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Establishment of a Method for Determination of Anisidine Value in Alprostadil Dried

Emulsion for Injection
LI Xiao, GUO Lei, YOU Chang, BAl Yihao, SHAO Tianshu, ZHANG Jianmin, WANG Jing, GAO Zhaohui, DING Rui, ZHOU Changming
( Beijing Institute for Drug Control + NMPA Key Laboratory for Research and Evaluation of Generic Drugs * Beijing Key Laboratory of Analysis and
Evaluation on Chinese Medicine, Beijing, China 102206)

Abstract: Objective To establish a method for the determination of anisidine value in Alprostadil Dried Emulsion for Injection.
Methods The sample was demulsified by adding trifluoroacetic acid, dissolved with isooctane, and rotary evaporated in a water bath at
60 °C for 15 min. The residue was dissolved with isopropanol — isooctane(2 : 8, V/ V) and reacted with 4 — methoxyaniline. The
absorbance was measured at 350 nm and the anisidine value was calculated. Results The linear range of anisidine was 0.6-2.4 pg/mL,
the limit of detection(LOD) was 0.2 pg/mL. The RSD of the durability test was 4.67% (n=5). Conclusion The method is simple
and accurate, which can be used for the determination of anisidine value in Alprostadil Dried Emulsion for Injection.
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TlEME R
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B A 5,15,25,35,45,50,60 wg, 4391 & 25 mL
R, ] 2.1 TR J7 ik a2 A A A R %
2200 FUMA 2 mL =5 ER - T [A) i HR A, LA
SR BB CA) S AR bR BT i A 9 i (W) R
AR FRFEA TR ] H L 45 5 o 0V W T S W BEAE 0.2 ~
2.4 pg/mL B ENAILERITAFEN A=0.556 2 W +
0.048 5(r=0.9637,n=7),7£ 0.6 ~2. 4 png/mL JLHl
N AYLEPERIS A A=0. 6361 W -0. 0058(#=0.9902,
n="7), W H R B R M BT BEVR BEAE 0.6 ~ 2.4 pg/mL
TN S OGREL M R REF 76 0.2 pg/mL I i 25
Ak B AT R SRR A R R 2 0.2 pg/mL,
R R IR 1,
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Tab.1  Linear relationship and results of LOD
RERE (ng/mL)  wrafE(g) Ay A A A=A A
0.2 0.075 0.0091 0.0120 0.0232 0.0112 0.14
0.6 0.225 0.0218 0.0120 0.0339 0.0219 0.15
1.0 0.375 0.0373 0.0120 0.0484 0.0364 0.21
1.4 0.525 0.0393 0.0120 0.0533 0.0413 0.34
1.8 0.675 0.0544 0.0120 0.0684 0.0564 0.44
2.0 0.750 0.0641 0.0120 0.0772 0.0652 0.47
2.4 0. 900 0.0722 0.0120 0.0862 0.0742 0.56
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Tab.2  Results of the durability test
Lo e FAARKMA X SO RSD(%)
60 °C 15 min (E5 %4) 0. 62
65 °C 10 min 0.57
65 °C 20 min 0. 60 0.60 0.028 4.67
55 °C 10 min 0.63
55 °C 20 min 0.57

®3 HRPPALEEXRENESER(n=3)
Tab. 3 Content determination of anisidine value in Alprostadil

Dried Emulsion for Injection(n =3)

#5 o k() TAARRMA w5 Mt (ng) FRARKMA
13102864 10 4.85 13102843 5 4.81
13102525 10 4.91 14012040 10 3.73
14100265 5 4,62 15010091 5 3.69
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