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Rabies immunoglobulin (human) 300 IU/2 mL injection
1. §981 Rables immunoglobulin (human) 300 1U/2 mL injection
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22 dwlsznou  Usenaudneg Human rabies immunoglobulin @ldann normal subjects
plasma Hignnseauliiilnfiduriusie rabies U3 150 1U/mL
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3.1 NSAUVVUNZLUEUNIN USP (814989911 USP 35)

) Test Item Specifications
3.1.1 |ldentification ma%imwmﬁisu‘iu Finished product specification
31.2 |Potency laidoundn 110 1U/mL
313 |pH 6.4-72
3.1.4  |Sterility test Sterile
3.1.5 |Protein concentration 10 - 18 ¢/ 100 mL
3.1.6  |Glycine concentration m’sﬁ]ﬁhwﬂmﬁ'ﬁzﬂu Finished product specification
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3.2 NTUVBVUVZLUEUAIY BP (91989014 BP 2013)

) Test Item Specifications
3.2.1 |identification asnunLnATEyly Finished product specification
3.2.2  |Potency lutiaenda 100 IU/mL
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323 |pH 50— 1.2

3.2.4  |Sterility test Sterile
3.2.5 |Distribution of molecular size
- Polymers and aggregates laisnnnin 10%
- Monomers and dimers lait/oanin 85%
3.2.6 |Pyrogen m‘ﬁ’mﬁ«humuﬁ‘wﬂu Finished product specification
%39 Bacterial endotoxins LailAiu 5 U of endotoxin/mL
3.2.7 |Protein composition m‘i’aﬁlﬁhummﬁizﬂu Finished product specification
3.2.8 |Protein concentration 100 - 180 ¢/L
3.29 [HIV-1 and HIV-2 Antibodies Non-reactive
3.2.10 |Antibodies of hepatitis B surface  [litfasni1 0.5 1U/g
antigen
3.2.11 |Hepatitis-B virus test Laiwyu HBY DNA
3.2.12 |Hepatitis-C virus test 1aiwy HCV RNA

e Aauaudimanatialute 3.2.9-3.2.12 analinansnaaeulu raw material (plasma pool)
%38 finished product Ala

3.3 ausuUAn1unalianvas Raw Material (API)
HaNINTIVIATIEVRUNWIRgAUaTesngyd WuWluam Raw material specification
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