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Filgrastim 300 meg/1 mL solution for injection/infusion, 1 mL prefilled syr
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1. Identification

2. Potency

3. Protein

4. pH

5. Sterility

6. Bacterialendotoxins

7. Particulate matter

- Size~ 10 IJm

~ 25 IJm

8. Volume in container

Finished product specification

\91'S1~~ltJ\911~finished product specification

80% the potency

80.0% - 120.0% of the labeled amount

3.7 -

\91'S1"il~1'U\9111jfinished product specification

Lessthan 2 IU in the volume that rl"\"'''''''',,,,, 1.0 mg of protein

Not more than 6,000

Not more

\91'S1"il~1'U\911~finished product



9. Impurities

- Impurities with molecular masses

higher than that of filgrastim

- Impurities with molecular masses

differing from that of filgrastim

Impurities with charges differing

from that of filgrastim

10. Related proteins

- any impurities

- total impurities

Not more than 2%

Not more than 2.0%

Not more than 10%

Not more than 2.0%

Not more than 3.5%

Qrui substgm;e specificatioo : a1~a~BP2020
Meet the requirement

Minimum 0.9 mg of protein per ml

Minimum 0.9 x 1081U per milligram of protein

Meet the requirement

1. Identification

2. Content

3. Potency

4. Host-cell-derived-protelns

5. Host-cell- or vector-derived DNA

6. Impurities with moLecularmasses

higher than that of filgrastim

7. Impurities with molecular masses

differing from that of filgrastim

8. Impurities with chargesdiffering

from that of filgrastim

9. Related proteins

- Any impurity: for each impurity

- Total

10.Bacterialendotoxins

Meet the requirement

Not more than 2%

Not more than 2%

Not more than 10%

Not more than 1.0%

Not more than 2%

Lessthan 2 IU in the volume that contains

1.0mg of protein
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1. Identification

2. Assay

- protein

Meet the requirement

Not less than 0.9 mg/ml of filgrastim

- potency The mean estimate potency is not less than

8QOh andnotmorethan125%of the statedpotency

3. Impurities

• Related compounds

- Individual impurities Notmore than 1.0%of reducedftlgrastimisfound

- Total impurities Not more than 2.0%

• ImpuritiesVvithchargesdifferentfromfilgrastim Meet the requirement

• Impurities with molecular weight Meet the requirement

different from that of filgrastim

• Limit of highmolecular weight proteins

- Individual impurities Not more than 0.5%of aggregateis found

Total high rnotecular weight impurities Not more than 2.0%

4. Microbial enumeration test and tests

for specified microorganisms

- The total aerobic count

5. Bacterialendotoxins test

Notmorethan0 cfw10 ml of the substancesolution

Not more than 2 EU/mgof drug substance
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