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Date: October 14, 2005
To: Grace Cheung, Chief Investigator
B Stan J eppeéen, Pharmacist lnvestigator
From: Kelly McLean, Pharmacist Investigator
Re: ' New Wholesalet/Manufacturer Inspection for Bio Med Comm Inc. done

‘September 29, 2005 :

On Sept=mber 29, 2005, Pharmacist [nvestigator Kelly McLean, accompanied by UW extern’
Robert Kahns, conducted a new firm inspection at Bio Med Comm located at 15510 Woodinville
Redmond Road NE, Building # E, located in Woodinville WA 98072, The inspection was based
on Bio Med Comm’s application for Wholesaler/Manufacturer license # FX58412 with the
Department of Health, Washington State Board of Pharmacy.

LUpot inrreduction to the facility, Investigator McLean questioned the CEO of Bio Med Coram,
~r. Barbara Brewitt whether there had been any manufacturing prior to this inspection. Dr.
“rwitienjed that there was any such action.

The inspection process included but was not limited to: a tour of the manufacturing facility,
including a tablet room, a liquid manufacturing room containing a refrigerator with Ever clear
ard librasy chemical components from Dolisos America of Las Vegas; an overview of the
corparate structure; a review of the drug manufacturing process; a review of the process flow
Zizgram,; a review of instructions on designation of lot numbers for manufactured product; and a
review ol a dilution from the library material record.

Tive ingpucsion performed on September 29, 2005 disclosed many Washington State Good
Menufac uring Practice (GMP) deficiencies: _ ' G 0 O 0 85
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