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Safety study of recombinant human interferon p-lapreparation
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Abstract: Objective To test the preparation safety of recombinant human interferon B-la injection and investigate probable
influencing factors. Methods The study includes rabbit im and sc irritation test, guinea pigs active systemic anaphylaxis test (ASA),
rat passive cutaneous anaphylaxis test (PCA), and hemolysis test of recombinant human interferon p-1a injection, and intends to
investigate the drug’s local irritation, type I allergy, and hemolysis. Results Recombinant human interferon (11 and 22 g/kg), and the
blank solvent in pH 3.6 had mild stimulation on rabbit muscle, skin, and surrounding tissue, otherwise the corresponding dose for pH
4.3 recombinant interferon and its blank solvent had no stimulation on rabbit tissue. The passive sensitization was negative in the rats
administered with 5.5 and 22 g/kg doses of pH 3.5 recombinant human interferon and blank solvent. Meanwhile the guinea pigs had
strong positive initiative sensitization with the same doses of pH 3.5 recombinant human interferon which contained human serum
albumin, and the human serum albumin free materials had not induced sensitization at all. Recombinant human interferon (pH 3.5) had
very mild hemolysis to rabbit erythrocytes in vitro, but the pH 4.5 sample had no hemolysis and condensation effect in vitro to the rabbit
erythrocyte. Conclusion The pH value obviously influenced the stimulation and hemolysis in vitro of recombinant human interferon
-1a injection, attentions should be paid to controlling the pH value of the preparation. The cause of the active sensitization to guinea
pigs is the human serum albumin in preparation’s accessories, so the sensitization occurring clinically will be rare. The preparation of
recombinant human interferon p-1a injection will be safe in clinic.
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Fig.1 Histopathologic pictures
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Table 1 ASA results of recombinant human interferon p-1a injection (n=6)
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Table 2 Hemolysis test results of pH 3.5 recombinant
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R A VIR /%
1 0.097 5.90
2 0.104 6.39
3 0.076 4.40
4 0.047 2.46
5 0.014 0.15
6 0.012 0.00
7 1.462 100.00
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Table 3 Hemolysis test results of pH 4.5 recombinant

human interferon p-1a injection

W5 A W ILZE /%
1 0.009 -0.15
2 0.007 -0.29
3 0.012 0.00
4 0.009 -0.20
5 0.010 -0.08
6 0.012 0.00
7 1.427 100.00
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