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Method Transfer for Analysis of Bepotastine Besilate Standard
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Analytical Conditions

High Performance Liquid Chromatography
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Method Transfer and High-Speed Analysis of Impurities of Drug by Prominence-i”
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41t Prominence-i
Chromatograms of Bepotastine Besilate
Upper: Third-Party LC System
Lower: Prominence-i

@it : Shim-pack VP-C8 (150 mmL. x 4.6 mml.D., 5 um)

SRIR ;1.0 mL/min

HahiE © A)sommol/L  FEREE ($FEh) MR (pH3.0)
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& 5.7mmol/L 1-RITE—KEY
B.CONC 30%

g : 40 °C

AR 200l

LAl : LC-2030C 3D 220 nm
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218 : Prominence-i (FREIRAIERAZEH)
Chromatograms of Bepotastine Besilate
Upper: LC-2010
Lower: Prominence-i
(with Low-Delay Volume System Kit)
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Results of System Suitability Test Specified in Japanese Pharmacopeia (JP)
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HMEIA IEmE (BHREARRRTE 20 ERA®/)  35<X<65 5.0 PASS

ERSH e At PRI Db ET > 3000 8300 PASS
(E1 ) e OREEE) REE6E HERET TR ERST 08<Y<15 101  PASS
REGEEM HxfRERE  DUBRERT 1EmR <20 0.16 PASS

& MBI IEmR (Brr R RHRE 20 ERBR) 35<X<6.5 5.2 PASS

LC-2010 A HIRAFRER o RS DT > 3000 8500  PASS
(B 2T RGEH o HEERETF DU ErST 08<Y<15 1.01 PASS
REGEEM HExnERE  DUbERST IEEFR <20 0.13 PASS

HMEIA IE @R (B RRTE 20 SRA®KR) 35<X<65 48 PASS

RIS IR 3R o EipERE  DUHETT > 3000 9400  PASS
(A& 3) RGENH o HEEETF DUthETST 08<Y<15 1.22 PASS
REGEEM HfERE  DUBRERT 1EmR <20 0.27 PASS
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High Speed Analysis of Impurities of Bepotastine Besilate
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Analytical Conditions - High-Speed Analysis -

ki : Shim-pack XR-C8 (75 mmL. x 3.0 mml.D., 2.2 um)
TRIR : 1.0mL/min
RENtE © A)50mmol/L FAEEER ($8Eh) ZEAIE (pH 3.0)
B) ZHE
& 5.7 mmol/L 1-[RIRFE—IKk &4
B.CONC 30%
EiE : 40 °C
bt =37 A A1 N
LAl : LC-2030C 3D 220 nm
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Chromatograms of Bepotastine Besilate - High-Speed Analysis -
Upper: Conventional Analysis
Lower: High-Speed Analysis
(with Low-Delay Volume System Kit)
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