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Formulation research of human coagulation factor V| product”
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Abstract ; Objective

To search for a formulation suitable for human coagulation factor V[ (FVlI) product. Methods

By using

the human FV[| quality as the indicator, the compositions screening experiment was conducted, then the dosage selection was per-

formed on the selected compositions,finally the formulation was obtained for prepaing the FV[| product. The quality,safety and sta-

bility were investigated. The effect of final formulation was evaluated. Results

The effect of obtained formulation was satisfactory,

which was proved to be stable and effective by the stability test(2—8 °C X 24 months,25 ‘C X 24 months,40 ‘C X6 months). Con-

clusion
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formulation research;

The formulation of FV[I product suitable for human is developed.
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Koate-DVIL
Alphanatel!%]

Humate-P®L11]

HERE 1.5% .NaCl 0. 06~0. 08 mol/L, #j# R 44 0. 02 mol/L,CaCl, 3 mmol/L,}% & 1 10 mg/mL
H &8 <<0. 05 mol/L,CaCl,<<3 mmol/L.{ & [4<10 mg/mL, K& MR <5 pg/mL, &K< 60 mmol/L
H & 2 <C0. 001 mol/L,CaCl,<<5 mmol/L, & 1 3~9 mg/mL. %k 50~200 mmol/L, 4 %z 10~40 mmol/L

H % & 15~33 mg/mL,NaCl 2~5. 3 mg/mL, #j# 4 3. 5~9. 3 mg/mL,jF&H [ 8~16 mg/mL
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