From: Michaelis, Marion

Sent: Tuesday, November 10, 2009 8:30 AM
To: CBER Complicheck
Subject: Compliance Check - STN 125251/0 Octapharma- Coagulation Factor

VIlI/von Willebrand Factor Complex (Human)

Attachments: 125251-0-InspWv-8-7-09 (2).pdf
Need Compliance Check For The Below Mentioned Firm:

The inspection for this file was waived and below is the memo (also in EDR) with
concurrence noting this

125251-0-InspWv-
8-7-09 (2).pdf...

Firm:

Octapharma Pharmazeutika Produktionsges m.b.H.
Oberlaaer Strasse 235 A-1100

Vienna, Austria

LIC#:
1646

EEI#:
3002809097

STN:
125251/0

Short Summary From RMS BLA:

BLA for von Willebrand Factor Concentrate (Human) [Wilate] manufactured at their
Vienna, Austria location. Wilate is used for treatment ------ (b)(4)----- for von Willebrand
disease




