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Evaluation of related substances in Iloperidone Tablets

MI Nan'?, FANG Simeng"’, HUA Dongdong'?, ZANG Kexin'’

1. Centre of Pharmceutics, Tianjin Institute of Pharmaceutical Research, Tianjin 300193

2. State Key Laboratory of Drug Delivery Technology and Pharmacokinetics, Tianjin Institute of Pharmaceutical Research,
Tianjin 300193

Abstract: Objective To establish high performance liquid chromatography (HPLC) methods for determination of related substances
in Iloperidone tablets.Methods The related substances were determined on a Agela Venusil MP C; column (150 mm X 4.6 mm, 5
um), Mobile phase A: 0.02 mol/L diammonium hydrogen phosphate buffer (adjust pH value to 7.0 with phosphoric acid), mobile
phase B: acetonitrile, The flow rate was 1.0 ml/min and the detection wavelength was 229 nm, column temperature was 40°C.
Results Under the chromatographic conditions, the resolution of Iloperidone and related substances was great, and excipients
without interference. The related substances of reference preparation and self-preparation have significant similarity. Conclusion
The method is accurate, reliable and durable, and the related substances of the two preparations are similar.
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Table 3 Specificity results of IPLT tablets resolution method

FE i i/ . £ B4 B 8] /min
B i % A i o N U D M E IPLT R
B — — — 23 — — — — — — —
ey — — — 23 — — — — — — —
X i — — — 2.3 — — — — — — —
RN
N 99.97 0.362 2.017 22 5.23 — — — — — —
U 98.85 0.414 2.046 22 — 6.43 — — — — —
#D 99.80 0.288 2.007 23 — — 8.83 — — — —
=i M 99.94 0.557 2.020 2.2 — — — 10.05 — — —
JRE 98.54 0.303 2.007 23 — — — — 17.99 — —
IPLT 99.99 0.191 2.008 23 5.20 — — — — 19.70 —
Z il 99.79 0.297 2.006 2.3 5.22 — 8.83 10.07 — 19.67 23.57
B Tt 7 99.75 0.290 2.005 23 5.25 — 8.86 10.09 — 19.65 —
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Table4 Regression equations and correction factors of
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L 0.306~30.60 A=612 88C+4091.6 0.9999 —

Z&N  0.309~30.92 A4=63 956C+692.8 0.9999 1.04
Z2 D 0.318~31.78 A=51097C+524.29 0.9999 0.83
Z4M 0.298~29.90 A=49 497C+1381.9 0.9999 0.81
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Table5 Sensitivity results of IPLT and impurities
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A% 37 R 0.306 6.12 0.076 5 1.53
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2R M 0.298 5.96 0.074 5 1.49
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Table 6 The determination results of related substances

ot ] ke B RMF%
AN FAD M RAIAH (R=24.0 min) ps¥/i
O PaNiGYy 0.03 0.08 0.04 0.03 0.19
HT 0.04 0.13 0.08 — 0.25
6] X i 0.04 0.16 0.07 0.04 0.31
B 0.05 0.17 0.11 — 0.33
o 4] Padichay 0.04 0.21 0.07 0.04 0.36
Bt A 0.07 0.19 0.12 — 0.39
A X B 0.05 0.27 0.08 0.05 0.45
SR 0.08 0.20 0.13 — 0.41
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Table 7 The determination results of related substances
it i ke H KR %
FEN i D R M A0 24 5 (R=24.0 min) AR
0] badichay 0.03 0.08 0.04 0.03 0.19
Bt 0.04 0.13 0.08 — 0.25
6 Xof B 0.04 0.17 0.07 0.05 0.33
ERTa 0.08 0.18 0.14 — 0.40
N Xof HE 0.06 0.28 0.08 0.03 0.44
HW 0.10 0.19 0.14 — 0.43
A badiGhy 0.11 0.32 0.10 0.04 0.57
Bt A 0.14 0.19 0.17 — 0.49
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Fig. 4 The determination results of related substances
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