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Filgrastim 300 mcg/ml injection
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Finished product specification:

1 | Identification test m’msi’mmmﬁ’izﬂu Finished product specification
2 | Usunausnendndgy 80 — 125% of stated potency

3 | Sterility test mi?fﬂmumuﬁixﬁlu Finished product specification
4 | Bacterial endotoxins

WERINANSI9MI875 Recombinant Not more than 2 1U/mg protein

factor C assay

5 | pH 38-42
6 | Extractable volume Not less than 1.0 ml
7 | Particulate contamination
- Size 2 10 pm - Not more than 6,000 particles per container
- Size 2 25 um - Not more than 600 particles per container
8 | Protein concentration 300 + 30 pg/ml
Related protein
- Total impurities maximum 6.5%
- Any impurities maximum of each impurity 3.0%

ANIZNITUNITIVUARMIEN BZIAW

4 Q(J 4 4 s
1 AT T UsesunTsuns 2 asde....... UL ATsumg 3 asve....EnNA n3IUNS

(wedmv neRniiny) (wnanuIun duesn) (waInsnua Ainesduns)
AndnvazianIzYesen Filgrastim 300 mcg/ml injection



20 AanAx 2568 Wi 2910 3

S e L seecifietions
10 | Impurities
- Impurities with molecular - Total of impurities with molecular masses
masses higher than that of higher than that of filgrastim:
filgrastim maximum 1.00%
- Impurities with charges differing - No peak has an area greater than that of the
from that of filgrastim principal peak in the electropherogram
obtained with reference solution (b) (5%)
11 | Osmolality 237-369 mOsmol/kg
12 | Identification test m’mﬁi’mm’m'ﬁwﬂu Finished product specification
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