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Determination of Related Substances in Cabazitaxel Injection by HPLC

FENG Ju, REN Fengying, YANG Chen, LI Jianghong, WANG Xijia, CHEN Lin, SHI Kejin (Key Lab of
Medicinal and Edible Plants Resources Development in College of Sichuan/Sichuan Industrial Institute of
Antibiotics/Chengdu University, Chengdu 610052, China)

ABSTRACT OBIJECTIVE: To establish a method for the determination of related substances in Cabazitaxel injection. ME
HPLC method was used. The determination was performed on Agilent Eclipse XDB-Cis column with mobile '
e detection

water-acetonitrile-ethanol (gradient elution) at the flow rate of 1.0 mL/min. The column temperature as

wavelength was set at 230 nm. The sample size was 20 pL. Established method was use
batches of Cabazitaxel injection. RESULTS: The linear relationship of cabaz1ta 1

The detection limit was 2x10™" ug, and quantitation limit was 8><10 1

than 10.0% (n=6). The amount of single impurity in 3 batch

were 0.26%-0.29% . CONCLUSIONS: Esfablis

r&ated substances in 3
u mL (r=0.999 8, n="7).
precision and reproduc1b111ty tests were all lower

ged 0.07%-0.08% , and total amount of impurities

ad* T8 si w e, accurate and reliable, can be used for the determination of

related substances in Cabazitaxel injecti \
KEYWORDS Cabazitaxel 'nJec‘on, Related substance; Gradient elution

it DR 858 Sy i DL A — o 55 0 PR A= B
ARG . TEFREREE AT 7 e . A0 2
A, 38 3 2 T K A AR AR T (PSA) i A, & 3R
HIGI BRI i B AE AT Y AR RGE , < At
FEAUNT Z2 PO At ZE U0 iR bR A T e, X 2 P A FEA
ORI b e oA T TR S DR B G Y
KIERTHE . R EAhTIE (Cabazitaxel) & —Fh L2 ke 25 2y,
2 WM 21 A 2 IR R G B 25 R, T TR TT
eI BUMR BIAT S AR R AR g £
SR AR FLAVE FBLT i RO Y, 5 2058

A JEGIH - PO FHEZHRIH (No.201THHO011) 5 25 £ [
TR BRI 2 DU 1A i A T A 238 3 Tl 4 9 H (No.10Y201609)

s WL WESEAE o WSS 25 0 B o HLAE - 028-84216578.
E-mail:510519996@qq.com

#OE AR AR BIDFSE L B DR ] 25 o . LI -
028-84216578, E-mail:rfy75@tom.com

2GS 20184F55 29 B4 9

B AL, 76 2010 4E 6 J1 17 H 3K 35 [ FDA it 17, 2
FRAFHEIE FH 5 B P B 2 A 1k Wi 9 g 1) — 3R T
HE AN R ME— — R R A AR AR RS IR A
FLIGUR 24 1A D& W) I3 K A vk A R O SOk e
SR O B R 2 AT DR A D i %R B R I
SRR S R EA TR A, (R 1 kL 25
S B ) A BT ARSI s 20, T LAAS HR A 0 BT O 1
AT REANTE TR B R T P 70 oA . 256 R Eh
FEURME B R AR R A 5 | A — BB R = Hp ]
LA 70 3 AR PO AR SRR ) T TP e RES T A
F 0T, X A S T AT BE R O S N A A, IR
SCE 2 Re e v, UETT RS 25 i . B H
AR E #2524 M b SR IS Rt 2 o AR DL 1 DA
2 R SO 2 RO A G35 0 6 A R R S R A
WA T4 BT, G T REAE I8 B ) HAE e

China Pharmacy 2018 Vol. 29 No. 9 <1209 -



A IRTIT R R AT SR R B A 2

1 ##
1.1 {2

LC-20AT @ RO AH €35 ( H A B HEA v ) 5 XS205
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Tab1 Gradient elut“*@ Gkt RETE A WRRT
o> Agilent Eclipse XDB Cy5(250 mm x 4.6 5 pm) 11 1.95 1.12
i N ‘ ul ent Ecl 1pse 18 mm .0 mm,) pm B .
B, min A% V Capcell Pak MG I C5(250 mm x 4.6 mm, 5 pm) 10 1.44 0.85
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