The NHLS HTA Unit List of Prequalified IVD Products: 2015

Year  Type of evaluation : Project Number IVD Technology Name Supplier Manufacturer
2015 [New Instrument HTP13-50 Mindray Bc5380 Separation Scientific SA (Pty)LTD Mindray
2015:New Instrument HTP14-03 Omnis Diagnostech Dako
2015 :New Instrument HTP15-39 AQUIOS CL: CD4 flow cytometry Beckman Coulter Beckman Coulter
2015:New Instrument HTP12-0060 C :Maglumi 2000: FSH, PCT, Cortisol, Ferritin The Scientific Group Snibe Diagnostic
2015 :New Instrument HTP15-02 The Clinitek advantus Siemens Pty (LTD) Siemens Inc.
2015 [New Instrument HTP13-06 The BioPlex® 2200 Bio_rad South Africa Bio_rad Laboratories inc
2015:New Instrument HTP13-47 Easy G26 Separation Scientific SA (Pty )LTD Interlab
2015:New Instrument HTP13-29 Benchmark Special Stainer: ABPAS, AB, Fungi, FE, Roche Products PTY(LTD) Ventana Medical Systems, inc
Jones, AFB, PAS, DPAS, Trichome, CR, Giemsa
2015:New Instrument HTP12-0016 RP500 (Blood gas) Siemens Pty (LTD) Siemens
2015 [New Instrument HTP13-48B Capillarys 2 Flex Piercing (Serum as well as Urine llex SA (PTY)Ltd Sebia
protein electrophoresis)
2015 [New Instrument HTP13-35 CINtec PLUS (on the Benchmark XT system). Roche Products (PTY)Ltd Ventana Medical Systems, inc
2015 Reagent Upgrade HTP15-28 CA 12511 Roche Products (Pty )LTD Roche Diagnostics GmbH
2015 :Reagent Upgrade HTP15-47 Vitamin B12 Il Roche Products (Pty )LTD Roche Diagnostics GmbH
2015 Reagent Upgrade HTP15-41 Triglycerides_2, Concentrated (TRIG_c) Siemens Pty (LTD) Siemens Healthcare Diagnostics Inc.
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2015 :Reagent Upgrade HTP15-54 HDL Cholesterol Beckman Coulter Beckman Coulter, Inc.
2015 |Reagent Upgrade HTP15-27 Estradiol Roche Products (Pty )LTD Roche Diagnostics GmbH
2015 :Reagent Upgrade HTP14-18 Tina Quant Lipoprotein Gen.2 Roche Products (Pty )LTD Roche Diagnostics GmbH
2015:Reagent Upgrade HTP15-15 Advia 1800 concentrated ALB, CRE, AST, ALT, Phos :Siemens Pty (LTD) Siemens Inc
2015 :Reagent Upgrade HTP14-36 BILT Gen 3 on C111 Roche Products (Pty )LTD Roche Diagnostics GmbH
2015 |Reagent Upgrade HTP14-40 Vitamin D Total Roche Products (Pty )LTD Roche Diagnostics GmbH
2015 |New reagent HTP14-35 Enzygnost HIV Integral 4 Siemens Pty (LTD) Siemens Healthcare Diagnostics Products
GmbH
2015:New reagent HTP15-16 ADVIA Centaur® Cortisol assay Siemens Pty (LTD) Siemens Healthcare Diagnostics Products
GmbH
2015 New reagent HTP14-17 Syphillis Total Ab Roche Products PTY(LTD) Roche Diagnostics
2015 New reagent HTP13-28 Vitek 2 Biomerieux South Africa Biomerieux
2015 [New Reagent HTP13-51 Alpha-Tec System-MTB Decontamination/ Cepheid Alpha-Tec Systems Inc.
Digestion systems
2015 :POCT Instrument HTP13-07 Afinion CRP Alere Healthcare Axis Shield
2015 POCT Instrument HTP14-30 Partec Cyflow mini POC Sysmex South Africa (Pty )LTD Partec GMBH
2015 :POCT Instrument HTP14-21 BD FACSPresto The Scientific Group BD Biosciences
2015 POCT Instrument HTP13-04 Afinion: Lipid panel Alere Healthcare Axis Shield
2015 |POCT Instrument HTP15-19 TOX/See™Rapid Urine Drug Screen Tests Bio-Rad Laboratories (Pty )LTD Biorad Laboratories, Inc
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