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Determination of palonosetron hydrochloride and its related substances by RP-HPLC
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ABSTRACT: OBJECTIVE To establish an RP-HPLC method for determination of palonosetron hydrochloride and its related sub-
stances. METHODS  The sample separated by Agilent ZORBAX Ecilipse C;5 (150 mm x4.6 mm,5 pm), column with acetonitrile-25

mmol « 7'

sodium dihydrogen phosphate solution(0. 1% triethylamine, adjusted pH to 4.0 with phosphoric acid) (25:75) as mobile
phase. The flow rate was 1.0 mL * min~". The detection wavelength was at 210 nm. RESULTS A satisfactory separated condition a-

mong palonosetron hydrochloride, its related impurities and degradation products was obtioned. CONCLUSION  This method can be

used for the detection of palonosetron hydrochloride and its related substances, and it is a accurate and simple method.

KEY WORDS: palonosetron hydrochloride; related substances; RP-HPLC

LR 1A 9% 5 7] B ( Palonosetron Hydrochloride ) 72 b T
R PRI 5-HT, eSS SR, 1w R H 3 iR AT 5k 1Y)
A RO IR i, 5 A R SR A A L, o B
9750 T BN T 52 R, S RSN R FE AR 4 5 D ) A
KUWINBFRIE . EHACS LR B0 20 5E Tk, @
ST HPLC U 58 R R A v 1 70 S5 b B FUA QW s (1 s 1%,
DA 7= it (9 0 B, A T e 1 2 A 307 vk H i L Y g
R IWARIE
1 UES5RY

Agilent 1100 R 41 i 2808 AH €385 43, VWD 48 S0 I 35 .
R M % W T B A CHPLC ) — {15 & b
99.7% ), —HEFEELC >99. 0% ) J & R A4 1,2 35 d A
BT RI A BR A w3 it HEE O 1 il HoAb R )38 ok
ViR
2 HEEHER
2.1 kg

i A : Agilent ZORBAX Ecilipse C,q 7 (150 mm x 4. 6
mm,5 pm); FIAH: ZFE-25 mmol « L™ BERR — SUAE A
0. 1% = £, IR pH fH 2% 4.0)(25:75); Jiti#: 1. 0 mL
s min R 210 nm; BERE R 20 Wl BRI
v ) BRI TS KT 3000

HEETB : WL AR T E s 0 H CGREA RS :2005C23029)
TEZ BN 10, &, BT Tel: (0571)56805152

rp LR N 242 2% 7 2007 4E 8 H A5 24 B4 4 1)

2.2 WANAHANE K IR

X NG - R S B T T T PR AV R P R AR
ERTR WA ) B (0 T 0 HEAT L8R, 45 R LK R GRS
(U T 5 TP R /K R B 4 SR 0, WR I -/K (25 75 1B A
WANAH

R 58 SRR AT G 1% 471 4 &5 2, R 198 A ¥4 3 W) B TE 205,
210,242 nm P KA W g, 2 AN a4E 1,2 46 210 nm 5
205 nm A AR A BRI o 2% 1 B B AH 1R AR i WA
R, PRIk B 5 9 KA 210 nm.
2.3 RS RMA R > Bk RE

SRR i T w1 BOMLR & &, TR BN AHTIC AR 0.2 mg
mL ™" I BOR A 1,2 2 BRI R 1 mg » mL™!
MRV B3 Pl o T 43 e N s R i A, I &
O3 W R B N R] (¥ 3 435 AR TR 3 ) B 3 0 5 % v ) Ak 0
A R, BRI ATAT .
2.4 BRI

W10 mL & B8 W0 9& wm) T BOS E(1. 0 mg -
mL "3 4, 4 M MA 3 mmol + L™' ) NaOH 0. 5 mL 5 3
mmol * L") HC1 0.5 mL 3% 30% [ A A& 2 i, 80 C /K
BN 30 min, ¥ pH £ 7.0, B 0.2 mg » mL ™' %
Wo TIHL2 AR FE S, £ 586 U (4500 +500) 1x AT R (100

E-mail: shenxi2000@ 126. com

Chin JMAP,2007 August, Vol. 24 No.4 * 307 -



£2)°CIHCE 12 h AbFE, B3R 5 Bl S a8 R 56 v 4% 20
Ly 23 Sl N SRR LR A, 12 s 2R A A3 W AR B W (] 1)
3 fire 0B PEAR AL FT AT AR 1 A% VA T A e 2 1T, 1 A Ak
SR G IR 2 AR AR 2 1) 3 A% OR BB ) N HH e, &5 S %
VEfe S U SE A B . BRI, A3 SR AR, A SR IR S5k B (A
F VAR B IR 3 %52 nT AT .
2.5 AR A

U R TR M 5 W ) B A 3 o, P s A 3 A - A ol ok
W 0.2 mg » mL ™' AR . B FORYEW 1 mL,
BN RE A 100 mL, V6] B ST . PO R R g v 4% (1
TS ARERE YRS 2B, A 3 a0 W 11 06 iy 240 Ay il 1
FEM10% o BUHLIR S VAN X BT % 20 L v A VRAH (4
WAV, e s Rl ] A S B D R B IR 1D 1) 3 A, 0 £ % %
UEE THIAR A AN, 4% 18 6 0 BV A S T B o

P4 B 5% v [ EER 7 S R eV T L DY W =1 iy
W, €8 3% R I FAE B KT 3000, 6 Yk A A 5 R g TR
RSD /NT- 2,3 #tAEm A R iR & 25 K 1.

F1 LRWMEEARELOERURRELER
Tab 1 The results of related substances examination of palono-

setron hydrochloride

B 8/ % IR/ %
1 99.50 0.38
2 99.67 0.45
3 99.38 0.61
3 g
L L3 92y 45 A 2R, AR VE R AT TR, S5 R AR AT

e, FALVELS, 3 1k MR v =] T JsURH ) iR 2 1

[1] WANG Y. Determination of azasetron hydrochloride by HPLC
[J]. Chin J Pharm [/ % 25 Tk 2475, 1999,30(7) : 310-

312.
ek F1397:2006-10-20





