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Study on stability of Alprostadil Injection
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Abstract: Objective To study the stability of Alprostadil Injection, and provide theoretical basis for its production, packaging,
storage, and transportation conditions. Methods The contents of PGE1 and Al in Alprostadil Injection were determined by HPLC
method through strengthen test, accelerated test, and longterm test. The stability of Alprostadil Injection was investigated. Results
Linearity, precision, stability, and recovery rate of E1 and Al met the requirements; Placed for 10 d under high light and high
temperature conditions, the color was obviously deepened, the pH value was almost unchanged, the content decreased significantly
and degradation of related substances increased significantly; At 25 C and after 6 months of acceleration test, the PH value
decreased slightly and the content changed obviously. Three batches of samples were stored at 4°C and long-term tested after 12
months, its appearance traits, related substances, and content of the indicators were in line with the relevant requirements.
Conclusion Alprostadil Injection is unstable to light and heat, easy degradation, this product should be stored in dark and cold
conditions, with the validity for one year.
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Fig. 1 HPLC c of prostaglandin E1 (A), prostaglandin Al
(B), Alprostadil Injection (C), and blank excipients (D)
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Table 1 Test results of influencing factors

ETE S JRCE N A /d AL pH 1 HIFHL IR /% HIFIIRE Al/%
TR R AR 0 H AR A 5.7 118.4 19.2
(4500 1x) 5 H AR A 5.7 114.7 22.4
10 H AR A 5.6 109.6 27.3
il (40°C) 5 AR A 5.7 106.5 30.2
10 H L FLAR A A 5.6 90.7 46.1
i (60°C) 5 [SRERRINITEN 5.7 91.3 455
10 H L FLAR A 5.5 69.8 65.3
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Table 2 Results of accelerated test

5 R I LD RERES pH fH HIF LR /% AR AL/%
20151125 0 A H TR 5.5 118.4 19.2
1 H F TR A 5.6 112.5 25.0
2 H H TR 5.5 105.3 31.9
3 A H TR 5.5 97.8 39.2
6 H (SRERR T TN 5.6 81.7 55.4
20151126 0 A B TR 5.7 118.1 19.6
1 H (SRERR/NTI TN 5.7 111.8 25.7
2 H H TR 5.7 104.9 325
3 A B TR 5.6 97.1 39.9
6 H B FLRAA 5.6 80.8 56.1
20151127 0H B TR 5.6 117.8 19.3
1A B FLRBA 5.7 111.4 25.8
2 A TR A 5.6 102.9 338
3 A TR A 5.6 96.6 40.2
6 H FIEFUR B A 5.6 80.5 55.9

x3 KEHKENESR
Table 3 Results of long term test

5 T B 1) IO RERES pH fH T 3R /% MY AL/%
20151125 0 H SRR R N RN 5.5 118.4 19.2
3H SRR R TR 5.5 114.3 23.9
6 H (SRR R N R 5.6 110.4 273
9 1 H LR 5.5 106.4 30.8
12 ] (SRERIRINTTEN 5.5 100.1 36.4
20151126 0H B LR A 5.7 118.1 19.6
3 A SRR R INTIEEN 5.7 113.9 24.1
6 H B LR A 5.6 109.6 28.0
9 H B TR 5.6 106.5 312
12 J H SR A 5.7 101.7 35.7
20151127 0 H SRERERNTEEN 5.6 117.8 19.3
3 A SRERERNTEEN 5.6 114.6 223
6 H SRERERNTEEN 5.5 110.1 26.7
9 H SRERERNTEEN 5.6 105.9 30.8
12 1 (EREEIRINT TN 5.6 101.8 34.1
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