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3.1 Finished product specification:

4o Test Items Specifications
3.1.1 Activated Factors NLT 150 seconds
3.1.2 Factor |l NMT 150 U/ 100 Fix 1U

3.1.3 Factor VII

NMT 30 U/ 100 Fix IU

3.1.4 Factor IX Activity 400 - 600 IU/vial

3.1.5 Factor X

NMT 100 U/ 100 FIX U

3.1.6 Moisture

NMT 2.0% (w/w)

317 | pH

6.6 -7.4

3.1.8 Polysorbate 80

NMT 2.5 pg / Fix IU

3.1.9 Protein

NMT 18 ¢/ 100 mL

3.1.10 | Pyrogens

Pass test




3.1.11 | Sodium 130 - 300 mEg/L
3.1.12 | Solubility NMT 5 minutes
3.1.13 | Specific Activity NLT 0.5 Fix IU/mg protein
3.1.14 | Sterility No growth of any microorganism
3.1.15 | Tri-N-Butyl Phosphate NMT 0.4 pg / Fix IU
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1.Drug substance specification #1a150191ntUTATIEVRIHAR drug substance vise luIATIEY drug substance

Yospnane1dn5a3U adulaatunis Inedinsasandasizinsunniidedinmvun

4. NMSANWIDU

4.1 Long term stability ANADIEEN

4.2 In-use stability N/A

43 | dnns@nw TE N/A
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