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Epoetin beta 30000 iu/0.6 mL solution for injection, 0.6 mL prefilled syr
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2. qruantAaly

21 guuuy aavasla Wid unenidedmivdadnlifomi viedatvasaidensh

22 dulszneu  Useneumemien Erythropoietin Beta 30000 1U/0.6 mL

23 mwurussy  mvuzendausiAnidauuy single dose container unszuandasmiou

dm (Pre-filled syringe)
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3. uauUAn1uvaila

3.1 Finished product specification:

3 Test Items Specifications
?
3.1.1 | Identification Complied with finished product specification
3.1.2 | Assay 90.0%-110.0% of the labeled amount of nominal
EPO-protein content
313 | pH 7.0-7.4
3.1.4 | Sterility test Complied with finished product specification
3.1.5 | Bacterial Endotoxins <2.0 EU/1000 IU
3.1.6 | Particular matter
Particle > 10pm < 6,000/syringe
Particle > 25 um < 600 um/syringe
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