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Sampling results and quality assessment of recombinant human interferon alb
injection
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Abstract: Objective To evaluate the quality status of recombinant human interferon alb injection and find out some quality
problems. Methods Totally 31 batches of recombinant human interferon alb for injection and 11 batches of recombinant human
interferon alb injection from two enterprises were examined according to Chinese Pharmacopoeia Volume III (2010), and the
quality status of recombinant human interferon alb injection was evaluated by statistical analysis of the results. Results All 42
batches of samples were qualified. The production process of each enterprise was steady. Conclusion At present the quality of
recombinant human interferon alb injection is generally good. The current standards are feasible, but the specified standard of
osmolality needs to be improved.
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Table1 Determination results of bioactivity, moisture content, osmolality, and pH of recombinant human interferon al1b for injection

A s HS EUPEEE% KM% VBB (mOsmol kg D) pH fif
A 10 201503008 125 1.0 294 6.8
201503010 111 0.8 286 6.8
201412083 136 0.7 299 6.8
201412085 148 0.4 294 6.9
201503009 135 0.5 282 6.8
201412087 121 0.5 286 6.8
201503010 126 0.9 286 6.8
20 201502006 130 0.6 292 6.9
201503017 132 0.7 283 6.8
201506042 136 0.7 290 6.9
201504021 139 0.7 297 6.9
201503014 120 0.7 287 6.8
201412086 124 0.6 294 6.8
201503011 142 0.5 302 6.8
30 201504022 135 0.7 299 6.8
201411073 145 0.8 284 6.8
201505032 143 0.9 298 6.9
40 201502007 142 0.6 292 6.9
50 201411077 128 0.7 289 6.9
201409054 144 0.8 290 6.9
201411072 133 0.7 299 6.9
201503015 136 0.8 282 6.8
201505031 134 0.8 285 6.9
60 201504026 137 0.7 284 6.9
201503013 128 0.6 285 6.8
B 10 20150704 85 2.4 224 7.0
20150321 109 15 216 7.0
20150319 88 1.9 204 7.0
20150322 94 1.9 198 7.0
30 20141005 86 2.1 213 7.0
20150605 92 2.3 242 7.0
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Table2 Determination results of bioactivity, moisture content, osmolality, and pH of recombinant human interferon a1b injection

A= L Mk I(ug 2 ) fits AR Y VB RV (mOsmol-kg ) pH 14
B 10 20141127 99 264 6.7
20150309 91 256 6.7
20150107 90 264 6.8
20141216 88 264 6.7
20 20150412 103 281 6.7
30 20150203 92 273 6.8
20141212 93 267 6.8
50 20150306 98 277 6.7
20150316 86 287 6.8
20150105 95 276 6.8
20150316 89 296 6.8
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