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HPLC-ELSD MIE % A £ 5 B ikiam P 5 MEEE:t CEske. A0
BASE R S B

MR, R G A A R BT, FE 210009)

WE: BY ZIRNE S B4R EH A RER P 69 o805 B C 8k (LPE) . & o 5 J5 B 12 55 (LPC) & & 49
HPLC-ELSD, 7% XA YMC Pack PVA-Sil(150 mmx2 mm, 5 um)& &4z, A=A PR ARSI A, FE-K(93.5:6.5)
AR B, BEER, AiEA 0.4 mL-min™', ABA 25°C, REZLRHEN EEN, Bl REZBERE,: 100C, §
A BA, ARAEH 200 min'. R LPE = LPC ¥ @RI 3T 540 L6 H 8 b5 2 RAFWI R £ R, S8
B 2% 4 0.203~0.811 pg(r=0. 999 0)#= 0.407~6.102 pg(=0.999 6), LPE 3 /i & 64 F 34 Ae A =ik 5 551 4 104.1%, 95.1%,
101.6%, RSD %% 4 3.8%, 0.3%, 2.4%, LPC 3 AR 69 -F 3 =l & 551 % 108.7%, 104.5%, 105.5%, RSD 4% 4 1.0%,
3.0%, 2.6%., it EmkmE. A, TAMF, TR TS EERERARERT X LHRE BT W) REFIEH .
KB SRR ESARER; BB CREE,; KarblSmimm,; S0rMme it KL b#stE; A3mE
FESES: RI17.101 XEktRERS: B X EHS: 1007-7693(2013)11-1210-05

Determination of Lyso-phosphatidylethanolamine and Lyso-phosphatidylcholine in Docetaxel
Concentrated Solution for Injection

YANG Jun, XIE Jun*(Research Institute of Jinling Pharmaceutical Co., Ltd., Nanjing 210009, China)

ABSTRACT: OBJECTIVE To develop an HPLC-ELSD method for the determination of lyso-phosphatidylcholine(LPC) and
lyso-phosphatidylethanolamine(LPE) in Docetaxel Concentrated Solution for Injection. METHODS It was separated with
YMC Pack PVA-Sil(150 mmx2 mm, 5 pum) by gradient elution with chloroform as mobile phase A and methanol-water
(93.5 © 6.5) as mobile phase B at a flow rate of 0.4 mL-min"'. The column temperature was kept at 25 C for separation. The
detector was ELSD, of which the drift tube temperature was maintained at 100 ‘C and the flow rate of carrier gas air was kept at
2.0 L'min"'. RESULTS The linear response was calculated by logarithm. The calibration curves were linear in the range of
0.203-0.811 pg(r=0.999 0) for LPE and 0.407—6.102 pg(r=0.999 6) for LPC. The average recovery for LPE was 104.1%, 95.1%,
101.6%, RSD=4.6%; and the average recovery for LPC was 108.7%, 104.5%, 105.5%, RSD=2.7%. CONCLUSION The
established method is simple, accurate and reproducible, which can be used for the quality control of Docetaxel Concentrated
Solution for Injection.

KEY WORDS: Docetaxel Concentrated Solution for Injection; lyso-phosphatidylethanolamine; lyso-phosphatidylcholine;
HPLC-ELSD; content determination
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Tab 1 Results of degradation tests for samples and soya 2000 i |
lecithins 1 800
HoAb 2% 5t 1600
LAt 5 e LPE LPC
(Bk LPE. 1 400
. (Bk LPE. WETIRL AT
TR LPC 4h) 1200
LPC 4}) [ER L VAEE i) >
¥ e T A o y = 1000
' 3 He S /% ’ ’ 800
o 600
RN b 0 0.00 0.00 3.59 400 }\)%ML
PR BB A it 0 0.00 0.00 3.72 200 T Bt
BRI IR 0 0.00 0.00 6.31 0 ) . i
o — X s 0.00 373 2 4 6 8 10 r,l’]nfinm 16 18 20 22 24
B BE i 0 0.00 0.00 408 2 KEBEA. WAl PR R R
SROCHLINFE i 0 0.00 0.00 3.66 Fig 2 Comparative chromatograms of soya lec1th1n, solvent,
NG 0 0.00 0.00 6.18 negative sample and sample
R K SRS 0 0.00 0.00 6.13 SV
PRI R K 52198 Mg 25 Rt R
A2, I NR A 0 0.00 0.00 10.69 . — =
PR B HU LPE 5 LPC X} IR %3, =40 -
AR K G IR 2 3.22 0.00 7.72 S m e TN M e LR S Ny A
) B2 © DR IEE AR BT 1 mL & LPE 4y
R ONGR T 0 0.00 0.00 8.74 . .
HR A 52 5% 10, 15, 20, 30, 40 pug, & LPC 435K 20,
SROCHIN K B 0 0.00 0.00 6.26 Ui s . e
- 60, 100, 200, 300 pg IV, A0S S -
2200 § 2200 .
2000 2000 g%g f .
1800 A 1800 B 1800 ¢
1 600! 1 600! I 1600} |!
1400 1400 1400 '
Z 1200 Z 1200 ’ Z 1200
= 1000 = 1000 = 1000 r| \
800 800 800} |
% figg ﬂl 600 L
A A A 400
ol 1 W | | xﬁ;lb, e szE | N
(ER ._\.____,_L, AR ot & 8 B N & N —— 02l i | —— %
20075746 §1012 14 16 18 20 22 24 S e S 0 4 16 182022 24 246 81012141618202224
timin t/min t/min
22005 , I 2200p
2000 ‘ 2000 E
1 800 D 1800
1600 1600
1400 o, 1400
Z 1200 ' £ 1200
~ 1000 1000
800 ‘ 800
o0 r} &0 |f |
400 A I\ | 1 Hgt’_}h —
200f \g ¢ 5 g“—“—m—"‘ 2007 — gl !
o Ma——*.—\ru— ____f_% oY, _ﬂ_A =N _g'.l'___'_/__g
24 6 81012141618 20 22 24 2 46 810121416 182022 24
t/min t/min
B3 #HFrHRR e
A-TRTIR: B-TRBER: C—ELIIR; D-milhiidn: E-HOUWER: 1-KGBEAG: 2-BIMERESL: 3-FEd
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A-acidic degradation; B-basic degradation; C—oxidative degradation; D-high temperature degradation; E—photolysis degradation; 1-soya lecithin;
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AR LPE 8 s/ TR IR, %552
AVEORE B R, AR K AR AN LPE % B (1)
J5 2 HC ) AL S AT I o B — e
AN 0.4 mL, & 25 mL &, &0 50
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DRI R 2 ERES), il il i s 6 1
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Tab 2 Results of recovery for LPE
WG WARY  PREEY MRS MR SERIRGE  RSD/

K mg mg mg % % %
50% 0.2514 0 0.2589 103.0
0.251 4 0 0.253 4 100.8 104.1 3.8
0.2514 0 0.272 6 108.4
100% 0.502 8 0 0.479 5 95.4
0.502 8 0 0.477 2 94.9 95.1 0.3
0.502 8 0 0.477 7 95.0
150% 0.7542 0 0.744 8 98.8
0.754 2 0 0.7753 102.8 101.6 2.4
0.754 2 0 0.778 8 103.3

HWE2 & D) IR AR R Z0 5, TRIRORE il b &7 LPC
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Tab 3 Results of recovery for LPC

W AR PRER SR IR, PR/ RSDY

K mg mg mg % % %
80% 1.0550 1.68 2.8336 109.3
1.0550 1.68 2.8143 107.5 108.7 1.0
1.0550 1.68 2.8332 109.3
100% 1.793 5 1.68 3.5835 106.1
1.793 5 1.68 3.5908 106.5 104.5 3.0
1.7935 1.68 3.490 8 101.0
120% 2.5320 1.68 4.274 5 102.5
2.5320 1.68 4.368 7 106.2 105.5 2.6
2.5320 1.68 4.4107 107.8
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Tab 4 Results of different chromatographic conditions for samples and soya lecithins
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