76

s
z4 R s 06 F W RS Bt AE AR X BR G B9 A7

gk, I ChEEHZRKREDIEE, JL5 100050 )

hEZHE 2017E7H $£31% £78

WE BR: 21420 AR SHBIRRIZR ., KA B  Bae, Fik: RALINLE. ik,
RS R AT AT M ARIE, RS M ER E Ky, RAICP-MSHE42/& B F4%, RAHPLC-
ELSDAR o &K kM T 4, RS- PRt AR %es5, BR: it Rit. BHAIET XL
RS BRAL A, B R AR AS BLAR AT IR e 0 L M)y K B ARG BRA AR . &R S BRAR AR K o 45 R 5 A A
2.2%, 2.1%; K EAFRBEILA., B EAEAGBLIZAAE & B T4 25 5 40.03%, 0.01%; %5ENE 25K 5 5
#99.3%, 95.6%; BTN E-FHEIT A SN RBREESHNH7.1%, 93.6%., iR EELT K 2 A RELE
B B S A N BERE A AT PR o, FT A AE 25 ) AR AR g A2 T R A R

X8R HAAE, BB IR, K S ARIEREAR; B HANSBLIR R AR AT

hESES. RO17  TEERIREE: A XEHS: 1002-7777(2017)07-0768-07
doi:10.16153/j.1002-7777.2017.07.010

Preparation of Reference Substances of Phosphatidylcholine for Pharmaceutical
Excipients Inspection

Luan Lin, Sun Huimin" (National Institutes for Food and Drug Control, Beijing 100050, China)

Abstract Objective: To determine the reference substances of soybean phosphatidylcholine and egg yolk
phosphatidylcholine for content determination. Methods: The structure of raw material was confirmed by IR,
HPLC-MS, 'H NMR, and "C NMR. The water contents were determined by Karl Fischer method. The contents
of metal ion of phosphatidylcholines were measured by ICP-MS. The purity was determined by HPLC-ELSD
standard curve method, and the content of reference substance was calculated by mass balance method. Results:
The structures of reference substances of soybean phosphatidylcholine and egg yolk phosphatidylcholine were
confirmed by IR, HPLC-MS, 'H NMR, and "C NMR. The water contents of soybean phosphatidylcholine
and egg yolk phosphatidylcholine were 2.2% and 2.1% respectively. The contents of metal ion of soybean
phosphatidylcholine and egg yolk phosphatidylcholine were 0.03%, and 0.01% respectively. The purities of
soybean phosphatidylcholine and egg yolk phosphatidylcholine were 99.3%, and 95.6% respectively. The
contents of reference materials of soybean phosphatidylcholine and egg yolk phosphatidylcholine were 97.1%,
and 93.6% respectively. Conclusion: The reference materials of soybean phosphatidylcholine and egg yolk
phosphatidylcholine for the content determination of pharmaceutical excipients were successfully provided.

Keywords: pharmaceutical excipients; phosphatidylcholine; soybean phosphatidylcholine; egg yolk

phosphatidylcholine; standard material research and preparation
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