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Comparability Study of Human Albumin Produced with Different Shapes of
Internal Packaging Materials
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ABSTRACT: The work aims to compare the quality of human albumin in two materials of different shapes, and provide
a basis for preparation enterprises to choose pharmaceutical packaging materials that can meet the requirements of drug
manufacturing and use, so as to ensure the quality of drugs, and meet clinical needs and use safety. The stability of human
albumin in the two packages was investigated at (25+2) °C for 6 months to observe the change of product quality index at
different time points, and analyze the sealing of human albumin in the two internal packaging materials. The quality
indexes at each time point of the inspection all met the "Pharmacopoeia of the People's Republic of China" (2020 edition),
and the trends of key quality indicators were consistent. At the same time, small pharmaceutical packaging material of
human albumin had better stability in pH, purity and aluminum residue. No leakage of human albumin was detected in two
packages. Two internal packaging materials of different shapes have no significant effect on the quality of human albumin.
They have good sealing, which can guarantee the quality and safety of drugs. At the same time, small specification
pharmaceutical packaging material of human albumin has better stability.
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Tab.1 Composition of two kinds of pharmaceutical packaging material
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Tab.2 Composition of pharmaceutical packaging material and drug preparation in each group of human albumin
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Tab.3 Safety-related quality index of human albumin in two kinds of pharmaceutical packaging material
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Tab.4 pH of human albumin in two kinds of pharmaceutical packaging material
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Fig.1 pH trend of human albumin of two
kinds of pharmaceutical packaging
material in stability investigation

2.1.1.2 A AR AR T A

Aa 2. Ab 41F1 B 4L AL M 8 FH A RS 4
MR AR S T E 100.7%~102.8% . 100.1%~102.8% Fil
100.7%~102.6%, ¥IfFA (hEZH) brfE (F5),
2 P2 A AL ) NI 1 R 1 A B B A R
HAGRRRE (K 2), H 3 AAMAEANEA
J AN [R5 2 R 35 00 3 25 5% . O HLAE W] — %
), 3HAMAEANEARSTELESR., AZ
WA B 25t e NI A8 A, 8 A& &
PIRFRREE o

x5 2HABMBENANEBEANEARSEER
Tab.5 Protein content of human albumin in two kinds of
pharmaceutical packaging material
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Fig.2 Protein content trend of human albumin of
two kinds of pharmaceutical packaging
material in stability investigation
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Tab.6 Purity of human albumin in two kinds of pharma-
ceutical packaging material
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Fig.3 Purity trend of human albumin of
two kinds of pharmaceutical packaging
material in stability investigation
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Tab.7 Polysome content of human albumin in two kinds of
pharmaceutical packaging material
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Fig.4 Polysome content trend of human
albumin of two kinds of pharmaceutical
packaging material in stability investigation
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Tab.8 Aluminum residue of human albumin in two Kinds
of pharmaceutical packaging material
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Fig.5 Aluminum residue trend of human albumin of

two kinds of pharmaceutical packaging
material in stability investigation
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