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HIV Rapid Tests: Progress of the Prequalification of Diagnostics process by product
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The HIV Diagnostic Forecast Spend for 2014 is $90 million
Y1BEpKAEHHDbIE GOHAbI HA Cymma B S CLLA Kon-Bo TecToB., 3an1aHUPOBaHHbIX
3aKynKy B 2014 rogy ONA 3aKYNKn
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List of Diagnostic test kits for HIV and HIV equipments classified according to the Glebal Fund Quality Assurance Policy

According to Global Fund Quality Assurance Policy for Diagnostic Products (http:
(1) recommmended by WHO for use in HIV/AIDS programs. based on a technical review of quality and performance indicators,

OR
(2) approved by authorities founding member of Global Harmonization Task Foree (US, EU, Canada, Japan, Aunstralia) (GHTF)
criteria z applicable cwrrently to HIV Rapid Diagnostics, Innnunoassays and after 1st July 2014 also applicable to Virological Technologies { VL and EID)

‘WHO Prequalification of Diagnostics Programme and GHTF founding members,
‘The list is not exhaustive; PRs can procure product(s) not Ested below as long as PRs demonstrate that the product is compliant with one of the above mentioned requirements.

List of HIV di stics eligible for procurement by WHO: http:
(which has also the products prequalified by WHO :http

‘The list is updated regularly based on evidence received by the Global Fund.
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criteria 1 applicable currently to HIV Rapid Diagnostics, Inmunoassays and after 1st July 2014 also applicable to CD4 and Virological Technologies ( VL and EID)

fwww.theglobalfund.org/en,/procurement,/policy ), in force since 1st March 2011, Grant Funds may only be used to procure HIV RDTs if they have been:

The list is an overview of HIV RDTs to assist Principal Recipients (PRs) of Global Fund grants to identify the status of HIV RDTs according to the Global Fund Quality Assurance Policy. It includes products recommended for use after technical evaluation by

HIV Simple assays/Rapid Diagnostic Tests (RDTs)
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ABON™ HIV 120 Tri-Line Discrimination Hwhole blood: lancets,
Human ABON Biopharm between Whole Elood/ - alechol swabs, and . _—
THI-T302. Immunodeficiency Virus 40 100.00% 99.70% {Hangzhou) Co. Lid. HIV-1and p v 24 - heparinized capillary tubes icnsn
Rapid Test Hangzhou, PR China 72 Serum/Flasma | 2to30°C ‘with 50 L mark line and s e g dbe
Device antibodies dispensing bulb. _triline_rdt e
" - HIVi/2
ITPozo02- Advanced Quality™ HIV InTec Products, Xiamen, gy Serum, Plasma 18 months Ewhole blood: lancets, -
TCs0. Rapid Test 40 sg.40% | gB.Bo% PR China antibodies | g heleblood | 2to30°C acohl swabs. WHO PQ
1 whole blood: lancets,
7D2342, 20 " edical HIV1/2 " the aleohol swabs, chase buffer
D TN TV /- lere Medical Japan, ; i Serum, Plasma 14 mont (7D2211), EDTA capillary
HIV-1/2 100% 99.40% Matsudo, Japan antibocies and whole blood 2to 30°C tubg (7Daznn),
. 100 combined I serum/plasma: requires
‘precision pipette phus tips.
Discrimination I whole blood: lancets,
. betwesn HIV 1/2 alcohol swabs, chase buffer
Dt Alere Determine™ HIV- 1/2 o 8.80% Alere Medical Japan, antibodies Serum, Plasma 10 months (7Dz211),EDTA capillary
72043, Ag/Ab Combo 00 100 98 Matsudo, Japan combined and |and Wholeblood| 2to30°C tubes (7D2222).
HIVi-p24 I serum/plasma: requires
antigen precision pipette phis tips.
7D2346 Lancst, sterile gauze, antisaptic wipes
=0 HIV4/2 Serum, Plasma Bichazard waste containers
i) Alere Medical Japan, Ve and 14 months O order separately for whale blood procedre:
Alere Determine™ HIV-1/2 100% 99.75% Matsudo, Japan ’ Anhho_d.:a Vengus/capllary 210 30°C Chase buffer oea.5ml (7D2243) CE marked
Dagar 100 conbined whole blood EDTA capillary tubes (7D2222) or
D347 Microsate capillary tabes (7D2223)




