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Determination of related substances in betamethasone dipropionate by HPLC
TANG Ling-ling'*, GE Ji-long®, TAO Yong-xin'"
(1.School of Petrochemical Engineering, Changzhou University, Changzhou 213164, China;
2.Changzhou Siyao Pharmaceutical Co., Ltd., Changzhou 213018, China)

Abstract; An HPLC method is established for the determination of the related substances such as betamethasone,
betamethasone-17-propionate , beclomethasone dipropionate and 6-a-bromo-betamethasone dipropionate in betamethasone
dipropionate. COSMOSIL 5C18-MS-1I column (4.6 mmXx 150 mm,5 pm) is used in the gradient elution mode, with
0. 04% trifluoroacetic acid-H,O as mobile phase A and 0. 02% trifluoroacetic acid-acetonitrile as mobile phase B.The
flow rate is 0. 8 mL-min~', the wavelength used for detection is 254 nm,and the column temperature is maintained at
40°C.Tt is shown by the result that betamethasone dipropionate is separated well with the related four substances,and the
peaks of the related substances show linear in their corresponding concentration ranges.The average recoveries (n=9) of
betamethasone , betamethasone-17-propionate , beclomethasone dipropionate and 6-o-bromo-betamethasone dipropionate
are in the range of 99.8% — 104.2%, with RSDs of 4.0% - 6. 1%. The detection limits are 0.1 pg+ mL™ for
betamethasone dipropionate , betamethasone and beclomethasone dipropionate, and 0.2 pg+mL™" for betamethasone-17-
propionate and 6-a-bromo-betamethasone dipropionate.The established method has good accuracy and high sensitivity as

well as good separation effect for each component,which can be used for the determination of the related substances in

betamethasone dipropionate.
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20230211 99.73 0.18 0.03 0. 06 0.27
20230212 99.71 0.19 0. 04 0. 06 0.29

20230213 99.72 0.16 0. 05 0.07 0.28
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