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DIKMA Spursil Cis, i Z1 48 A THE-K (401 % 8582 ) (43:57) ik 4 1.0 mUmin, Am] %k K 4 240 nm, 45 R BEEE B RN S &2
JR 4 B BT, 3o K AN e B BR 7T 4 A B 2 R 0SS B 45 % 0.02~2.11,0.05~4.98 pg/ml(r=0.999 8.7=0.999 9), -F ¥ =
HCFE 5 A K 102.0% (RSD=1.06% ,n=9) .100.9% (RSD=1.43% ,n=9) , ¥l FE 5 % 4 4.49 .8.66 ng/ml, %t . XX EHTE,
TR T2 AR A A R AN AR B IR T 69 AN Ay B 7 BRI M E RN F A R
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Content Determination of Related Substances in Compound Dexamethasone Acetate Cream and the Attribu-
tion of Its Impurities

LIN Qi-shan, HONG Shu-hua, YU Liang-zhong (Guangdong Huarun Shunfeng Pharmaceutical Limited Compa-
ny, Guangdong Foshan 528300, China)

ABSTRACT OBJECTIVE: To determine the related substances of Compound dexamethasone acetate cream, and attribute its im-
purities preliminarily. METHODS: RP-HPLC method was adopted. The determination was performed on DIKMA Spursil Cis col-
umn with acetonitrile-water (containing 0.1% acetic acid) (43 :57) as mobile phase at the flow rate of 1.0 ml/min. The detection
wavelength was set at 240 nm. RESULTS: Dexamethasone acetate was well separated from the impurities. The linear ranges were
0.02-2.11 pg/ml for dexamethasone (#=0.999 8) and 0.05-4.98 pg/ml for cortisone acetate (#=0.999 9). the recovery rates were
102.0% (RSD=1.06% ,n=9) and 100.9% (RSD=1.43% ,n=9) , respectively. Their detection limits were 4.49 ng/ml and 8.66 ng/

ml. CONCLUSIONS: The method is accurate for quantitation, which can be used for quality control of impurities. Dexamethasone

and cortisone acetate are regarded as impurities in Compound dexamethasone acetate cream preliminarily.

KEY WORDS Compound dexamethasone acetate cream; HPLC; Related substances; Impurities attribution
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Figl HPLC chromatograms of specificity tests
A. mobile phase;B. solvent; C. negative control; D. test samples; E. dexa-
methasone acetate control; F. dexamethasone control; G. cortisone acetate
control; 1.dexamethasone ; 2.cortisone acetate ; 3. dexamethasone acetate
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Fig2 HPLC chromatograms of destruction experiments
A. undestroyed sample; B. samples destroyed by alkali; C. samples de-
stroyed by acid; D. samples destroyed by heat; 1. dexamethasone acetate
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Tab 1 Determination of related substances in 3 batches of

samples (%)

E1%e2 HZEKA Ji R AT A AR HoAh 25 S
20110902 0.66 0.21 0.50 1.37
20110903 0.66 0.17 0.44 1.27
20111226 0.28 Ao 0.39 0.67

mAU

1
LU@M‘B 6

0 2 4 6 8 10 12 14 16 18
[ [E], min
B3 BXYENESHLRERIELE
LKA 2 D FEAHA AR 5 3 R TT OB 5 4.6, K 4% 5. R
HOFERAL 1 7 AR
Fig3 HPLC chromatograms of related substances
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1. dexamethasone; 2. dexamethasone degradation products; 3. cortisone
acetate; 4, 6.unknown impurities ; 5.dexamethasone acetate ; 7.camphor
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Fig4 HPLC chromatograms of location test of impurities
A. test samples; B. dexamethasone control; C. cortisone acetate control;
1. dexamethasone; 2. dexamethasone degradation products; 3. cortisone

acetate; 4, 6.unknown impurities; 5.dexamethasone acetate ; 7.camphor
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