GLOBALEMED, LLC.

1101 King Street   Suite 370  Alexandria, VA  22314

Telephone Number:  (703) 894-0710    Fax Number: (703) 894-0725

QUALITY CONTROL RAW MATERIALS FOR THE HIV 1&2 RAPID DEVICE (SMART CHECK HIV)
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HIV RAPID DEVICE RAW MATERIALS

Lot. #: 09071585, Exp. 09/01,  0.1 mg of raw materials tested 

	HIV 1&2 RAW MATERIALS
	Appearance
	Purity
	Microbiology
	Biological activity

	HIV 1&2

recombinant purified antigen
	Translucid


	99.5%
	Bacteria= 0%

Fungy= 0%

Parasites= 0%
	99.5%

	Monoclonal anti-human conjugate
	Translucid
	99.5%
	Bacteria= 0%

Fungy= 0%

Parasites= 0%
	99.5%

	Nitrocellulose membrane
	White
	100%
	Bacteria= 0%

Fungy= 0%

Parasites= 0%
	NA

	Buffer
	Translucid
	100%
	Bacteria= 0%

Fungy= 0%

Parasites= 0%
	100%


NA= Not Aplicable

10x10 cm sheet nitrocellulose membrane tested, lot No. MI-020

Lot. #: 10081676, Exp. 09/01,  0.1 mg of raw materials tested              
	HIV 1&2 RAW MATERIALS
	Appearance
	Purity
	Microbiology
	Biological activity

	HIV 1&2 recombinant purified antigen
	Translucid


	99.5%
	Bacteria= 0%

Fungy= 0%

Parasites= 0%
	99.5%

	Monoclonal anti-human conjugate
	Translucid
	99.5%
	Bacteria= 0%

Fungy= 0%

Parasites= 0%
	99.5%

	Nitrocellulose membrane
	White
	100%
	Bacteria= 0%

Fungy= 0%

Parasites= 0%
	NA

	Buffer
	Translucid
	100%
	Bacteria= 0%

Fungy= 0%

Parasites= 0%
	100%



NA= Not Aplicable

10x10 cm sheet nitrocellulose membrane tested, lot No. MI-020
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Lot. #: 10221691, Exp. 10/01,  0.1 mg of raw materials tested       
	HIV 1&2 RAW MATERIALS
	Appearance
	Purity
	Microbiology
	Biological activity

	HIV 1&2 recombinant purified antigen
	Translucid


	99.5%
	Bacteria= 0%

Fungy= 0%

Parasites= 0%
	99.5%

	Monoclonal anti-human conjugate
	Translucid
	99.5%
	Bacteria= 0%

Fungy= 0%

Parasites= 0%
	99.5%

	Nitrocellulose membrane
	White
	100%
	Bacteria= 0%

Fungy= 0%

Parasites= 0%
	NA

	Buffer
	Translucid
	100%
	Bacteria= 0%

Fungy= 0%

Parasites= 0%
	100%


NA= Not Aplicable

10x10 cm sheet nitrocellulose membrane tested, lot No. MI-021


Lot. #: 08050112, Exp. 01/01 ,  0.1 mg of raw materials tested    







	HIV 1&2 RAW MATERIALS
	Appearance
	Purity
	Microbiology
	Biological activity

	HIV 1&2 recombinant purified antigen
	Translucid


	99.5%
	Bacteria= 0%

Fungy= 0%

Parasites= 0%
	99.5%

	Monoclonal anti-human conjugate
	Translucid
	99.5%
	Bacteria= 0%

Fungy= 0%

Parasites= 0%
	99.5%

	Nitrocellulose membrane
	White
	100%
	Bacteria= 0%

Fungy= 0%

Parasites= 0%
	NA

	Buffer
	Translucid
	100%
	Bacteria= 0%

Fungy= 0%

Parasites= 0%
	100%


NA= Not Aplicable

10x10 cm sheet nitrocellulose membrane tested, lot No. MI-021


Luz Restrepo, MT                                     Date:  April, 2001

Quality Control - WDI

QUALITY CONTROL
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