GLOBALEMED, LLC.

1101 King Street   Suite 370   Alexandria, VA  22314

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


MANUFACTURING SPECIFICATIONS 

 HIV 1&2 TEST (SMART CHECK® HIV 1&2)
1. CAT. NO AND PACK SIZE:

	        CAT. NO.
	     PACK SIZE

	       # 06021004
	   25 TESTS/BOX 


2. MANUFACTURING PROCEDURE:

2.1.  REAGENTS 
HIV purified antigen.

· The HIV antigen is obtained by recombinant technology using E. coli DH-5, and the plasmid HB101 as a vector for the gp36, gp 24, gp120/160, antigen subtype “O” and HIV-2 antigens belonging to the viruses HIV-1 and HIV-2.  After purification of the soluble antigen there are no traces of bacteria, fungi nor parasites found in the antigens used for the making of these devices

· Purification of the soluble antigen by affinity column (antibodies anti-HIV).  Release the bound proteins with low-acid solution (acetates buffer, pH 4.8), dialyze overnight against Tris-HCl 10mM buffer.

· Check for biological activity and adjust activity at 65 g/test, filter sterilize, store at –20’C until its use recover the pad-strip on the devices. Check for total sterilization by plating on agar-rich media, cell virus assays, and microscopic check for parasite eggs.  Store at –20’C until its use recover the pad-strip on the devices.

Monoclonal Anti-human conjugate:
· Precipitation of the monoclonal antibody with ammonium chloride

· Centrifugation 15 min/6000 rpm. Discard supernatant.

· Reconstitute pellet with Buffer solution (phosphates buffer, pH 7.2, 10 mM) and dialyze against the same buffer at 4’C overnight.  Conjugate to peroxidase.

· Check for activity and adjust activity at 10 g/test, filter sterilize, check for total sterilization by plating on agar-rich media, cell virus assays, and microscopic check for parasite eggs.  store at –20’C until its use recover the pad-strip on the devices.

Buffer:

-    Distilled water, BSA, detergents and monoclonal anti-human antibodies 25 g/ 100 l are mixed together and filtered sterilized.

3. PACK ASSEMBLING

3.1 STRIP REAGENTS ON NITROCELLULOSE STRIPS.  STERILE PROCESS.

3.2. PACKING STRIPS INTO PLASTIC CASSETTE DEVICES.

3.3. LABELLING OF PRIMARY ALUMINUM FOIL PACKAGE

3.4. PACKAGING OF LABELLED UNITS INTO ALUMINUM FOIL PACKAGE

3.5. PACKAGING OF FOILED COMPLETE CASSETTES, INSERTS AND PLASTIC PIPETTE INTO LABELLED CARDBOARD BOXES

3.6. WRAPING CARDBOARD BOXES IN PLASTIC FOIL.
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