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Abstract Objective: An HPLC-ELSD method was applied to determine the content change of soybean oil in fat

emulsion injections. Methods: A silica gel column was used, with the mobile phase of hexane : isopropyl alcohol :
glacial acetic acid as 89.9 : 1.0 : 0.1 with the application of ELSD. Results: The results showed that the fat
emulsion injections were unstable at high temperature and it should be stored at about 25 ‘C. Conclusion: The

contents of soybean oil in fat emulsion injections could meet the related drug standard both in the accelerated test

and long-term test.
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1.1 5

OB (03 (SHIMADZU SPD-10A ); {4
R (RERCKE, 5pm, 4.6 mm x 250 mm); &K
B RTINS s BRI FLIEST (DY)NERME 2, ks
20%, fIt'5 F11051902-1. F11051902-2 A1 F11052001-1);
K CpEf sy mi ek, &5 100%,
fit'5 100277-200301); #MLBEIRELIHGR (SIGMA,
G 99% , bS5 055K5201), AR EE 2 W %
( SIGMA, & 99%, #t'5: 084K1169); IEBE
B A (A 1 4l
1.2 FHEEH
1.2.1 &5t

AN 1E Ce- S N RE-UKIE IR (89.9:1.0:0.1),
Ji#: 1.0 mL/min; Z8ROGHURAIZS « 28K
70°C, ZALIRSE 50°C, Jiid: 1.6 L/min; BEFEAARR:
20 uL.
122 FEFFR
1.22.1 £ EMHRE

WG 05 LS 0.4 mL, & 25 mL kE (O
H, IRBIAHRRE R ZIRE, #85): I FIRY 2 mL
(443, 4'E 25 mL s, 2l s k.
1. FEALBIRMRES & 30 min, MR, BRBLIARE S
SR A pH A, HWRSIAHE 2, 7l
o A LK 1.
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Fig.1 Specificity chromatograms of soybean oil for speficity
test
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HUOR G T S 24 25 mg, KSR e, & 50 mL

FROSET, Inshid A R RZIE, #25), 18
W BHUE AR 0.01. 0,024 0.04. 0.06. 0.08.
0.1 mg/mL KIFRAERINEWL . L 1 ge ARARDR, 1g4
YA, BATENERIE, HITREA 1 g4=1.34821gC+
8.2712, r=0.9997. K5lfE 0.01~0.1 mg/mL []35
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R 1.2.3 T A, Mk,
TIAGT Bt R Sy e, R 2 K 2 ) A b
H80%, 100%H1 120% = N7 1) IR 7],
ANIRAP 3 403, W5 A7 1L IR I, [R1cR RSD %
= 1.5%. &AL IHERE R 1T,
1224 HEAE

HAR 24 0.06 mg/mL R0 g v R 5
W, DA A T4 RSD =1.2%, AT kS 55 15 il 2

TRE 2K
1.22.5 #nRsz &R

HUbRUEZE T 0.1 mg/mL (% I v, TR
AH A Wk — B IR EE MW, H 5 3:1 43

FIH AT A 1 pg/mL, #45ME 0 10:1 753
Jo ke =My 5 pg/mL.
1.2.3 FRMEH RIEE &

Xof AR A 6 2 BB E 1.2.2.2 T0U T Rt %9
5.0 mL & 25.0 mL BRI+, InimshH A ks
ZIE, #2451 2 RlFEEL4.0. 6.0, 8.0 mL £ 25 mL
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s, IR R ZE, A, WA
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FLA SR KT .
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1 XEWEHEEMAERRLER (F11052001-1)

Table 1 Test results of influencing factors
I /i pAIISES PER TAEHZE r KE bR (%)
0K [EREEEIN 1 gA=1.36591gC + 8.3399 0.9991 102.9
60°C SRRV 97.55
5K 40°C SRRV 1 g4=1.3361IgC + 8.3062 0.9998 100.4
petjist SRRV 102.5
60°C VZH, WEFLE KA
0% 40°C SRRV 1 g4 =1.3076lgC + 8.2833 0.9992 97.26
Bustjiss [SRERERIS 102.2
I LR R AME 4500Lx + S00Lx Yol PR E R E o SloRr AR i K 3 7 F 5

10 d, FRITFLESHR o/w AIFLAREE AT K S AR
ANELE T RS WIS, ORI R
Bt s AMAERT 40C AT, oiw HIFLIRG AN
KRR R 1 5 2> & BB Y B, MK
MIAE 40 CHINRE s AN E ik 60°CIRE 5ds K

K.
1.2.5 AmigiRie

AR S % Eiiauds, F 30CHE 1. 2. 3. 6
ASH S HOREDIE AP APEAR AR bR 7~ & 10 4 7
o, iS50 A, g% 2.
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FAHE, TR,
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Table 2 Results of accelerated tests
it JRCE I TE (D M) TAEER r KEMAR7R (%)
0 SRERIRIN 1 g4 =1.36591 gC + 8.3399 0.9991 102.0
1 SRERIRIN 1g4=1.33791 gC+ 8.304 0.9984 101.0
F11051902-1 2 ERERZRTN 14 =1.35581 gC + 8.334 1 1013
3 SRERIRIN 1gA4=1.22911gC+8.198 1 101.0
6 SRERIRIN 1 g4 =1.25391 gC+ 8.2336 0.9999 100.4
0 SRERIRIN 1 g4 =1.36591 gC + 8.3399 0.9991 101.8
1 SRERIRIN 1g4=1.33791 gC+ 8.304 0.9984 101.0
F11051902-2 2 ERERZRTN 1g4=1.35581 gC+8.334 1 100.7
3 SRERIRIN 1gA4=1.22911gC+8.198 1 100.0
6 SRERIRIN 1 g4 =1.25391 gC + 8.2336 0.9999 99.32
0 SRERIRIN 1 g4 =1.36591 gC + 8.3399 0.9991 102.9
1 SRERIRIN 1g4=1.33791 gC+ 8.304 0.9984 102.5
F11052001-1 2 ERERZRTN 1g4=1.35581 gC+8.334 1 102.3
3 SRERIRIN 1gA4=1.22911gC+8.198 1 102.0
6 SRERIRIN 1 g4 =1.25391 gC + 8.2336 0.9999 101.4

1.2.6 KiAxtE# R

KA fmag Emitde, T 25C £ 2 CH&M R

JCE 3+ 6 AN, HUREINE AP IR AN R S bR

RIE TSR 4Rk 0 K, 4iRHE3.

F3 KEPEHEERBEEMHER =2
Table 3 Results of long-term test
s JRCE I TE (D M) TAER r KE MR (%)
0 SRRV 1 g4 =1.36591 gC + 8.3399 0.9991 102.0
F11051902-1 3 SRERIRIN 1gA4=1.22911gC+8.198 1 101.3
6 SRRV 1 g4 =1.25391 gC+ 8.2336 0.9999 100.5
0 SRRV 1 g4 =1.36591 gC + 8.3399 0.9991 101.8
F11051902-2 3 SRRV 1gA4=1.22911gC+8.198 1 101.2
6 SRRV 1 g4 =1.25391 gC + 8.2336 0.9999 100.5
0 SRRV 1 g4 =1.36591 gC + 8.3399 0.9991 102.9
F11052001-1 3 SRRV 1gA4=1.22911gC+8.198 1 102.4
6 SRRV 1 g4 =1.25391 gC+ 8.2336 0.9999 101.8
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