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Advance in studies on chromatographic technology used for analysis and
determination of Risperidone and its related substances
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Abstract: Risperidone is one of the promising atypical antipsychotic drugs, which is effective in the treatment of schizophrenia with
few side effects. In order to facilitate the research on Risperidone, the quality standards of Risperidone in Chinese Standard, USP, EP
and BP are compared. Besides, the determination methods of related substances and content in Risperidone and its pharmaceutical
preparations in recent years were reviewed, including high performance liquid chromatography (HPLC), high performance capillary
electrophoresis (HPCE), and thin layer chromatography scanning (TLCs). Furthermore, the limits of impurities in Risperidone and its
pharmaceutical preparations are generalized, providing a reference for the research on related substances in Risperidone.
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Tab 1 Determination conditions of Risperidone and its related substances in pharmacopoeia of different countries
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KL R A 238 nm 2% = ZREHER(VKBSIRIH pH 5.2) - ZE(7:3),  90.0~100.0
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FIEMAT %Y 100 mmx4.6 275 nm A: ZEM - FEE - 7K(100:150:750), B:22# 98.0~102.0
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Tab 2 HPLC conditions for determination of Risperidone and its related substances
5 5t 5 Lkl
JENEY UV kil 2% ENAH
Fl % ) Hypersil BDS-C5 260 nm A: 5 o/L BSEREOK IO B: Y - Z/i5(80:20) R VLM
(100 mmx4.6 mm,3 pm) AR E 0.8 mL/min #ik 45 C
FIREEE ¥ Phenomenex Gemini -Cg 234 nm FE — £ - 50 mmol/L Bl — 201 A#((80:10:10)
(250 mmx4.6 mm,5 pm) PRFAF R 1.3 mL/min
)3 ) Hypersil BDS-Cg 260 nm 70 mmol/L WIBEIEL - FHEE BRELDEN AFUA R 1.5 mL/min
(100 mmx4.6 mm,3 pum)
FIRER U Lichrosorb RP Cpg 280 nm FIE ~ 0.05 mol/L R — %4 pH 7(65:35)
(250 mm=4 mm,10 pm) ABURE 1.0 mL/min %35
)R Kromasil-Cg 260 nm 1.0% — Z (W 1R pH 3.0) - ZMi#(70:30)
(200 mmx4.6 mm, 5pm) AR 0.8 mL/min - A 30 C
T /12 Diamonsil-Cg 280 nm FHEE - HE40K(90:10) AR 0.8 mL/min A3 30 C
(4.6 mmx250 mm,5 pum)
FEEHA 1 Kromasil -C g 278 nm FFEL:S ¢/l ZR%(60:40) AFIE 1.0 mL/min =i
(150 mmx4.6 mm,5 um)
FIREE U4 Hypersil -C18 238 nm 1%= ZJE(BSHR A pH 5.2) - ZH(70:30)
(100 mmx4.6 mm,3 pum) PR E 1.0 mL/min -~ AR A X2 R 215
FEEW ) Ce b 279 nm 0.1 mol/L EIREL S0 (pH 5.0) - FHEE - Z.J15(50:30:20)
AR E 1.2 mL/min - %k
IR U8 ODS- Cyg 280 nm FE - 7K - = 2 J14(73:26.5:0.5), VKGRI pH 8
(250 mmx4 mm,5 pm) EFURE 1.0 mL/min ‘iR AR FIRIE BE
g N oDS 237 nm 0.5% R BRFLHE I - VUSRI - ZJIEHR D
PR Ry A=A 55 A LRI
FIREW O Kromasil-C g 279 nm Rl - 2 - 0.1 mol/L B2 (pH 5.0) (30:18:52)
R T (250 mmx4.6 mm,5 pm) AR 1.0 mL/min - AR 30 C
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