 0.201 3 pg (+=0.999 8). The detection limit of
rosuvastatin calcium was 2.76 ng and the detection limits of impurity were oxidation product (1.85 ng), rosuvastatin lactone (1.32 ng),
photodegradation product I (1.08 ng), photodegradation product II (1.11 ng), non enantiomer (2.06 ng), respectively. Conclusion
The method with good precision and high sensitivity could be used for detecting the related substances of rosuvastatin calcium.
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Fig.1 Structure of rosuvastatin calcium
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Fig. 2 HPLC chromatograms of system suitability solution
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Table 1 Results of system precision test

FE i HU % RSDAH/%
A=) — —

A T 0.032 12.90
JGREAR ) 1 0.030 0
JEREAR =) 11 0.030 0

X e S 4 0.153 3.37
HoAth R LR 0.038 10.60
SR 0.272 2.77

*2 AEREERRER

Table 2 Results of method precision test

FE A S5 0% RSD 1E/%
A=) — —

A i 0.028 14.4
JGREAR ) T 0.030 0
JeREAR 4 11 0.030 0

FEXT B A A 0.155 3.53
FoAthfs K AR 0.038 10.60
KRR 0.270 2.34
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Table 3 Determination of related substances in rosuvastatin calcium samples

S ET%  WER% R /% OGRIL% AR BRI HAER KR %  RARBU%
090901 — 0.03 — — 0.19 0.03 0.25
090902 — 0.04 — — 0.15 0.04 0.23
090903 — 0.03 0.03 0.03 0.15 0.04 0.28
— At
—undetected
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