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ABSTRACT Objective: To evaluate the quality status of recombinant human interferon «2b injection and find out some quality
problems. Methods: Statutory testing methods combined with the exploratory studies were used to examine samples, and the quality
status of recombinant human interferon a2b injection was evaluated by statistical analysis of the results. Results: 91 of 92 batches of
drug products were qualified using statutory testing methods, and the passing rate was 98.9%. 20 of 24 batches of bulks were qualified
using part of statutory testing methods, and the passing rate was 83.3%. Exploratory studies showed that when related protein content
determination was added in stock solution according to the European Pharmacopoeia standards, and products of these two companies
may meet the requirements. Conclusion: At present the quality of recombinant human Interferon «2b injection is generally good. The
current standards are feasible, but they need to be improved. We suggest that the related protein testing should be added into the standards
of drug substances.
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Table 1 Site profile of thIFN «2b injections
Source Lot number Source Lot number Source Lot number
Shanxi 6 Zhejiang 2 Heilongjiang 4
Hubei 4 Sichuan 3 Tianjin 5
Jilin 7 Hunan 3 Shanghai 2
Liaoning 1 Gansu 3 Guizhou 5
Henan 4 Xinjiang 4 Guangxi 1
Yunnan 5 Beijing 10 Guangdong 1
Hunan 1 Anhui 9 Jiangxi 1
Shaanxi 2 Nei Monggol 1 Hainan 5
Chongqing 3
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Table 2 The biological activity of the same batch come from different sources

Bioactivity(%)

Manufacture Lot No.
Manufacturer Distributor User
A 20130104 126/ 146
B 20121008-1 92/82
C 20120652F 139 144
D 20120870 96 87
20120982 101 96
20120987 89 111
E 20110205 124 132
F 20130203 98/99/104/110/90/101
20121207 138/117/128/135 130
20130204 106 88
20130104 93/92
20130303 109/119
G RC121202 137 142
2.2 k& A3 i E S, K G AR MR AR DG, K 2 B

AUAMBE I 92 HERE S A 59 HA AR TR, 7 17K
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Fig.1 Profile of water content determination result of 59 lots rhIFN a2b
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Table 3 Each enterprise approved osmotic pressure range and results

Approval of the osmotic pressure

The percentage of the approved o
Results the distribution rang(%)

Manufacture
range(mOsm/kg) scope(%)
A 240-390 76-124 79-91
B 132-198 80-120 101-105
C 240-360 80-120 91-96
D 210-310 81-119 109-111
E 260-360 84-116 94-100
F 487.91-596.33 90-110 88-94
G 172-212 90-110 94-110
H 290-350 91-109 97-98
I 286-343 91-109 100-104
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Fig.3 Mapping determination related protein in solution
E:ab,de: tHEZEAH; c: thIFN a2b,
Note:a,b,d,e: related protein; c: thIFN a2b.
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Table 4 Determination results of bulk related protein and purity

More than 3% related

Manufacture Lot No Total related protein( % ) Purity(%)( SEC-HPLC)
protein( %)

A 11021 0 99.3
12002 0 99.3
11023 0 99.6
B 20130511 33.5.4 99.4
20130514 0 99.2
20130515 4.0 98.4
C BD121201 0 99.7
BD121202 0 99.6
BD121203 0 99.7
D 20121001 10.8 97.1
20121002 10.8 98.4
20130401 11.5 98.5
E 20130506 4.1.11.5 94.1
20130507 41,114 94.7
20130508 20.0 4.5.12.0 94.8
F 201304018 7.8 97.6
201304028 9.0 93.5
20130403S 10.2 95.2
G S201201 27.5 5.0,14.0 95.1
S201202 127.4 52.14.0 95.2
S201303 27.4 5.0,14.1 95.1
H 201503 5.2 95.8
201504 6.2 96.5
201505 7.4 96.8
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