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Document Title:

RAW MATERIAL SPECIFICATION,

OPTIPREP

1.0 Requirements:

TEST METHOD REQUIREMENT
. Visual Container label and Certificate of Analysis must specify: “OptiPrep” and must
Identity .
Inspection have same lot number.
Vendor In;gzgzlon Qualified Supplier
All requirements on the Certificate of Analysis must be met.
Review of Density: 1.320 £ 0.001 g/mL (20°C)
Vendor’s Visual Osmolality: 170 £ 15 mOsm
Certificate of Inspection Endotoxin: < 1.0 EU/mL
Analysis Sterility: Pass
The Certificate of Analysis must be signed and dated.
2.0 Storage

4°C to 24°C (Protect from light while in storage)

3.0 Formulation:

60% lodixanol (w/v) in water




