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Human Coagulation Factor VI 250 U
Sodium citrate (As stabilizer) 294  §aansy
Calcium chloride (As stabilizer) 1.5  dadnsy



Aminoacetic acid (As stabilizer) 90.0  #adnsu
Sodium chloride (As isotonic agent) 117.0  Hadnsu
U0 500 1U Tu 1 9790 Usznaudie

Human Coagulation Factor VI 500 U

Sodium citrate (As stabilizer) 58.8  {ladaniu
Calcium chloride (As stabilizer) 3.0  fiadnsu
Aminoacetic acid (As stabilizer) 180.0  HadnJu
Sodium chloride (As isotonic agent) 2340  d8dn3y
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qmé’nwmxmww FACTOR VIII TRCS 250 1U

Test ltems

Specifications

Appearance

White or pale yellow powder or friable solid

Appearance of the reconstituted

solution

Clear or slightly opalescent, colorless or slightly yellow solution

Weight variation

- NMT 2 of the individual masses deviate from the average mass
than percentage deviation.

- Non deviate by more than twice that percentage.

|dentification

- Human origin

Animal-negative, Human-positive

Assay (Human Coagulation Factor VIII)

80.0 - 120.0 % of the stated potency (200 - 300 1U)

pH 65-75

Solubility Dissolve within 10 minute (< 10 min)
Osmolality > 240 m.osmol/kg

Total protein (Semi-micro Kjeldahl) < 10.0 mg/vial

Specific activity > 11U/mg

Haemagsglutinins anti-A and anti-B < 1:64

Water < 3.0%

Sterility Sterile

Pyrogens TR <115 C




Qmé’numzquz FACTOR VIl TRCS 500 U

Test Items

Specifications

Appearance

White or pale yellow powder or friable solid

Appearance of the reconstituted

solution

Clear or slightly opalescent, colorless or slightly yellow solution

Weight variation

- NMT 2 of the individual masses deviate from the average mass
than percentage deviation.

- Non deviate by more than twice that percentage.

|dentification

- Human origin

Animal-negative, Human-positive

Assay (Human Coagulation Factor VIII)

80.0 - 120.0 % of the stated potency (400 - 600 IU)

pH

6.5-75

Solubility Dissolve within 10 minute (< 10 min)
Osmolality > 240 m.osmol/kg

Total protein (Semi-micro Kjeldahl) < 15.0 mg/vial

Specific activity > 11U/mg

Haemagsglutinins anti-A and anti-B < 1:64

Water < 3.0%

Sterility Sterile

Pyrogens TR <115 C
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