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Disquisition on Stability of Mixture of Doxorubicin Hydrochloride Liposome Injection and Sodium
Chloride Injection or Glucose Injection

ZHENG Jingi', DING Lixia*", HONG Liya'", ZHANG Wenyong®, ZHENG Guogang'(/.Zhejiang Institute for
Food and Drug Control, Hangzhou 310004, China; 2.Chinese Pharmaceutical Association, Beijing 100022, China; 3.Zhejiang
Haisun Pharmaceutical Co. Ltd., Taizhou 318000, China)

ABSTRACT: OBJECTIVE To discuss the compatibility stability of Doxorubicin Hydrochloride Liposome Injection with
Sodium Chloride Injection or Glucose Injection. METHODS  After Doxorubicin Hydrochloride Liposome Injection mixed with
Sodium Chloride Injection or Glucose Injection, the appearance, pH, particle diameter, content and encapsulation efficiency of
the mixture was studied. A HPLC method with Lichrospher Ci3(250 mmx4.6 mm, 5 pm) was applied to determine the
concentration of doxorubicin hydrochloride and the mobile phase was 0.02 mol-L™" phosphoric acid solution (0.01 mol-L™
sodium dodecyl sulfate)-acetonitrile-methanol(500 : 500 : 60) at the flow rate of 1.0 mL-min™". The column temperature was
30 °C and the detective wavelength was 254 nm. Ion-exchange resin method was used to determine the encapsulation efficiency.
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RESULTS In 6 hours, there was no obvious change in the appearance, pH, particle diameter and content in the mixture of

Sodium Chloride Injection. But the encapsulation efficiency decreased 5%. However, there was no obvious change in the mixture
of Glucose Injection. CONCLUSION The mixture of Doxorubicin Hydrochloride Liposome Injection and Sodium Chloride
Injection was unstability. Doxorubicin Hydrochloride Liposome Injection is compatible with Glucose Injection in clinic.

KEY WORDS: Doxorubicin Hydrochloride Liposome Injection; Sodium Chloride Injection; Glucose Injection; compatibility
stability; particle diameter; HPLC; content; encapsulation efficiency
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Tab 1 Results of Doxorubicin Hydrochloride Liposome Injection compatibility stability test
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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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