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SOP 3102, A12 00 07 July 2008 NA gelo

Document Title:

RAW MATERIAL SPECIFICATION,
INSULIN-LIKE GROWTH FACTOR-1 (IGF-1)

1.0 Requirements:

TEST METHOD REQUIREMENT
Identity Visual Container label and Certificate of Analysis must specify: “Insulin-like Growth
Inspection Factor-1," or “IGF-1,” “1.0 mg/vial,” and must have same lot number.
Vendor Vlsua‘l Cell Sciences, Cat. #CMO001
Inspection
All requirements on the Certificate of Analysis must be met.
Appearance: White Powder
Review of Molecular Weight: 7649 daltons by mass spectrometry
Vendor’s Visual Biological Activity: EDsp <30 ng/mL
Certificate of [nspection N-terminal Sequence: 5 Residues
Analysis Endotoxin (LAL): <0.1 EU/pg
Purity (HPLC): >95%
The Certificate of Analysis must be signed and dated.

2.0  Storage

2°Cto4°C

Reconstitution and Stock Solutions: The peptide should be reconstituted in 10 mM HCl at a
concentration of 1 mg/mL. In this form it is stable for at least 3 months at -20°C or -80°C. Avoid freeze-

thaw cycles.

IMPORTANT: Irespective of size, always reconstitute the entire vial in situ and then aliquot. Each vial
contains the net amount of peptide indicated on the label but ~15 — 20 % more by mass due to the residual
moisture retained through the freeze drying process. DO NOT estimate peptide content by weight or

gravimetric means as this will underestimate the actual peptide content by ~15 — 20 %.

3.0 Formulation:

NA




