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¢, THE GLOBAL FUND - M bt

List of HIV Diagnostic test kits and equipments classified according to the Global Fund Quality Assurance Policy

According to Global Fund Quality Assurance Policy for Medical Devices (including In-Vitro Diagnostics) and core Personal Protective Equipment ( https:,  www.theglobalfund.org en sourcing-management/quality-assurance/ in=vitro-diagnostics/ ), in foree since 1st March
2011, Grant Funds may only be used to procure HIV RDTs if they have been:
Criterion 1- prequalified by the WHO Prequalification of In Vitro Diagnostics Programme, or
Criterion 2- authorized lor use by one of the Regulatory Authorities of the Founding Members of GHTF when stringently assessed (as Class C or D) or by a WLA within their scope of listing
3- acceptable for procurement using Grant Fi 1md1 as dc_lurnnned b\ the Global Fund, based on the advice of the WHO Expert Review Panel
In-Vitro Diagnostic Products with respect to HIV, tuberculosis and malaria and to hepatitis B, hepatitis C and syphi]is co-infections, as well as IVDs providing information that is critical for patient treatment of these diseases
. ies falli iy

All under Criterion-1 excluding HIV Self Testing

The list is an overview of IVDs to assist Principal Recipients (PRs) of Global Fund grants to identify the status of IVDs according to the relevant Global Fund Quality Assurance Policy. It includes products recommended for use after technical evaluation by WHO Prequalification of Diagnostics
Programme, Regulatory Authoritities of GHTF founding members, WLAs and the WHO hosted Expert Review Panel.
The list is not exhaustive; PRs can procure product(s) not listed below as long as PRs demonstrate that the product is compliant with one of the above mentioned requirements.

PEESUALLY

The list is updated regularly based on evidence received by the Global Fund.

HIV Simple assays/Rapid Diagnostic Tests (RDTs)
(not intended to be used as a donor screening tests — unless otherwise specified)

Anticipated
Manufacturer Shelf life :
Product Catalague Product Name .‘::'._:":':L‘: Initinl Sensitivity Final Specificity Manufucturer Annlyte SpocimonTypd | Gnitha) Comments R o A
number Storuge
tempernture
Discrimination
ABON™ HIV 1/2/0 Tri-Li 3 h \ Bioph: elwee
IHI-T402WA :.BO B / /' Tri 1 dne Hu.l!n‘n 3 .\.BO.[\ Biopharm bLl)\etn Smonts ) 3 e | e
; mmunodeficiency Virus Rapid Test 40 100.00% 99.70% (Hangzhou) Co. Ltd. HIV-1and Serum/Plasma/ 2 teaghe see WHO Public Report for consumables
(previously 1HI- Device Hangzhou, PR China HIV-2 Whole Blood 03
T402W) antibodies
Discrimination
ABON™ HIV 1/2/0 Tri-Line Human ABON Biopharm between .
IHI-T402WG Immunodeficiency Virus Rapid Test 40 100.00% 99.70% (Hangzhou) Co. Ltd. HIV-1and Serum/Plasma/ {,4!:1:2102-5 see WHO Public Report for consumables
Device Hangzhou, PR China HIV-2 Whole Blood et
antibodies
Discrimination
ABON™ HIV 1/2/0 Tri-Line Human ABON Biopharm between
IHI-Tq02WB Immunodeficiency Virus Rapid Test 40 100.00% 99.70% (Hangzhou) Co. Ltd. HIV-1and Serum/Plasma/ "‘,,4['[?32,‘,25 see WHO Public Report for consumables WHO PQ
Device Hangzhou, PR China HIV-2 Whole Blood | = '*
antibodies
Discrimination
ABON™ HIV 1/2/0 Tri-Line Human ABON Biopharm between 5
HI-T402WD Immunodeficiency Virus Rapid Test 10 100.00% 99.70% (Hangzhou) Co. Lid. HIV-1 and Serum/Plasma/ _.:‘:],";31? see WHO Public Report for consumables WHOQ PQ
Device Hangzhou, PR China HIV-2 Whole Blood b
antibodies
Discrimination
ABON™ HIV 1/2/0 Tri-Line Human ABON Biopharm between .
IHI-T402WE Immunodeficiency Virus Rapid Test 40 100.00% 99.70% (Hangzhou) Co. Ltd. HIV-1and Serum/Plasma/ .‘jl::n;gtts see WHO Public Report for consumables
Device Hangzhou, PR China HIV-2 Whole Blood 5
antibodies
Discrimination
ABON™ HIV 1/2/0 Tri-Line Human ABON Biopharm between - 1
IHI-T402WF Immunodeficiency Virus Rapid Test 10 100.00% 09.70% (Hangzhou) Co. Ltd. HIV-1and Serum/Plasma/ 2:‘&;“;;&.’3 see WHO Public Report for consumables WHO PQ.
Device Hangzhou, PR China HIV-2 Whole Blood sy
antibodies
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Starage
tempernture
Discrimination
: 3 ABON™ HIV 1/2/0 Tri-Line Human ABON Biopharm between . o
THI-T402WI Immunodeﬁmency_\’irus Rapid Test 40 100.00% 99.70% (Hangzhou) Co. Ltd. HIV-1and Serum/Plasma/ ‘!241'"."“,,(‘15 see WHO Public Report for consumables
Device Hangzhou, PR China HIV-2 Whole Blood Vel
¥ antibodies
1T whole blood: lancets,
7D2342 20 % e HIV 1/ s i alcohal swabs, chase buffer
simn pl Abbott Diagnostic Medical Co. " 1/2 antibodies | Serum/Plasma/| 18 months (7D2243),EDTA capillary
Determine™ HIV-1/2 100 % 5! 7 5 pitan
/ s F:40 Ltd, Matsudo, Japan combined detection | Whole Blood 2 to 30°C tubes (7D2227).
7D2343 100 serum/plasma: requires
precision pipette plus tips.
WWHIC J
7D2343SET Kit of 10 cards of 10 tests, 1 bottle of chase B
: BB tic Medical Co. | HIV 1/ o § /P /| 8 h buffer, 100 capillary tubes & 100 blood lancets
Determine™ HIV-1/2 SET o 100% g Abbott Diagnostic ical Co. " 1/2 antibodies | Serum/Plasma/ | 18 months
/ go94% Ltd, Matsudo, Japan combined detection | Whole Blood | 2 to30°C Kit of 10 cards of 10 tests, 1 bottle of chase
7D2343SETS buffer, 100 capillary tubes & 100 blood lancets
(safety)
D2846 20 W e I1f whole blood: lancets,
7 Discrimination
. l s : between HIV 1/2 alcohol swabs, chase buffer
Alere HIV Comb - Abbott Alere Medical Co. Ltd, | o 5" H Serum/Plasma/ | 18 months (7D2243),EDTA capillary T
2 Eonio 100% 99.72% Matsudo, Japan ‘:;“l'lmtqlcs uiimhm‘ed Whole Blood 2to 30°C tubes (7D2227). GO
el ec‘mn an HIV1- If serum/plasma: requires
7D2847 100 p24 antigen precision pipette plus tips.
Discrimination If whole blood: lancets,
Determine HIV 3 ] ) i e alcohol swabs, chase buffer
- SRR ; Abbott Diagnostic Medical Co. | b?tue_en l-.[]\ l!"" Serum/Plasma/ |18 months (7D2243),EDTA capillary
7Da8y2 Early Detect 20 100% 99.40% antibodies combined
(former Alere HIV Combo) Ltd, Matsudo, Japan dotecti a1 | WholeBlood |21030°C tubes (7Da222).
etection an 1= If serum/plasma: requires
p24 antigen precision pipette plus tips.
Dissitiiinatson 1f whole blood: lancets,
Determine HIV : i 1 TV alcohol swabs, chase buffer
7D2843 Early Detecl o5 1000 09.40% Abbott Diagnostic Medical Co. ﬂﬁfégg‘ie; lr:lolz\n‘;l/nzcd Serum/Plasma/ [18 months (7D2243),EDTA capillary
‘ o TITV Lid, Matsudo, Japan or S Whole Blood |2 to 30°C tubes (7D2222).
(former Alere HIV Combo) detection an_d HIV1- If serum/plasma: requires
p24 antigen precision pipette plus tips.
WHO PO
Discrimination
Determine HIV ¥ s . 2 /1/2
7D2843SET Early l)eLtccl 100 100% 99.40% Abbolt Diagnostic Medical Co. m::;g:;ﬁf; Pcﬂl“trﬂ;ijn_’ed Serum/Plasma/ |18 months Kitof 1o (‘al‘t!s of 10 tests, 1 bottle of chase
(former Alere HIV Combo) Ltd, Matsudao, Japan detbotion anid BTV Whole Bloed |2to30°C buffer, 100 capillary tubes & 100 blood lancets
p24 antigen
Discrimination
Determine HIV " s < v /1/2 .
7D28438ETS Early Detect o 100% 99.40% Abbott Diagnostic Medical Co. unli)?i;g;ie;; *::)I:-;blilned Serum/Plasma/ |18 months Kit of 10 cards of 10 tests, 1 bottle of chase
(former Alere HIV Comho) 7 Ltd, Matsudo, Japan deteiHon and HTvi: Whole Blood |2 to 30°C buffer, 100 capillary tubes & 100 blood lancets
p24 antigen
Discrimination
G aike J Serum/Plasma/ | 24 months | Safety lancets, alcohol swabs,capillary tube,
03FK17 Bioline HIV-1/2 3.0 25 99.80% 99.90% beha:een H_IV1 qnd Whole Blood 11030°C oHzse buee
) : HIV-2 antibodies
Abbott Diagnostics Korea Inc
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Manufucturer Shelf life
Pde::l  Cutalogue Product Nuine by | titial Sensitivity Final Specificity Maunfacturer Analyte Syt Tygs, | Gt Comments Wi Ly
temperature
i (former Standard Diagnostics) ¢ DN
. s e Disctimnation Serum/Plasma/ | 24 months ]f\vr;?;::z?zdv;:;? %
Bioline HIV-1/2 3.0 99.80% 99.90% "ﬁ‘““jﬂc“ H_l;;;“d Whole Blood | 11030°C 1f 03FK10: lancets, capillary
03FK10 30 -2 antibodies pipettes, alcohol swabs.
26011-W20 20
3 : Discrimination
E SR e Abbott Rapid Diagnostics Jena X . Serum/Plasma/| 24 months WH
Panbio HIV Verification Test 100% 99.70% GmbH, Gérmany hﬂ:ﬁleig;ljli:sl,lz Whole Blood | 2 to 30°C 0PQ
s sterile single-use lancets, alcohol
20011AW20 20 swabs,capillary tube
WJ-1810
Wi-1810E
WJ-1810EL
10T/kit
WiJ-18510
WJ-18510E
Rapid Test for Antibody to b 5 ST
WwJ-18510EL 1 o A ; BeijingWantai Biological HIV 1/2 antibodies |Serum/ Plasma/| 18 months F A FU
Heman I(z;\]t;:‘lﬂe(f;i‘g]lgn&‘: :,:l)]s (HIV) 300% OBy Pharmacy Enterprise Co. combined detection | Whole Blood | 2to30°C B et aet
WiJ-1850
WJ-1850E
W.J-1850EL
50T /kit
WJ-18550
WJ-18550E
WJ-18S50EL
24 T/kit: 24
90-1010 24 T/Kit with support
materials;
1f 90-1010: lancets,
7 alcohol swabs, precision
A0LS 4 pipette plus tips.
48 T/kit;
90-1021 48 48 T/kit with
RN R i s gAY BioLytical Laboratories, HIV 1/2 antibodies | Serum/Plasma/| 15 months support materials A oA

351




Precision pipette capable of delivering 2.5ul. of
specimen with disposable tips

Number of b El
Produt Catalogue Product Name Lt ekt | itind Sensitivity Finnl Speeificity Munufacturer Analyte Specimen Type monthe)/ Comments R e
= temperature
e R KR R T T e e Richmend, Canada combined detection | Whole Blood | 15t0 30 °C 11 90-1021: lancets, e
90-1022 48 alcohol swabs, precision
pipette plus tips.
90-1038 48 support material: only pipettes
90-1064 48 Support material: none
72330 50 .
_ with support materials:
72327 25 Bio-Rad Laboratories, Marnes Serum/Plasma/ diluent and disposable pipettes
. = % ) La Coquette France HIV 1/2 antibodies | Venous and 18 months i =
Genie Fast HIV 1/2 00% X & \ PQ
/ ] 99.00% and (group M and 0) | Capillary Whole| 2 to 30°C WHOPQ
Steenvoorde, France Blood with support materials:
72347 25 diluent, disposable pipette, microsafes, lancets,
alcohol swabs
Serumy/ Plasma/
Venous whole
857318 EXACTO@ PROTEST HIV 10 99.9% 99.9% Blosynex 54, HiVil/a antibodies i-ﬁ:ln’?;lt{ jo-. | Bamanths GHTF (CE mark)
it 3 i 3 Strashourg, France combined detection ‘f.?mléc 210 30°C g
Blood/Oral
Fluid
99.8% HIV-1 Lancet, sterile gauze, antiseptic wipes
(fingerstick whole A Biohazard disposal container
blood) 69.9% HIV-1 be'rum,fl’!asma/ For venipuncture whole blood collection and
(venous whole \ e""!“s whole serum/plasma specimens:
3 Jood:s % (se x e . SE SlafeX blood/ Venipuncture apparatus and blood collection
S50 DrenY iz sy 0 o] o e | T e s | WY gibodes | g | 2 monte
i, it id) d ! d ¢ etection Whole 2t03 Precision pipette capable of delivering sul. of
A ST Blood/Oral sample (with disposable tips) may be used in
100% HIV-2 Fluid Tieu of the disposable sul sample loop supplied
(mmm/plasm. with the kit (for other than fingerstick whole
blood, oral fluid) blood specimens)
o If whole blood: lancets,
F o o > Chembio Diagnostic Systems | HIV 1/2 antibodies | Serum/Plasma/| 33 months alcohal swabs.
HIVio1 HIV 1/2 STAT-PAK 20 .20% a 28/ ? ; A A
/2 ST4 99.30 10N Medford, USA combined detection | Whole Blood | 8 to 30°C HIV Test Kit Controls (HIViog4) WA
available.
Lancet, sterile gauze, antiseptic wipes
Biohazard disposal container
: 99!8]% y 3 3 ¥ Tl Serum/Plasma/ For venipuncture whole blood collection and NHO PO
V201 SURE CHECK® HIV 1/2 ASSAY o serum/plasma % (o P Chembio Diagnostic Systems | HIV 1/2 antibodies Venous and 24 months ! serum/plasma specimens:
1 B HIV 1/2 ASSAY 5 100% Hiv-a  [99-9% (serum/plasma) Medford, USA combined detection | Capillary Whole| 8'1030°C | Venipuncture apparatus and blood collection =
(serum/plasma) Blood tubes i
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Prodnct Catatagiie Product Name Humbes of 1. i(bal sensttivity Fisnal Spocific Manufactu ity Eligibility
sy tests per kit pecificity anul rer Analyte Specimen Type {I;l:.!:.l'l.];z)f Comuments WHO or GHTF countrics
temperature
Serum/Plasma/
RoonC OnSite HIV 1/2 Ab Plus Combo Rapid Test 30 100% 100% CTK Biotech Inc, USA HEv /2 antlbud}es Vendug and’ | .24 month
combined detection | Capillary Whole| 2 to 30°C
Blood
W006-C4P2 25 Serum/Plasma/ | 24 months | Buffer solution included: 1 bottle x smL/bottle
Whole Blood | 2to30°C Accessories: not included
Wo06-P0045 25 Serum/Plasma/ | 24 months | Buffer solution incl uded: 1 bottle < 5mL/bottle
Whole Blood | 2to30°C Accessories: see [FU
Wo06-Po046 25 Serum/Plasma/| 24 months | Buffer solution included: 1 bottle  5ml./bottle
Whole Blood | 2to30°C Accessories: see [FU
W006-P0047 25 Serum/Plasma/ | 24 months | Buffer solution inriudcfd: 1 bottle = smL/bottle
Whole Blood 2 1o 30°C Accessories: see [FU
W006-Po048 Al 25 Guangzhou Wondfo Bioteeh Co. Ser!.lm,’l"l;isma,v' 24 |110|1th Buffer snlutin: incl ll(l(:d:.l botllll:eun smL/bottle
Wondfo® One Step HIVY/2 Whole i030.6% {66.56% Ltd, 8 Lizhishan Road, Science | HIV 1/2 antibodies | WholeBlood | 2to30°C i HO PQ
2 Blood/Serum/Plasma Test ’ ’ City, Luogang District, combined detection [ /Plasmay| 2 ek Buffer solution included: 2 bottles e
W006-C4Pa-F 40 Guangzhou, 510663, P.R. China s | o smL/bottle
i #10,36 Accessories: not included
W006-P0049 40 Serum/Plasma/| 24 months Buffer Soi"ngnmll:’cll;lolﬂﬁl\s: 2 bottles =
Whole Blood | 2 to30°C Accessories: see IFU
W006-P00S0 N Serum/Plasma/ | 24 months Buffer solution included: 2 bottles =
4 Whole Blood | 2to30°C simlybotile
3 Accessories: see [FU
WooB-Foos - Serum/Plasma/ | 24 months Bllﬁersoillngnmll:'cll):?:l-:‘l: 2 bottles =
Whole Blood 21030°C Accessories: see IFU
Wo06-Poos2 40 Serum/Plasma/ | 24 months Al 501"“;‘[:]"’4",”&‘0'3?5: =Hiotlesk
Whole Blood | 2togo°C Accessories: see IFU
HIV 1/2 Human Immunodeficiency Virus Healgen Scientific Limited . w Whole blood,
GCHIV-402a Rapid Test (Whole blood/Serum/Plasma) 25 100% 99.90% Liability Company ﬂ“bl.'r ﬁgtlhod}es serum or 21 mom,,h > GHTF (CE mark)
(Cassette) Houston, USA combined detection it 21030 °C
2 HIV 1/2 Human Immunodeficiency Virus Healgen Scientific Limited HIV 1/2 antibodies Serum or 24
b g g Y i & AP 4 months e i
GCHIY=3028 Rapid Test (Serum/Plasma) (Cassette) 25 100% 99.90% L';‘]h"“!; Cm;}ga\ny riEited dareciion plasma 21030°C GHTF (CE mark)
ouston, USA
Human Gesellschaft fiir Whole blood,
B Biochemica und Diagnostica | HIV 1/2 antibodies %
57002P Hexagon HIV 0 1 ¥ Bl L : 7 o, ~ O 5
8 4 00% 99.90% mbH PSS SE[IF::;T 2108°C GHTF (CE mark)
Germany P
Human Gesellschaft fiir
. . 5 i i Whale bload
= Te ; Biochemica und Diagnostica | HIV 1/2 antibodies '
57004P Hexagon HIV 100 1 i 5! % 7 i |
5 B 00% 99.90% T chaibired datection SEil'um or 2to 8°C GHTF (CE mark)
Germany pasiua
ITPo2152-TC40 40 InTec PRODUCTS, INC. Serum/Plasma/ | 24 months GHTF (CE mark)
: i-HIVI 332 Xinguang Road, Xinyang | HIV 1/2 antibodies | "WholeBlood | 2to30°C
ONE STEP Anti-HIV(1&2 ) Test 100.0% 100.00% S S R R b ol ;
{TP TC Ind. Area, Haicang, Xiamen, | combined detection Serum/Plasma/ | 24 months
02152-TC25 25 2 2 s
5 5 5 361022, P.R. China Whole Blood | 2 to 30°C GHTF (CE mark)




Anticipated

Manufacturer Naihaar | ; i Shelf life Eligibiity
Prtxh'l‘:n(’:;::fumlr Product Name Acsti per 1t Initinl Sensitivity Final Specificity Manufacturer Analyte Specimen Type (r;l::u:.l:;‘),' Comments WHO or GHTF countrics
temperature
ITPo2153-TC40 40 InTec PRODUCTS, INC. Sc"\“}l‘l':)‘l"e P}‘;Z‘;‘d"/ i“‘“"“;g‘u':f‘ GHTF (CE mark)
ONE STEP Anti-HIV(1&:2 ) Test 100.0% 100.00% gda Xinguang Road, Xinyang | HIV. 1/2 aniibodies
Ind. Area, Haicang, Xiamen, | combined detection Serum/Plasma/ | 24 months
I1TP02153-TC10 10 361022, P.R. China e ;4(0 s GHTF (CE mark)
H P,},‘(‘_f::;‘sz' 40 InTec PRODUCTS, INC. Sfﬁ';’l'; P};;Z“D‘c';‘f i*l(')“;’g{_h(f see WHO Public Report for consumables WHO PQ
ONE STEP Anti-HIV(1&2 ) Test 100.0% 100.00% ] X{“‘f’:‘“‘l’;g.g"“d' Anoyang | HIViy2 g'(‘j“b"_d.'“ 2
ITPWoz152 nd. Area, nll)c;u%.l}.lamcn, combined detection T ——(
22 25 361022, P.R. China a/| 2 £ S vz : : ‘s
TCas 25 3 Whole Blood | 2 1030°C see WHO Public Report for consumables WHO PQ
InTec PRODUCTS, INC.
ITPWo2153- I STED Anti-HIV: L ; 332 Xinguang Road, Xinyang | HIV 1/2 antibodies | Serum/Plasma/ | 24 months Sk T y
TC40 ONE STEP Anti-HIV(1&z2) Test 40 100.0% 100.00% Ind. Area, Haicang, Xiamen, | combined detection | Whole Blood 2t030°C EaR ORI POTGIOR Ch Al eg HHOEY
361022, P.R. China
InTec PRODUCTS, INC.
ITPWo2153- e e N ot e . 332 Ninguang Road, Xinyang | HIV 1/2 antibodies | Serum/Plasma/ | 24 months ety v fars & -
TC408A ONE STEP Anti-HIV(1&2 ) Test 40 100.0% 100.00% Thd. Area, Haicing, Xiamen, | combined détection:| Whiole Biood 21030 °C see WHO Public Report for consumables WHO PQ
361022, P.R. China
InTec PRODUCTS, INC.
ITPWo2154- 5 STEP Anti-HIV(1&: ; 7 332 Xinguang Road, Ninyang | HIV 1/2 antibodies |Serum/Plasma/| 24 months e T RO B oAb W o
TC40 ONE STEP Anti-HIV(1&2 ) Test 40 100.0% 100.00% Ind, Area, Haicang, Xiamen, | combined detection | Whale Blood 4 t0.30 °C see WHO Public Report for consumables HO PQ
361022, P.R. China
lTI"\l':\L?’z_QSJ- 25 : PRODUCTS, INC. Sis’llm{p‘?lsn?’f 2_)"‘[ nl-OI'IIJES see WHO Public Report for consumables WHO PQ
e ONESTEP Anti-HIVI e 332 Xinguang Road, Xinyang | HIV 1/2 antibodies HgieBioog | 2l0.30
NE STEP Anti-HIV(1&2 ) Test 100.0% 100.00% Ind. Area. Hose: = birad et
P — n .:\Cl"(d. J]ljcﬁn%h}mmcn‘ combined detection Serum/Plasmay | eanionths
= 361022, P.R. China i o § see WHO Public Repor! consumables 4
TCqo 40 3 Whole Blood | 2 t030°C see WHO Public Report for consumables WHO PQ
InTec PRODUCTS, INC.
ITPWo2232- T AT AN 332 Xinguang Road, Xinyang | HIV 1/2 antibodies |Serum/Plasma/| 24 months o6 WHE il Rebart Tara 5 Wi
TC40 ONE STEP Anti-HIV(1&2 ) Test 40 100.0% 100.00% Ind, Area; Halcang, amen, | combined detection | Whole Blood | 2 to30°C see WHO Public Report for consumables HO PQ
361022, P.R. China
Detect antibodies
specific to HIV-1
gp120, HIV-1 gp41,
i‘#\"-l p24 (nls:[lt-e‘acl Additional devices which are necessary for
Witk ][[{, 2) and HIV- performing the test are:
; i g MP Biomedicals Asia Pacitic |, "L .| Serum/Plasma/ | 24 months |- lancets (skin prick to gain the patients sample) e
43030-020 Multisure HIV Rapid Test 20 100% 99.12% Singmpore 2 gp36 antigens in Whole Blood | 21028°C | -alcohol swaps (disinfection of the pricking GHTF (CE mark)
53 human serum, position)
plasma, finger O timer
pricked whole blood
or whole blood with
anti-coagulants
5X4-0010 100
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Anticipated
Manufacturer 5 Shelf life
Pmdl::'l ':I:::I.Inxnn Product Name ‘::':'p"::g Initinl Sensitivity Final Specificity Mnumfacturer Annlyte Spechmen Type (-;::::5{ Comments WHO .,Péﬁ-‘#tim.mu
temperature
ACOTOT S WA, AT
5X4-0012 500 specimen loops (004-001).
. o " ; OraSure Technologies ihodi Senlm._,;_ll’]]a Emay
5X4-0014 OraQuick@® HIV-1/2 - Rapid Antibody Test 100 100% 99.20% Bethlehem, USA HIV 1/2 antibodies Whole 30 months Ifwhole blood: lancets, WHOQ PQ
. oy combined detection Blood/Oral 2 to 30°C alcohol swabs, additional e
(manufactured in Thailand) o R .
Fluid specimen loops (004-001).
ki Consult WHO PQ Public Report for country
5X4-0015 590 specific labelling.
5X4-0062 160 '!'hnilnn(i-'speciﬁc product code /
No specimen colleetion loops
1001-0079 OraQuick® ADVANCE Rapid HIV-1/ 25 SenuyEhima/ 1f whole blood: lancet
raQuic! VA apid HIV-1/2 ” " OraSure Technologies HIV 1/2 antibodies Whole 30 months G D HR0S e ;
Antibody Test 99:3% 99-8% Bethlehem, USA combined detection Blood/Oral 2to 30°C qﬂ]::-)i?#:: ‘l"u;:)bs; ?gd"f;g':l] GHTE (FDA, PMA)
1001-0078 100 Fluid* Spi ps (004 5
PR I BT Premier Medical Corporation Dls;g;::::ﬂmn
. “irst Respons " 1-2.0 Card Test (versi v imi i ] : g T ;
PIO5FRCOS ponse® Sl t (version 5 100% GG Private Limited, A1 302, G}DC. HIV-1 and Ser_u m/Plasma/ | 24 momh‘:. If w I}ul; bluud: lancets, WHOPO
= Sarigam - 396 155, District HIV-2 Whole Blood 410 30°C alcahol swabs, -
Valsad, Gujarat, INDIA Antibodics
s et Bt Premier Medical Corporation D'sﬁre'?‘l:'e‘:l‘lan
i First Response! " 1-2.0 Card Test (version Private Limited, A1-302, GIDC Serum/Plasma/| 24 months If whole blood: lancet
PlosFRCo5CE . 00% i s ) 302, v TV 4 S whole blood: lancets, =
g 2.0) 5 : 100:00% Sarigam - 306 155, District m!;'“‘,_“znd Whole Blood | 4 to 30°C alcohol swabs. GHEFR (CEmatk)
Valsad, Gujarat, INDIA AnBhodics
R = oG Premier Medical Corporation Dlsg:::zene;::ion
irst nse 7 1-2.0 Card Test i i imi Al- ; - |2
PIoSFRCIO irst Response® b est (version is 100% 100:00% anal.e Limited, A1 302, G‘IDC, HIV-1 and Scr.um,"Plasma_.’ 24 months If whole blood: lancets, WHO PO
& Sarigam - 396 155, District HIV-2 Whole Blood 410 30°C aleohol swabs, S
Valsad, Gujarat, INDIA Anthoies
— P —— Premier Medical Corporation Dls‘cjl;l‘rren::mn
5 irst Response 1-2.0 Card Test (version Private Limited, A1-302, GIDC Serum/Plasma/| 2 th 1f whole blood: lancet
PlosFRC10CE 10 1 3 i 3 3 ’ 7 44 months ole blood: lancets,
5 2.0) bo% 160:00% Sarigam - 396 155, District Hgnl, aqnd Whole Blood | 4to30°C aleohol swabs, GHIF, (CEmark)
Valsad, Gujarat, INDIA o
Antibodies
X } ’ . Premier Medical Corporation Dls;ﬂ]‘:::;"]un
PlosFRCag | First Response® HIV 1-2.0 Card Test (version a5 Lo — Private Limited, A1-302, GIDC, HIV-1 and Serumy/Plasma/ | 24 months If whole blood: lancets,
2.0) Sarigam - 396 155, District o Whole Blood | 4to30°C alcohol swabs.
v i N s
alsad, Gujarat, INDIA Antibodiss
——_— B R et Premier Medical Corporation Dls;::;::}g::'m
= i irst Response® HIV 1-2.0 Card Test (version Private Limited, A1-302, GIDC, Serum/Plasma/ | 2 h: 1f whole blood: 1z 3
PlosFRC25CE ; a % v , , , 1V 24 months whole blood: lancets, - e N
= 2 2,0) 5 A 100,00% Sarigam - 396 155, District m[_‘ml, and Whaole Blood | 4to030°C alcohol swabs, GHTF (CE mark)
Valsad, Gujarat, INDIA i
Antibodies
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Anticipated
Manufacturer il Shelf life Eligibility
l'nuh:‘:l':::luw Product Name tests per kit Initin] Sensitivity Final Specificity Manufacturer Analyte Specimen Type (;c:ll‘:-u Comments WHO or GHTF countré
temperature
Premier Medical Corporation ms;’:&;’lﬂ'o"
= First Response® HIV 1-2.0 Card Test (version Private Limited, A1-302, GIDC, = Serum/Plasma/ | 24 months If whole blood: lancets, =
PlosFRC30 2.0) 30 100% 100.00% Sarigam - 396 155, District “L‘]'['\l._';"d Whole Blood 410 30°C aleohol swabs. WHOFPQ
Valsad, Gujarat, INDIA Anitibadtles
Premier Medical Corporation n”ﬁg:u:lf:'o"
e | First Response® HIV 1-2.0 Card Test (version % " Private Limited, A1-302, GIDC, el Serum/Plasma/ | 24 months If whole blood: lancets, et
PlosFRC30CE 2.0) 30 100% 100.00% Satigam < 306455, District [1]\-1r and Whole Blood | 4 to30°C il aoR Nk GHTF (CE mark)
Valsad, Gujarat, INDIA ni¥3
' d Antibodies
Premier Medical Corporation mscbzmg.;lmn
g First Response® HIV 1-2.0 Card Test (version > Private Limited, A1-302, GIDC, S Serum/Plasma/ | 24 months If whole blood: lancets, e "
THogERC50 2.0) 30 1006 100.00% Sarigam - 396 155, District ml;'l'\',_":d Whole Blood 4to30°C alcohol swabs. WHIEQ
Valsad, Gujarat, INDIA Ankibodice
Premier Medical Corporation D'ﬂ‘:';:m"
e First Response® HIV 1-2.0 Card Test (version Private Limited, A1-302, GIDC, i Serum/Plasma/ | 24 months If whole blood: lancets, T
PIO5FRC60 2.0) 60 100% 100.00% Sarigam - 306 155, District IIII: l’\l _a?nd Whole Blood | 4 to 30°C aloah) swabe WHOFQ
Valsad, Gujarat, INDIA Antibodies
Premier Medical Corporation D“’;’::E'e:;‘::m"
g First Response® HIV 1-2.0 Card Test (version N Private Limited, A1-302, GIDC, : Serum/Plasma/ [ 24 months 1f whole blood: lancets, —
PlosFRC100 2,0) 100 100% 100.00% Sarigam - 396 155, District HIV- l,‘md Whole Blood 4 to 30°C alcohol swabs, WHOPQ
Valsad, Gujarat, INDIA 12
i ? Antibodies
09HIV3zoD a5 see WHO Public Report for consumables
SD Biosensor Inc Discrimination
(16, Deogyeong-daero, between e,
STANDARD Q HIV 1/2 Ab 3-Line Test 100.00% 99.30% 1556 beon-gil, Yeongtong-gu, HIV-1and Serum/Plasma/ -1410 0°C WHO PQ
Suwon-si, Gyeonggi-do 16690 HIV-2 Whole Blood | 204
Republic of Korea) antibodies
ogHIV3oDM 25 see WHO Public Report for constiimables
% . A S Sedia Biosciences Corporation, | HIV 1/2 antibodies . =
1502-100 Asante HIV-1/2 Oral Fluid Test 100 USA S rehinet detasiian Oral fluid WHO PQ
If whaole blood: lancets,
R-401-50-C-2, et p alcohol swabs, chase buffer, EDTA capillary
KH-R-02, Diagnostic kit for HIV (1+2) antibody (colloidal 50 100% 100.00% Shanghai Kehua Bio- HIV 1/2 antibodies | Serum/Plasma/| 24 months tubes. WHO PQ
A-GOLD-o01, gold) Va : engineering Co., Ltd combined detection | Whole Blood | 4to30°C If serum/plasma: requires, blood collection
R-401-50-C-3 tubes
precision pipette plus tips.
i r o anattace.. | Whole Blood,
THIVoz Toyo Anti-HIV 1/2 25 100% 100% Turk .l.:{b HIY !"“' anllbod}&s Serum or 4-30°C GHTF (CE mark)
Turkey combined detection
Plasma
481 0 DAANOSTIE 1E3Y kit SON ey
Seireveaie e AP i




.

Anticipated
Manufacturer Number of Shelf life Eligibility
md:.:m T:mn Product Neme tests per kit Initial Scnsitivity Final Specificity Manufacturer Analyte Specimen Type (-;:lmll Comments 'WHO or GHTF countries
temperature
. Trinity Biotech Manufacturing TR Whaole Blood,
5551100 TrinScreen HIV 100 100% 100% L, ;th’lﬁeggg?:ji‘;; Serum or 2; {“nggs WHO PQ
Bray, Ireland Plasma 3
2 Accessories:
!;20?550021\3 20 1 vial Wash Reagent (2
ml) and 20
St Tt 3 Disposable Pipettes
UniGold Hpv SO o Trinity Biotech Manufacturing | pry /0 antibodies |Serum/Plasma/| 20 months i o
i Bray, [r;lan d combined detection | Whole Blood 2t027°C
s
Accessories:
1206502-100 0 5 vials Wash Reagent (2
1206502N-100 ml) and 100
Disposable Pipettes
WHO 2Q
1206502-C
20
1206502E-C .
R s Accessories:lancets, alcohol swabs.
Uni-Gold HIV Complete —_— o Trinity Biotech Manufacturing | 11y, 1/2 antibodies |Serum/Plasma/| 20 months 1 vial Wash Reagent (2
4 i Biaeirolani combined detection | Whole Blood 2 to 27°C ml) and 20
ray, Irelan Disposable Pipettes
1206502-C100 100
N/A- NOT APPLICABLE
S
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AT R e e =

Manufacturer
Produc Caslge Product Name ;:'l"::g Tt Sensithvity Final Specifielty Manufacturer Analyte Spaciiven Type ot it SR Ll
(L
el CHECKNOWS 111V & : Sl i bkt Rapid Disgrwstics o | IV v/ antibodies |03 | e Months iy
Gmbli combined detoction 307
ARSTo01-0;
ARS S J », Awmo Disgnostics Pty 1ad, | HIV 1/ antibodies | 00 18 Months
ARSTo01-0: Myland{tV;Sdl-ls : kil 94.80% Leichhardy, Australia | combined detoction | YRoke Bl ] 500 e
ARSToo1-0-0
WZ-1001 '
T BY URINE = Human W il sises WA . S T see WHO
WH010 e G (HIV byt [ o | SEWHOPubRE | st WHO Il HIVyaptiohec! - jeg, Public WHO PQ
2 ) Report Report combined deteetion Report
WY-1050
001071 P o Biolstical Laboratorics, | HIV /2 antibodis |, 15 Months
ISTT HIV Sl 80% 4 h I ke Bl !
NS IS Ao N b e Richmond, Canada combined detection | WHOK B o L
t L T el e Chembio Diagnostic HIV 4 /2 antibodics e | 24 Monts
Gog508-0 SURE CHECK HIV SELI 1 17.00% 100.00% el tan | | o At | Wt Bl | SEEEE WHO PQ
Wootlooss |
WaobPoogn Wondiis TV Seli-Test 10 45.80% q0.60% Shugngsholl Wondto Bloweh |1V /g amibadiés | oy |24 Morths WHO PQ
g Ll combinal detetion 210 30%
WoubPooho o
e PRODUC ]
P P o - 132 Xinguang Re IV /2 antibedics Hioke Bl 24 Months
ol o ADVANCED QUALITY HIV Solf-Test | 10000% O00% St i | Wineplue | AL WHO PQ
ooz, P Ching




Auticipatedd
Product !‘d":;n- Product Name Nurher of : Bhelf life Ny
i u Teaeprbiy | ited sty Vinal Specifieity Manufacturrr Analyte Specimen Type | (uonihn)/ Comments kbl -l g
temperature
nXg-o00q.00 0 1
Community Version
AXag-1000,8 0 Individual Test pouches are lobeled -
004088
sXq-1001008 st
AX4=001L 8T8 Pharmacy Version
X4 (15 (placed in individual cartons)
Orasun: Technologies Ine,
Oratuick HIV SdF-Test 0.00% 100.00% hetichem, ton HIV aontbodies | - o iy |80 Monthe WHO PQ
(mitrisRactured i:’l‘l‘tuiLmd) wombind detodion 2 Lo jotC
AXq200tlenn '
Community Version
SX4-T000,050 fo Tnddividual Test boses ane labeked 5X4-
2o,
AX4-To00.a50 250
I v 2 Pharmaey Version
Sidonotieo Lol (placod in individual cartons)
Shanghai Kehua Bio- B Prohucts available (rom
RegzoniCt | KU HIV 1710 Ab Rapid Test (SELE-TEST) ' $0.00% 1000 enginceing C MV 1/ antibodies | yp g g | 24 MOORS |y o pigk CATECGORY.2 / Non-Objextion- ERPD untl 13th July 2026
Sanghs, Chifn wmihined detoction 2o 0% Latters are oguired for procorement
N/A- NOT APPLICABLE
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= Anticipated Shelf
anufacturer : Tife X
Prod ':,:, ,c,f,'e .:hmm- ity Sl hum'l:-:.c:;lah Initinl Sensitivity Final Specificity Manufacturer Annlyte (!;:ﬂhil Comments Y ..fg.ﬁ!.’iil’.....mm
Temperature
08Po722 2X 100 Serum or plasma specimens;
£ Note: The Alinity i HIV Ag/Ab Combo assay is to be used as
HIV-1 p24 antigen, an aid in the diagnosis of HIV-1/HIV-2 infection and as a
PRt e 14 S b 4 ’ ; 'F E mark, .
s Ab € 549 Y ReTb e O antibodies to HIV-1 (group M k screening test to prevent transmission of HIV-/HIV-2to  |GHTF (IVDR CE mark, TGA, Health
Alinity i HIV Ag/Ab Combo 100% 99.93% Abbott GmbH, Wiesbaden, Germany and group 0), and antibodies “.J mrz:l,'(l:h recipients of blood. blood components, Canada)
to HIV-2 2to cells, tissue and organs. An Alinity i HIV Ag/Ab Combo result
does not distinguish between the detection of HIV p24
08Po732 2x 600 antigen, HIV-1antibody, or HIV-2 antibody reactivity.
4)a7-27 100
Serum or plasma specimens;
4J27-37 500 . Note: The ARCHITECT HIV Ag/Ab Combo assay is intended
HIV-1 p24 antigen, to be used as anaid in the diagnosis of HIV-1/HIV-2 infection
a SCT HIV Ae/Ab C % y A fiosha ; . |antibodies to HIV-1 (group M and as ascreening test to prevent transmission uﬂ!l\' 1/HIV GHTF (CE mark, TGA, Health
ARCHITECT &/Ab Combo e 99.77% Abbott GmbH, Wiesbaden, Germany and group 0), and antibodies ": mnt;:tgs 2 to recipients of blood, blood components, cells, tissue and Canada)
to HIV-2 Aln organs. An ARCHITECT HIV Ag/Ab Combo result does not
4d27-22 4X100 distinguish between the detection of HIV p24 antigen, HIV 1
antibody, or HIV-2 antibody reactivity.
4J27-32 4X500
100% ; = A s : 5 5 L
A RISM HIV Ag/ [ty Bt i 99.96% (l_JInod donor|  Abbott Diagnostics, Wiesbaden, | HIV1/2 antibodies combined 3 months ~ Serum and plasma specimen P S
il ADGILE &/Ab Combo Assay np ta 5000 'E\r:ild‘: :L:}ﬁ?“; specimens) Germany and HIVi-p24 antigen 2108°C Activator concentrate, Activator diluent GHTF (TGA)
790000 96 100.00% 99.60%
apDia bvba, Randsherenstraat 3, B- Lt gLl
790001 apDia HIV Ab & Ag Elisa 106 100,00% 99.60% 2300 Turnhout, HIV-1/2 .lnllhoth_es and HIV 15 m"".,lhs Serum or plasma GHTF (CE mark)
Belgium 1 p24 antigen 2t08°C
760005 480 100.00% 99.60%
880007 96
. Axiom GmbH
4 Am Jahnplatz 5 SE 2] 15 months g ¢
V142 ilise i § ; ' a J1/9 4 ; 5 L S SHTF (CE ma
HIV 1+2 Ab Elisa 100.00% 99.90% 68642 Biirstadt HIV 1/2 antibodies combined alo8C Human serum and plasma specimens GHTF (CE mark)
Germany
880007s 480

USY 08 DAGADETIC TEST TS O ey
ars et ac s 1 3 8 Peasy
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Anticipated Shelf
Mnnufacturer life
Numbe
pmm::. n:;:.rlm Product Name ""'w: ":I't'*"" Tnitinl Sensitivity Final Specificity Manufacturer Analyte u;::;];:)f Comments Wi ufg“’“‘:g'gmm il
temperature
Wi-4396 AiD anti-HIV 142 ELISA 96 AT 99:02% Beijing Wantai l?lologicnl Pharmacy |HIV-1/2 ;ultibudi!:s and HIV- 210.8°C Sériim or plasia
Enterprise Co., Ltd. 1 p24 antigen
WHO PQ
GHTF (CE mark)
: : = Beijing Wantai Biological Pharmacy | HIV-1/2 antibodies and HIV-
WI-43480 AiD anti-HIV 1+2 ELISA 8 : .92 Jing 8 . o - plasm
i 42 100:007% 99.92% Enterprise Co., Ltd. 1p24 antigen 200 Seoumor plama
bioMérieux SA —
250851 Vironostika HIV Ag/Ab 192 100.00% 99.50% 69280 - Marey-1'Etoile / France I“v'l"lil"::;ll"h;;l:ie;;:]"d E 210 8°C Serum or plasma GHTF (CE mark)
RCS LYON 673 620 399
bioMérieux SA G
250852 Vironostika HIV Ag/Ab 576 100.00% 99.50% 69280 - Marcy-1'Etoile / France HIV-1/! 2]“;;:’_?::?;;"'1 HIV- 210 8°C Serum or plasma GHTF (CE mark)
RCS LYON 673 620 399 i
- Bio-Rad Laboratories, Marnes La
72278 96 Coquette, Fr:‘nce W . _ Serumand plasma specimen
GenScreen™ HIV 1/2 Version 2 100% 99.80% 4 HIV 1/2 antibodies combined| 18 months Precision pipette (and tips), EIA plate washer, ELA plate GHIF (CE mark, TGA)
Bl Bt b ks or discrimination 2to8°C incubator, EIA plate reader, vacuum disposal system, v
72279 480 SI:’een1 o r; m's:' measuring cylinders, reagent troughs
voorde, Fran,
72386 96 N?{ sui!ableE:o{ _whoi,e {)Iood
iy © = o 5 equires EIA incubator,
GenScreen™ ULTRA HIV Ag-Ab 100% 90.20% BigERAd “h""‘F‘r‘;"e? Steenvoorde, “":"(’fl*[‘;“‘,'i’"dn“ﬂ cumhmed) 43 ‘l“‘fg’},‘(':‘s waisher, reatlet, precislon WHO PQ
72388 480 fige At P24.antiger 21 pipette plus tips, deionised
water.
Bio-Rad months
71120 Genscreen'™ HIV-1 Ag Assay 192 99.95% 3, boulevard Raymond Poincaré HIV-1p24 antigen o Tu Serum, Plasma an 1l Culture S atan| GHTF (CE mark)
92430 Marnes-la-Coquette - France 2lofC
Serum and plasma specimen
26217 192 For product code 26218 (960 tests): wash solution (25261)
and stopping solution (252{:0) must be c_-rdered separately.
100% (manual 99.87% (manual Biohazard disposal container
ooy A i i ol . 5 For venipuncture serum/plasma specimens:
GS HIV Combo Ag/Ab E1A 1(]:(;1'}:[:11?::'2“5 me;eh(nEl:l! li Bio-Rad [2\1)01‘;10]‘[&5, SiEenvotrde; ]ll[:];‘.p24‘ﬂn!;)goer;! a_“d ]!3 mr};:{(l‘:}b Venipuncture apparatus and blood collection tubes GHTF (FDA, PMA)
1 99.97 aney L 1/2 antibodies 2to Precision pipette (and tips), EIA plate washer, EIA plate
system) system) & incubator, EIA plate reader, vacuum disposal system,
measuring cylinders, reagent troughs, deionized or distilled
26218 960 water. The GS HIV Combo Ag/ADb EIA is approved for use
with the Bio-Rad EVOLIS™ Automated Microplate System.
IVCOMB.CE 192 100.00% 99.50%
IVCOMB.CE 96 96 100.00% 99.50%
) R _ I 2
HIV Ab & Ag Elisa BLCHED D:a;,ni);l;; Blepesbios Bl | IV, ]'rzlal:].,[‘;b.?:::;eil]"d HY lf ::(;;lcm Serum or plasma GHTF (CE mark)
IVCOMB.CE 480 480 100.00% 99.50%




IVCOMB.CE 960

Product Name

Number of tests
per kit

Initinl Sensitivity

Final Specificity

960

100.00%

99.50%

Manufacturer

Annlyte

Anticipated Shelf
lifie

(months)/
Storage
L

Conuments

Eligibility
WHO or GHTF countries

9E25-01

9E25-02

Murex HIV - 1.2.0

96

480

100%

99.91%

DiaSorin, Dartford, United Kingdon

HIV 1/2 Antibodies (1gG,
1gM, IgA)

12 months
210 8°C

“In EDTA/Citrate Plasma specimen
1. Stop Solution (0.5Mto 2MSulphuric Acid).
2. Freshly distilled or high quality deionized water

3. Micropipettes and Multichannel micropipettes of

appropriate volume.
4. Incubator capable of maintaining the temperature limits
defined in the assay protocol.

5. Moulded Heating Block (Code 5F09 02). For use in

laboratory incubators.
6. Instrumentation
a) Automated microplate strip washer.
b) Microplate reader,
or
¢) Fully automated microplate processor.
Allinstruments must be validated before use.
7. Disposable Reagent Troughs. (Code 5F24 01),
8. Sodium hypochlorite for decontamination (Refer to Health
and Safety Information).
9. Sodium hydroxide solution (0.1M) (for instrument
decontamination)

GHTF (CE mark, TGA)

7G79-09

7G79-11

Murex HIV Ag/Ab Combination

96

480

100%

99.78%

DiaSorin Dartford, United Kingdon

Combined detection of HIV-1
p24 and HIV 1/2 Antibodies
(13G, 1gM, IgA)

12 months
2108°C

Serum and plasma specimen
1. Stop Solution (0.5M to =M Sulphuric Acid).
2. Freshly distilled or high quality deionised water
3. Micropipettes and Multichannel micropipettes of
appropriate volume,
4. Incubator capable of maintaining the temperature limits
defined in the assay protocol.
5. Moulded Heating Block (Code 5F09-02).
6. Instrumentation
a) Automated microplate stripwasher.
b) Microplate reader.
or
) Fully automated microplate processor.
Allinstruments must be validated before use.
7. Disposable Reagent Troughs. (Code 5F24-01).
8. Sodium hypochlorite for decontamination. (Refer to Health
and Safety Information)
9. Sodium hydroxide solution (0.1M). (Refer to Analytical
Precautions).

WHO PQ

GHTF (CE mark, TGA)

05t

310260

LIAISON XL

100%

99.50%

DiaSorin S.p.A., Saluggia (Vercelli),

Italy

HIV-1 pa4 antigen and HIV-
1/2
antibodies

12 months
210 8°C

serum or plasma specimens.

GHTF (CE mark, TGA)
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Manufacturer Mﬂdpln:ﬂldl'
Product Catalogue Product Name Numbor oftests | 1 jiint Sensi 1 Specifici Manufacturcr Analyte (months)/ Comments Eloiiny
number e kit 3 Birigy WHO or GHTF countries
temperature
80563 96 p24 core antigens of the
Erass human immunodeficiency =
INNOTEST HIV Ag mAb 100% BG6% Fujirebio Europe N.V,, Ghent, Wriatidas human serum, plasma, or cell culture GHTF (CE mark)
i : Belgium ¥p supernatant
(HIV-1), HIV-1 group O, and
80564 480 type 2 (HIV-2)
HIVizt 2%50 tests human serum, pl ;
A S s e e . plasma;
HIV Antigen and Antibodies to Human 60 % S El M'n_draé Bllfid i Hl;‘ pzt‘:bod 4 18 months Note: The CL-series HIV assay is intended to be used as an GHTF (CE mark)
Immunodeficiency Virus (CLIA) 100.00 = (lenonice CO., 10, an |ge‘;1. an d““ Hlvm 0 2108°C aid in the diagnosis of HIV-1/HIV-2 infection and as a
HIViz2a 2%100 tests Shenzhen, 518057 P.R.China HIV-1 and/or HIV-2 screening test for donated blood and blood components.
serum or plasma specimens;
e ; shelflife on Note: The VITROS HIV Combo test is not intended for use in
VITROS Immunodiagnostic Products Ortho-Clinical Diagnostics, Bridgend, | Combined detection of HIV-1| ° screening blood or plasma donors. However, this assay can be
SR HIV Combo Reagent Pack 200 100% 98.82% United Kingdom pagq and HIV 1/2 Antibodies "“l““_ﬂ used as a blood donor screening assay in urgent situations GHTF (CE, PMA)
2108°C where traditional licensed blood donor screening tests are
unavailable or their use is impractical.
(05390 095
190) being
reglioed by 100
08 924 163 190
Serum and plasma specimen
99.82% (t.)laod ()!onor i cabas e 411 analyzer. cobas e 601 / 602 modules
specimens : £ E : 15 months
Elecsys HIV Combi PT 100% 99.8% (diagnostic Roche Dingnostics; Manuheim, HiYanaq ami::g:; and 210 8°C Note: Specimen collected from living patients, blood donors, GHTF (CE mark)
specimens) SRy HI¥l/a andbodies (Do not freeze) or individual organ, tissue or cell donors may be used,
Tuding donor samples obtained while the donor’s heart is
still beating.
(07 914 504 190)
being l‘;C!PhQEd T
08 924180 190
Serum and plasma specimen:
cobas e 402 / cobas e 801 analytical units
(07 229 542 190) 99.87% (blood donor 2 i P
: g A 5 o 18 months | Note: Specimen collected from living patients, blood donors,
being Lelplaced Elecsys® HIV Duo 300 TG00 r:p;clg}ens) ) Roche Daaggostlcs. I‘\'Iannhelm, H![:] {, paj ant.E::‘l_ and 2108°C or individual argan, tissue GHTF (CE mark)
- 99.92% (diagnostic Srmamy 1/2 antibodies (Do not freeze) |or cell donors may be used. including donor samples obtained
08 836 973 190 specimens) while the donor’s
heart is still beating.

BT OF GAGHOETIC TEST 4ITSFOR by
v g b B OF G4 Buscy
1 fampin Ay




e Catnlogue Product Nume Rumber oftests | 4,y 0 T Bty
sl per kit e pasmHEcRer Anivt ‘m” Comnonie WHO or GHTF countrics
re
1-1654/1.2 96/1 plate
RPC «Diagnostic Systems», Ltd. i 5
1-1652/1.2 DS-EIA-HIV-AGAB-SCREEN 192/2 plates 100% 99.60% Nizhny Novgorod HIV1/2 antibodies combined) 24 months Serum or plama specimen WHO PQ
Russian Fedorakion and HIV1-p24 antigen 2-8°C
1-1656/1.2 480/5 plates

N/A- NOT APPLICABLE
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AT

= g

T

i

05-8405 (percentage)

CD4% Easy-Count Reagent Kit

2 to 8°C for reagents

Blood

Manufacturer Anticipated Shelf life R
Product Catalogue Product Name Cell counting Number of tests per kit Manufacturer (months)/ Speci type | Con t Do e sy
L Storage perature
260100025 25 cartridges/ kit % ; i aflite B0
enous an
MAC 12 months for reagents 2 sk Instruments: 2024
FIMA CDq 21030°C for reagents CapulL::‘r)\b; hole (nosupport
260100100 100 available beyond
cartridges/kit that date)
Absolute CD4+ Counts Abbatt Rup{;ﬁe[::iu%%;sl::szdenu GHIliH, WHO PQ
260300003 PIMA Analyser Flow cytometry instrument DISCONTINUED
Flow cytometry instrument B30166 N/A
1x1oml B25607 18 26°C/18M
Safety lancets,
alcohol swabs,
specimen
droppers(for
- basin | gtk el
B39101,B39102, B30166 total Clxye, Beckman Coulter Fittarsoamed ‘en
B25697, R .“}',T{:.I:i']::m("l Life Sciences di;?;s:lﬁ::, WHO PQ
. "Iy C DG+ /DD (ratio 0 o .
B25698, B23536, Aquios CL flowcytometer only) vmphoeyte Miami, FL, USA (instrument serum/plasma, Venous Whole N/A (PQ Public Report)
3235';8. B23533, . h.l}a';;‘lllhl J:::‘f;l“«‘:t: site) and sibiols blsod Blood b oh gostice_lubora
23534, B23535, ey M Hialeah, FL, USA (reagent
B25700, B23502 i '\lm'"h I "-.,.',TI,‘“' s site)
4x50ml B23536 18 26°C/12M
1x 38ml,1 x 15ml (100 tests) B23538 | 18 26°C/350 days
1x 0.9ml (50 tests) B23533 2 8°C/i2M
1x 0.9ml (50 tests) B23534 2 8°C/12M
2x 3ml B23535 2 8°C/270 days
2x 3ml Ba25700 2 8°C/270 days
50 plates/box B2gs02 N/A
CY-5-3022 (equipment) CyFlow Instrument - =
05-8401 (absolute) D4 Easy-Count Reagent Kit Absulgtg::ucl:ﬁ;:gntage 100T/kit Sysmex Partec GmbH. Gorlitz, Germany 14 months for reagents Venous Whole N/A WHO PQ
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Manufacturer Anticipated Shelf life i
Product Catalogue Product Name Cell counting Number of tests per kit Manufacturer (months)/ Specimen type Comments wWHO ",'é’,‘n.,_- 8
number Storage temperature
Rapid Diagnostic Test for qualitative testing based on CD4 technologies
AB376

VISITECT®CD4 Advanced Disease

Semi-Quantitative Test
(200 cells/ul cut-off)

25T /kit

AccuBio Lid

Alva, FK12 5 cotland, United
Kingdom

Omega House, Hillfoots Business Village,

12 months
210 30°C

human venous
whole blood or
capillary blood

WHO PQ

AT TEST AITS PO 1Y

cardrg ba e GF QA Paer
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Product Name
Munufacturer Product ! : Anticipaeed i
:I:hnhsn:l;umbe:c (Equlpmmté“m;s‘;;:ontmh and | Reference detail Sensitivity Specificity facturer b ion type (S:;l::hl:e) ,mﬁ;m"p:g::lu" Specimen type Comments WHO orE gﬂ;’;‘g“l*-
08N45-090 192T/kit 2to 8°C
08N53-002 instrument
08N45 instrument
Plasma and
ios 2 CTRL HIV
08N45-080 Alinity m HIV-1 Fls Abbott Molecular Inc S , -25t0-15°C Serum and | For consumables WHO PQ
kit WA i Des Plaines IL, Usa | Quantitative | - 12months Dried Blood | refer to IFU GHTF (CE mark/IVDD)
08N45-070 2x4 CAL kit -25t0 -15°C Spots
ik sample prep
09N12-001 kit 2
09N66-001 (optional) DBSkl;itl iffer
4N66-90 96T/kit -10°C
WHO PQ and GHTF (CE mark)
4N66-80 8 runs -10°C For a full list of consumables
Abbott Real Time HIV- uired, see WHO Public
6K12-24 . n_'n-c Tvat 4x24 HIV 1 15 to 30°C Plasma and | For consumables e Reports.
Qualitative Abbott Molecular Ine Ao s £Po
v (Manual) x N/A N/A Des Plaines IL, USA Qualitative 18 months Dried Blood refer to WHO
9Ki15-01 instrument $ Flaines DNA Spots eligible list gen:
4N66-01 wifi %
4N66-66 (optional) -30 to -10°C
4N66-90 96T/ kit -10°C
K ; 2 WHO PQ and GHTF (CE mark)
9K14-02 instrument For a full list of consumables
= required, see WHO Public
9Kis-o1 Abbott Real Time HIV-1 Instrument Abbots Molecular i HIV 1 18 months Plasmaand | For consumables . Reports.
s Qualitative TN N/A N/A Do Plaies o1 tiga | Qualitative " Dried Blood | refer to WHO - X
(m2000sp) B A rhnes S DNA i Spots eligible list ﬂ)LﬁsuElugﬂ
4N66-01 m‘ s
6K12-24 4x24 15 to 30°C
4N66-66 (optional) -30to -10°C
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LISTOF DAGNOSTIC TEST KITS FOR HY
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Product Name Anticipated s
Mg:‘:;;::’:ﬂ'::‘::ﬂ (Eqummmlé)}%:,:;,;;mmh and | Reference detail Sensitivity Specificity Manufacturer Detection type (Brlr’:)glllf_-s stol::;:'l:"m“p:‘:::: e | Specimen type Comments WHO ef‘éﬁ:ﬁg“nm“
2(G31-90 96T/ kit -10°C
2(G31-80 8 runs -10°C
2(G31-70 4 calibrations -10°C
: i 2 | it e - | WHO PQ and GHTT (CE mark)
2G31-66 Abbott Real Time HIV-1 Abbott Molecular Inc, HIV1 For consumables | fora s
(Manual) N/A N/A Des Plaines IL. USA Quantitative 18 Months Plasma refer to WHO
1L68-09 software KB NA St bt i
9K15-01 instrument NA
04J70-24 4x24 15 to 30°C
04J71-93 15 to 30°C
2G31-90 " 96T/kit -10°C
2(G31-010 -15 to 25°C
09N02-001
09N03-001
2G31-80 8 runs -10°C
2G31-70 4 calibrations -10°C WHO PQ and GHTF (C[_‘l mm'k)_
Abbott Real Time HIV-1 = Abboit falecalarT HIV1 Plasma & | For consumables ht‘tplstt,c/mtvw.?;rht?.1lnt/tr_.hug-|/wst-1
9K15-01 (mz2ooosp) instriment N/A N/A bor, voeehar NG [ ouantitative 18 Months NA DBS referto WHO | CS—aboratory/evainations/pq
Des Plaines IL, USA RNA i ligible list list/hiv-
2(G31-66 PoCEssINg SABLLICSN vrl/191217_amended_final_pq
pr_o145_027_00_v9.pdf?ua=1
1L68-14 software NA
04J70-24 4x24 15 to 30°C
04J71-80
0414-63 ()]‘Jtl;!{ﬂil.‘; Cal. 15 to 30°C
9K14-02 instrument NA
3No6-01 instrument NA
2G31-90 96T/kit -10°C
2G31-80 8 runs -10°C
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Product Name Anticipated
A ulac e Prae ey (Bauipment, Revgents controsand | Reference deta Sensitivity Specificity fi ion type decad .m?.‘;.“';';.”,:f.':’m Sectmeniype T WHO o GHTF countres
e Abbott Real Time HIV-1 4 calibrations AbborMblaedlbi g HIV1 b For consumables WHO PQ ah_,d GHTF (CE Fl?.rk)
m24s N/A N/A 4 . itativ 18 month Pl fer to WHO e
2G31-66 (ur2qep) / / Des Plaines IL, USA Qua;;ﬁm\e ol -10°C i melei;ible list .
1L68-09
9K15-01 instrument
04J70-24
04J71-93
27030R001 m-PIMA {\nalyser ) ! " e
(former 270300001) (former Alere™ g System) Instrument Not applicable | Not applicable Nolt applicable
For consumables
Abbott Rapid and alternative
27011R010 i 5 } Whole Blood,
10 Cartridges Diagnostics Jena 13 months 4-30°C Alere q (produet
(former 270110010) N/A N/A GmbH, 07749 Jena Plasma | .4 70300002) WHO PQ
Germany refer to WHO
27011R050* . HIV-1/2 Public Report
(former 270110050) m-PIMA HIV-1/2 Detect 50 Cartridges Qualitative 13 months 4-30°C
RNA
27011W50 50 Cartridges 13 months 4-30°C
HIV-1/2
27015-W50 m-PIMA HIV-1/2 VL 50 tests/kit N/A NA Quantitative 9 months 4to30°C Plasma
Abbott Rapid RNA ¥ bl
Diﬂgmsﬁcs Jeﬂﬂ or consumables
GmbiL o J refer to WHO PQ WHO PQ
Iy G,em?zlig' cha public report
27030R001 m-PIMA Analyser instrument NA NA ) NA NA NA NA
HIV-1211 AccuPower® HIV-1 96T /kit 12 months -25°C 10 -15°C
Quantitative RT-PCR Kit
ExiStation™ 48 Universal BIONiioi:[};glmtlnn HIV-1 FoE PRt
A-2400 Molc::ular Dbl Syt Instrument N/A N/A Daejeon, Quantitative | Notapplicable | Notapplicable |EDTA Plasma m:?go‘:s:gsﬁ.ﬂ GHTF (CE mark)
34013, RNA to IFU
Republic of Korea
ExiStation™ Universal . i
A-2200-N Molecular Diagnostic System Instrument Not applicable | Not applicable
AccuPower® HIV-1 M " el ¢
HIV-1111 Quantitative RT-PCR Kit 96T /kit BIONEER Corpomtlon 12 months -25°C to -15°C e
= = Ylism)_ng-gu, HI\.M' 2 SR and details of A i




Product Name
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Anticipated Fab Gy
Manufacturer Product e 2 S s 2 L5 2 A . Recommended d Eligibility
.C‘:ullug:: g (Equip m“bemlm;;xmtmlsanu‘ Reference detail Sensitivily Specificity er type (S:‘:I:‘II:I; storage temperature | SPecimen type Comments WHO or GHTF countries
. N/A N/A lgz:gi;n, QuaagtAat we EDTA Plasma colrll‘ll;;o;n;zrnﬂi;r;[cr WHO PQ
ExiStation™ Univers, 34013, - N to [FU
AE200N Molecular Diagnostic System et Republic of Korea Not applicable’ | - Not applicable
TRoo1-250IC Generic HIV Charge Virale 220 Bi s HIV1 EDTA or Producl
NA NA e Quantitative 18 months -30°C to -8°C citrated | discontinuation in GHTF (CE mark)
g i Bandol France RNA Pl Sept2o2s
TR001-4401C Generic HIV Charge Virale 440 AT 2
. = For 10-channel
GX [Series} GeneXpert® E;gz;tlemb 1AL Y e Instruments N/A N/A N/A N/A optical system
modules refer to
WHO P public see relevant WHO PQ Public
eport
Infinity-48 GeneXpert® Infinity-48s Instrument N/A N/A N/A N/A L Report
Infinity-80 GeneXpert® Infinity-80 Instrument N/A N/A N/A N/A
Only for Xpert HIV-
GXI-EDGE-L GeneXpert Edge System Instrument N/A N/A N/A N/A i éﬁal ﬁ:m_‘,
Cepheid Inc.,
Rontgenvagen 5
Hia /A SE-171, 54 Solna
10 cartridges Sweden HIV-1 For further
GXHIV-VL-CE-10 Xpert HIV-1 Viral Load A E 7 Quantitative 18 months 2-28°C Plasma  |instruments refer to| WHO PQ and GHTF (CE mark)
per pac NA target WHO Public Report
» HIV-1 For further
GXHIV-QA-CE-10 Xpert HIV-1 Qual Assay | 10 Cartrides Qualitative NA| 12 months a-agoc | VRO DIOOd | iruments refer to| WHO PQ and GHTF (CE marid
per pac target ar WHO Public Report
GX [Series} GeneXpert® Px Syste‘m with 10 Instruments N/A N/A N/A N/A
color moduls
Infinity-48 GeneXpert® Infinity-48s Instrument N/A N/A N/A N/A GHTF (CE mark)
Infinity-8o GeneXpert® Infinity-8o Instrument N/A N/A N/A N/A
- :DGE. dge Sy N/A N/A N/A N/A GeneXpert 6 or 10
GXI-EDGE-L GeneXpert Edge System Instrument Cepheid Inc., / / / shlormodules
NiA L Rontgenvagen 5




Product Name
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Manufacturer Product : A o o Anticipated .
P o (Bauipment, Reagens, ontrlsand | Reference detal Sensitivity Specificity M D type Shelrite m"“"‘"‘“r_v um‘“:_‘fm Specimen type Comments S L
L T SE-171, 54 Solna
10 cartridges S HIV-1 For further
GXHIV-VL-XC-CE-10| Xpert HIV-1 Viral Load XC i pm‘ﬁ Quantitative 18 months 2-28°C Plasma  |instruments refer to]| WHO PQ and GHTF (CE mark)
NA target
: HIV-1 For further
GXHIV-QA-XC-CE-10 |  Xpert HIV-1 Qual Assay XC "’;::’p:‘:ﬁe‘ Qualitative NA| 18 months 2-28°C w::‘lfll)’:;'é’d instruments refer to| WHO PQ and GHTF (CE mark)
target
119-0006-AM SAMBA II Assay Module instrument N/A N/A N/A N/A N/A N/A
119-0006-TM SAMBA 11 Tablet Module instrument N/A N/A Diagnostics for the Real N/A N/A N/A N/A
World, Sunnyvale, CA WHO PQ
94085 USA HIV-1
SAMBA Il HIV- . S
4500-12 1Qual Whole 12 Tests N/A N/A Qualitative 9 months 2t037°C Whole Blood
Blood Test RNA
INTog0 ELITe InGenius instrument N/A N/A N/A N/A N/A N/A
INTo40 ELITe BeGenius instrument N/A N/A h N/A N/A N/A N/A
/ / EllTechf}mup S.p.A, / / / / GHTF (IVDR CE mark)
Torino, Italy
: Hlve EDTA or ACD
RTK600ING HIV1 ELITe MGB® Kit 96 Tests N/A N/A Quantitative 18 months below -20°C
RNA Plasma
HIV-1 EDTA or New Product
P ENERIC HIV-1V] e % S8 A F
TRoO1.2-192 @ VER12 ;R'M" LOAD 192 NA NA Hain Lifescience GmbH| Quantitative 12 months -30°C to -18°C citrated Introduction in GHTF (IVDR CE mark)
i RNA Plasma Sept 2025
PRD-03000 100T/kit 2"'C-8'C EDTA
] Plasma, see
PRD-03001 5 calibrators 24 months -15t0-35°C | IFU for dried
blood spots | Multi-tube units
MTUs), Panther
PRD-03002 °°‘:.:f§;s . -15t0-35°C 588 (Waste)Bag Kit
5 Hologic, Ine HIV-1 Parithar Wﬂ.‘:‘té
Aptima HIV-1 Quant Dx Assay 10210 Genetic Center | Quantitative & oA : WHO PQ
Kit (Panther System) N/A N/A Drive Qualitative Bﬁlsns-(; oﬁr'-gsptlm;
San Diego, CA 92121 RNA ook T
& Tips are included
: and caleulated
303095 instrument NA NA based on number
of kits ordered)
PRD-03000 100T/kit 2Cto 8'C
TIVEea




Product Name Anticipated = L
ufe Prod = ipe
el S | Resgonis conros and | Reference detwil|  Semsitivity Specificity Munuf Detection type | Shelfife g imentype | Comments WHG R e
s
PRD-03000B 500T/kit 2°C to 8°C Plasma, see
24 months IFU wal:ning
PRD-03001 10 calibrators -15to -35°C h{g;éi:e;q Multi-tube units
[DBSI.)) ~ | (MTUs), Panther
PRD-03002 Clg“:l:;’is Hologic, Inc HIV-1 iEiaestp e e ke
Aptima HIV-1 Quant Dx Assay N/A N/A 10210 Genetie Center | Quantitative & Bi a(:; 'er o WHO P
Kit (Panther System) Drive Qualitative ;;‘sa)o;;;gspg::f L
San Diego, CA 92121 RNA Tips areincluded
and calculated
LI ! based on number
303095 instrument NA NA of kits ordered)
PRD-0356 00T/ki “C-8'C
03565 100T/kit 2C-8°C EDTA
Control Plasma, see
PRD--03567 1 I'Lll.lnlss 12 months “1510-35°C 1FU for dried
f————————————— blood spots | Multi-tube units
PRD-03566 10 calibrators -15t0-35°C (DBS) | (MTUs), Panther
H Hologic, Inc HIV-1 :::f:ﬁ:ﬁi_‘:é
Aptima HIV-1 Quant Dx Assay 10210 Genetic Center | Quantitative & 2 e
Kit (Panther System) N/A /A Drive Qualitative B‘m C‘_’;:.Tr'.:sp“"? GHEIR S EDATGA)
San Diego, CA 92121 RNA oy s, an
Tips are included
! and calculated
PRD-05490 instrument NA NA based on number
of kits ordered)
03279332001 instrument NA
05527503001 instrument NA
For consumables
04862392001 COBAS AmpliPrep/COBAS software Roche Molecular HIVL NA Plasma or rcﬁ?rllo \\’]—IO WHO PQ and GHTF (CE mark)
Tagman HIV-1Test Version 2.0 N/A N/A System, Branchburg, P PSC dried eligible list e
05807875001 (Taqman 48) software / USA (Roche Qlla'r{lgglll\e NA plasma spot |5 /4 sheintidag s o
03051315001 ietvument Diagnostics GmbH) NA (with PCS) laile é
05212294190 48T/ kit 18 Months 210 8°C
03587797190 5.1L 24 months 210 30°C
03121453001 instrument NA
03051315001 instrument NA
UST OF DIAGNOSNIC TEST )ITS FOR MV
:‘::n;::::::::qan(lmi’mc, e
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Manufacturer Product s = o Anticipated Recommended Eligibility
,.'"' i g pglis ( mlilnmluls]wnm and [ Reference detail Sensitivity Specificity Man: D type (snl.:l:llll‘f:) storage temperature Specimen type Comments WHO or GHTF countries
04862392001 A e software NA For consditabies
fer to WHO
05807875001 Tagman HIV-1 Test Version 2.0|  software Roche Molecular HIV1 NA Plas',““ or “:;'1:’!8 list WHO PQ apfl_G!:l‘I_fF_(CE mark)
System, Branchburg, ) dried el fEw nastics_lo
(Tagman 96) N/A N/A " USA (Rocl Quantitative I ok " e .
05527503001 instrument : {Roetw RNA NA P SR a0 5 i 2 ?
Ziam; Diagnostics GmbH) (with PCS) 4
05212294190 48T/kit 18 Months 210 8°C i
03587797190 5.L 24 months 2to 30°C
28127387001
06693083190 48 T/KIT 22 months 210 8°C
03051315001 instrument
03279332001 instrument
COBAS® AmpliPrep/COBAS® Roche Molecular =
03587797190 TaqMan® HIV-1 Qualitative 5.1L System, Branchburg, HIV1 DNA & 24 months 2t030°C Pl_asmn or WHO PO
e Test, = N/a e USA (Roche i Skl blud GHTF (CE mark)
aoacReigg version 2,0 (TagMan 48) S Diagnostics GmblT) Qualitative e
05807875001 ; software
03516440001 instrument
28127387001
06693083190 48T/kit 22 months 2to 8°C
03587797190 5.1L 24 months 2to 30°C
06989861190 5x78ml 12 months 2to 8°C
COBAS® AmpliPrep/COBAS® | . Roche Molecular
03051315001 TagMan® HIV-1 Qualitative Instrument System, Branchburg, HIVLDNA & P!asma ny WHO PQ
Test, i Ny N USA (Roche Rl’:*‘t 2 dried btlood GHTF (CE mark)
03121453001 version 2.0 (TagMan 96) instrument Diagnostics GmbH) Qualitative POt
28127387001
05807875001 software
03516440001 instrument
COBAS® TagMan® HIV-1
5923468190 Test, Version 2 for use with 48 tests 24 months* 2t08°C




Product Name
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Manufacturer Product 1 3 : aaticipated Re ded Eligibili
ARR(asbursr Frol (Eqmpm\l‘;‘m‘ol:.‘ ;!mlm]s and | Reference detail Sensitivity Specificity Manufacturer Detection type g::n ll;l':) s “::mr:!m Specimen type Comments i z“m
ROCHE vLoecuar HIV-1
N/A N/A Symtam, BOANChIMIG,. | ot oiive Plasma GHTF (CE mark)
; USA (Roche RNA
3502295001 High Pure S)sllgl:l Nucleic Acid 48 tests Diagnostics GmbH) 1% Faciithet 15 0 25°C
05 200 881 001 COBAS® z 480 instrument N/A N/A N/A N/A N/A N/A
05 200 890 001 COBAS® x 480 instrument N/A N/A N/A N/A N/A N/A
Roche Molecular
Svstem, Branchburg, EDTA WHO PQ
USA (Roche HIV-1 Plasma, dried GHTF (CE mark)
i = Diagnostics GmbH) e plasma spot
08 792992190 C(.)BAS® HIV-1 Test for use 120 tests N/A N/A Q"a"".‘ .m_\‘e & 15 months 2to8°C (with PSC
with 4800 Qualitative :
RNA card), dried
blood spots
(DBS)
05 200 881 001 COBAS® z 480 instrument N/A N/A N/A N/A N/A N/A
: Roche Molecular
05200 890001 |COBAS® x 480 instrument N/A N/A System, Branchburg, N/A N/A N/A N/A WHO PQ
USA (Roche GHTF (CE mark)
B Diagnostics GmbH) HIV-1
COBAS® Quantitative HIV-1 i
06979599190 "Test for use with 4800 120 tests N/A N/A Qua:;;fme 16 months N/A EDTA Plasma
8707464001 cobas 5800 System instrument N/A N/A N/A N/A N/A N/A
05524245001 and | cobas 6800 System (Option >
06370664001 Moveable) instrument N/A N/A N/A N/A N/A N/A
05524245001 and , S i
06379664001 cobas 6800 System (Fix) instrument N/A N/A N/A N/A N/A N/A
05412722001 cobas 8800 System instrument N/A N/A Roche Molecular N/A N/A N/A N/A
System, Branchburg, WHO PQ
USA (Roche GHTF (CE mark
COBAS® HIV-1 Quantitative Disgradics Lubil) HIV-1 EDTA
07000995190 nueleic acid test for use with 96 tests/kit N/A N/A Quantitative 24 months 2o 8°C Plasma, dried| (with PSC card)
5800/6800/8800 Systems RNA plasma spot




Product Name i
Manufacturer Product | =3 e - Anticinated Recommended Eligibility
Catalogue number i datail Sensitivity Specificity type (s:;':l'f:) storage temperature | SPecimen type Y WHO or GHTF countries
COBAS® HIV-1 Quantitative HIV. EDTA
nucleic acid test for use on the 2 = :
09040803190 cobas® 5800,/6800/8800 192 tests/kit N/A N/A Quantitative 24 months 2to 8°C Plasma, dried| (with PCS card)
Systems RNA plasma spot
Roche Molecular Serum,
COBAS® HIV-1/HIV-2 Test for : stem, Branchb SVt lasma, dried
07862113190 . 6 tests/kit N/A N/A System, Branchburg, itativ o Plasma, dri WHO PQ
use with 6800/8800 9 / / / USA / (Roche Quz;{];]\ti\e 24 months 2t08°C blood spots GHTF (CE mark)
Diagnostics GmbH) (DBS)
COBAS® HIV-1/HIV-2 Roche Molecular EDTA
Qualitative nucleic acid test for ; System, Branchburg, | HIV-1/HIV-2 i
09040528190 tise'on the cobrs 192 tests/kit N/A N/A USA Qualitative 24 months 2to 8°C Pll:;sm‘f',d"‘ed GH-IY;H(?EPQ. i
5800/6800/8800 Systems (Roche Diagnostics RNA onsy S
Y GmbH) (DBS)
10729727 96T/ kit 12 months -20°C
10729728 VERSANT®@ HIV-1 RNA 1.5 96T/ kl:l Siemens Healthcare Quantitativ 12 months -80°C b
102!;2026 Assay (kPCR) gﬁT/:n N/A N/A Diagnostics, Tarrytown Y aRh]l: i 24 months 15 to 30°C Plasma Fo::f:?‘r;glﬂfules GHTF (CE mark)
10286027 96T/ kit NY, USA 24 months 4°C
instruments N/A N/A
N/A-NOT APPLICABLE
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pMasatucturer . o frew g
uct Catalogue Product Name o Sensi i n
testupor kg | itial Sensitivity Final Speeificity Manufacturer Analyte Specimen Type (.;.':!; Comments mm_f__‘":‘;“‘ﬁ
temperature
7D2942 20
Dvas Determise HBsAg 2 o " Abbott Diagnostics Medical Co, A Seruny/Plasma/| 18 Months s
7D2943 ermine AR 100 100.00% 99.70% Ltd, Matsudo, Japan 11BsAg detection Whole Blood 2 10 90°C WHQ PQ
7D20943 SET 100
aiFKioW Bioline 11BsAe Wi 00 pone Abbott Diagnosties Korea % Serum/Plasma/| 24 Months '
Ag 30 100.00% 99.00% (Citheuny-gu, Yonsin-si, Kores) 1 BsAg detection Whole Blood | 1 t040°C WHO PQ
Serum/Plasma/
Roog2C OnSite 11BsAg Combo Rapid Test 100% % CTK Biotec stects Venousand | 24 months i y X
AR pi a0 100 “TK Biotech Inc, USA HBsAg detection Capillary Whole| 210 30"C GHTF (CE mark)
Blood
PhoFRCos5CE 5
PloFRC10CE 10
=l L . e Premier Medical C tion, H Sey Plasma/| 24 Month:
First Res 1BsAg Card Test 100.00% 100.00% i Da i T 1iBsAg detection \:‘1'"‘;" B md" 4"( o,‘;:..,_.‘ GUTF (CE mark)
PlioFRC25CE a5
PlioFRC30CE 30
1 SD Biosensor, Inc 5 3 Products available from
09l1BS10D STANDARD™ ) 1BsAg Test 25 98.00% 100.00% (Gyeonggi-do 16690 TBsAg detec ""i:;,:')‘lfé";z:l“" "l"(:'"::“lg" FRIT as RISK CATEGORY -2 / NonsCbjoction- | ERPD until 12th November 2026
Republic of Korea) 4 Letters are requined for procuroment
N/A-NOT APPLICABLE
e —
SIS =2y
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Anticipated Shelf
Manufacturer life
jumber of Z
Pnnll::.“c;u‘l:lmn Product Name 2 mu""" Initial Final Specifici Manufscturer Annlyte lmu Comments WHO ...wmm
temperature
2 Serum or plasma specimens;
08P10-22 2X 100 Note: The Alinity i HBsAg Qualitative [T assay is to be used as
99.96% (blood donor L an aid in
Alinity i HBsAg Qualitative IT Reagent Kit 100% m:;’ée(c:i‘i';:,:?stic Abbott lea;}?ﬁ??i‘;::ﬂm Rivision, HBsAg antigens 12 months the diagnosis of HBV lnf:rr:z‘r;;mcl as a sereening test to GHTF (TGA)
specimens) 2t0 8°C transmission of HBV to recipients of blood, blood
08P10-32 2X 600 components, cells,
tissue, and organs.
Serum or plasma specimens;
02G22-25 100 Note: The ARCHITECT HBsAg Qualitative Il assayisa
chemiluminescent microparticle immunoassay (CMIA) for
the qualitative detection of hepatitis B surface antigen
(HBsAg) in human serum and plasma including specimens
" . F collected post-mortem (non-heart-beating).
02Ga2-35 ARCHITECT HBsAg Qualitative 11 500 Abbott “‘*“‘;}E’ D';'g[;"sgcs Division; HBsAg antigens 12months  |The ARCHITECT HBsAg Qualitative 11 assay is intended tobe|  GHTF (CE mark, TGA, Canada)
igo, Irelan 210 8°C used as an
aid in the diagnosis of HBV infection and as a screening test
to prevent
transmission of HBV to recipients of blood, blood
02G22-30 4X500 components, cells,
tissue and organs.
B-1254/1.2 * 96/1 plate
B-1252/1.2 192/2 plates
* WHO PQ
80 5
B-1255/1.2 480/5 platss RPC «Diagnostic Systems», Ltd. o4 tricnithia https://extranet.who.int/pqweb/sit
DS-EIA-HBsAg-0,01 100% 99.00% Nizhny Novgorod anti-HBsAg antibodies -4"-8 ¢ 1 Human serum or plama specimen es/default/files/PQDx_o0120-038-
Russian Federation = 00_DS-EIA-HBsAg-001_ENZYME-
1 plate g6 (for IMMUNOASSAY_v4.0.pdf
* detection) or
B-1256/1.2 48 (for
confirmation)
B-231/1.2 * 200 tests
72346 06 . = Serum and plasma specimen
Monolisa HBsAg ULTRA assay Bio-Rad Laboratories, Marnes La . A see lot expiry Precision pipette (and tips), EIA plate washer, EIA plate = : 5
S ] RAzsiy ido% 99.94% Coquette, France ant-HBsAL Al iixiales 210 8°C incubator, EIA plate reader, vacuum disposal system, GHTF (CE mark)
72348 480 measuring cylinders. reagent troughs
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Manufacturer
Product Catalogue
number

Number of tests
per kit

Initinl Seusitivity

Finl Specificity

Manufacturer

Analyte

Anticipated Shelf
life

(months)/
Storage
temperature

Eligibility
‘WHO or GHTF countries

*
9F80-01

*
9F8o-05

Murex HBsAg Version 3

96

480

100%

99.00%

DiaSorin, Dartford, United Kingdon

anti-HBsAg Antibodies

12 months
2108°C

In EDTA/Citrate Plasma specimen
1. Stop Solution (0.5Mto 2MSulphuric Acid).

2. Freshly distilled or high quality deionized water
3. Micropipettes and Multichannel micropipettes of
appropriate volume,

4. Incubator capable of maintaining the temperature limits
defined in the assay protocol.

5. Moulded Heating Block (Code 5F09 02). For use in
laboratory incubators.

6. Instrumentation
a) Automated microplate strip washer.

b) Microplate reader.

or
c) Fully d microplate p
All instruments must be validated before use.
7. Disposable Reagent Troughs. (Code 5F24 o1).
8. Sodium hypochlorite for decontamination (Refer to Health
and Safety Information).
9. Sadium hydroxide solution (0.1M) (for instrument
decontamination)

_WHOPQ . 2
https://extranet.who.int/pgweb/
ntent/public report murex hbsag ve
Emong .
murex hbsag confirmatory version
3 pqdx 0121 043 00

2G27-01

Murex HBsAg Confirmatory Version 3

50

100%

99.78%

DiaSorin Dartford, United Kingdon

anti-HBsAg Antibodics

17 months
210 8°C

Serum and plasma specimen
1. Stop Solution (0.5M to 2M Sulphuric Acid).
2. Freshly distilled or high quality deionised water
3. Micropipettes and Multichannel micropipettes of
appropriate volume,
4. Incubator capable of maintaining the temperature limits
defined in the assay protocol.
5. Moulded Heating Block (Code 5F09-02),
6. Instrumentation
a) Automated microplate stripwasher.
b) Microplate reader.
or
c) Fully automated microplate processor.
instruments must be validated before use.
7. Disposable Reagent Troughs. (Code 5F24-01).
8. Sodium hypochlorite for decontamination. (Refer to Health
and Safety Information)
9. Sodium hydroxide solution (0.1M). (Refer to Analytical
Precautions).

WHOPQ . :
https://extranet.who.int/pqweb/co
ntent/public report murex hbsag ve
rsion 3
murex hbsag confirmatory version
3 padx 0121 043 00

HBsAg121

HBsAgi122

HBsAg Hepatitis B Surface Antigen (CLIA)

2%50 tests

2x100 tests

100%

100.00%

Shenzhen Mindray Bio-Medical
Electronics Co., Ltd,
Shenzhen, 518057 P.R.China

HBsAg

18 months
2108°C

human serum, plasma;

Note: The CL-series HBsAg assay is intended to be used as an
aid in the diagnosis of HBV infection and as a sereening test
for donated
blood and plasma.

GHTF (CE mark)

Anti-HBs121

Anti-HBs122

Anti-HBs Antibody to Hepatitis B
Surface Antigen (CLIA)

2%50 tests

2x100 tests

100%

100.00%

Shenzhen Mindray Bio-Medical
Electronics Co., Ltd,
Shenzhen, 518057 P.R.China

Anti-HBs

18 months
2108°C

human serum, plasma;

GHTF (CE mark)
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Manufacturer

Anticipated Shelf
life

08 498 598 190

LIST 0% DIGNOSTIC TEST KITS FOR MY
Gabsibes sccorng 13 e GF A Fosey
[ p—r—

s

Human serum and plasma specimens

Pmdl:‘ﬁm'(“alrlt'EUe Product Name "“'“:_:I‘;‘:""“‘ Initial Final Specif Manuficturer Analyte t";'?:-'"'s':_h' Conments WHO ofgﬂmﬁng:me
temperature
HBeAgi121 2x50 lesls sl ind i s
HBeA 2 5 lenzl?en Mm. ray Bio-Medical 18 months human serum, plasma; = ,
eAg Hepatitis B e Antigen CLIA) 100% 100.00% Electronics Co,, Ltd, HBeAg 2t08°C GHTF (CE mark)
Shenzhen, 518057 P.R.China ")
HBeAgia2 2x100 tests
Anti-HBe121 2x50 tests Slehinen Mty B Madival
Anti-HBe Antibody to Hepatiiis enzhen Mindray Bio-Medica ; i
s [OE g Be 100% 100.00% Electronics Co,, Lid, Anti-HBe Lt Lo himgitsgtum, plasi; GHTF (CE mark)
, Shenzhen, 518057 P.R.China
Anti-HBe121 2100 lests
Anti-HBcei21 2x50 lests et et Al aTicn
TES e ' to Hepatitis enzhen Mindray bio-Medical > an s B a:
it g:;::.\r::il;;? (%L[";J)" atis B 100% 100.00% Electronics Co., Ltd, Anti-HBe 12 ;1;:;;1“1(}:15 Ruman s, plasn: GHTF (CE mark)
2 Shenzhen, 518057 P.R.China 5
Anti-HBe122 2x100 lests
11 820 567 122 100
: vt Human serum and plasma specimens
Elecsys@® Anti-HBc IgM Roche Diagnostics GmbH HBe IgM antibodies gln g°C GHTF (CE mark)
cobas e immunoassay analyzer
07 026 811 190 300
07 374 160 190 /
09 014 918 190 00
Human serum and plasma specimens
cobas e immunoassay analyzer
fgﬁ;‘;:ga‘f;’n" Eleesys® Anti-HBe II 200 Roche Diagnostics GmbH HBe IgG and IgM antibodies| '3 M9S GHTF (CE mark)
3 NOTE: Consult the IFU for screening of blood donations
and for use of cadaveric blood specimens (specimens
collected post-mortem, non-heart-beating).
07 026 790 190 / S
09 014 926 190 3
11820 583 122 /
09 015 540 190 100
Human serum and plasma specimens
Elecsys® HBeAg 100.00% 99.90% Roche Diagnostics GmbH anti-HBeAg Antibodies 22 t[: g"ng‘s cobas e 801 immunoassay analyzer GHTF (CE mark)
NOTE: Consult the [FU for diagnostic use
and for testing of blood donations
07027 427 190 [ &
09 015 558 190 g0
05894 816 190 / 166




Anticipated Shelf
pﬁ.ﬁ'ﬂmﬁm Product Name Numberoftests |- Final Specifici s Bt s '"‘i Eligibility
number per kit s et Annlyte (r;-::“?.f Comments o s T B e
temperature
06 771 823 190 : . 3 4 3 : as e i assay and
08 498 601 190/ Elecsys® Anti-HBs [T 200 Roche Diagnostics GmbH HBs antibodies lg 2:%'1215 cobas e immunoassay analyzer GHTF (CE mark)
NOTE: Consult the IFU for diagnostic use
and for testing of blood donations

07 026 854 190 / P

08 498 610 190 300
04 687787 190 / £

08 814 856 190

Human serum and plasma specimens
07914 482 190 ¥ ! : a5 2 cobas e immunoassay analyzer
;ﬂgﬁf 4486 % ?g nf Elecsys® HBsAg 11 200 Roche Diagnostics GmbH HBsAg antigens l: :E%I},g"’ GHTF (CE mark)
2 NOTE: Consult the IFU for screening of blood donations
and for use of cadaverie blood specimens (specimens
collected post-mortem, non-heart-beating).
07 251076 190 / o

08 814 848 190

N/A- NOT APPLICABLE

LIST OF DIAGNOSTIC TEST £ITS FORMIV
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List of HIV Diagnostic test kits and equipments classified according to the Global Fund Quality Assurance Policy

Product Name Anticipated B ded
prsroear el . Regents, contrls and | Referemce detai Sensitivity Specificity Manuf: Detection type Shellhe | storage temperatare | Specimen tpe < t s e T
08N47-090 192T/kit 2o 8°C
08N53-002 instrument
08Ng7 B instrument HBV g
Alinity m HEV 3x12 CTRL N/A N/A A[;’ bo]!)tl Moleclulalt"]‘];\c Quantitative 12 months Plaqs ma and GHTF (CE mark)
08N47-080 E I&it es Plaines IL, US DNA -2510-15°C Serum
08Ng47-070 ax4 CAL kit -25to -15°C
- sample prep
09N12-001 kit 2
HBV-1211 AccuEpwer® lIBV.Quantitativc 96T/kit 12 months -25°Cto -15°C
PCR Kit
Bioneer Corporation, — For consumables
5 ExiStation™ 48 Universal Yuseong-gu, e : e o EDTA Plasma|  and details of >
A-2400 Molecular Dingnostic System Instrument N/A N/A D;:gﬁgn' (31133;5;\,(1\.9 Not applicable | Not applicable e g (e N8 GHTF (CE mark)
2 to IFU
Republic of Korea
ExiStation™ Universal r . .
A-2200-N Molecular Diagilostic System Instrument Not applicable | Not applicable
GX [Series} GeneXpert® Dx Instrument N/A N/A N/A N/A
Infinity-48 GeneXpert® Infinity-48 Instrument N/A N/A N/A N/A
Infinity-80 GeneXpert® Infinity-80 Instrument N/A N/A N/A N/A
Cepheid Inc.,
GX4.0SWKIT Rontgenvagen 5 C(OF
or GeneXpert® Dx Software |  Software N/A N/A SE-171, 54 Salns N/A N/A N/A N/A iR CEmare)
XPERTISE-G2-SWKIT Sweden
GXHBV-VL-CE-10 Xpert® HBV Viral Load | 10 cartridges u l;t?;f e | 18 months 2-35°C S/
. P per pack Qu dDNA o g 235 EDTA Plasma
INToz0 ELITe InGenius instrument N/A N/A N/A N/A N/A N/A
INTo40 ELITe BeGenius instrument N/A N/A E“T-:‘-Ch‘(‘rml;?als',pﬁ' N/A N/A N/A N/A GHTF (IVDR CE mark)
i, s EDTA or ACD
RTK602ING HBV ELITe MGB® Kit 96 Tests N/A N/A Quantitative 18 months below -20°C Plabii
DNA =

LISTOF DIAGRNOSTIC TEST KITS FOR MY
e i Contig T e GF QA Poscy
Y Somghe Aviay 3vs1




Product Name

LISTOF DIAGNOSTIC TEST KITS FOR MV

clavsihed acconsng 1o the GF QA Pokey
HIV Simple Ausay

34151

Manufacturer Product ‘ i 2 - RrapeteH Re: ded igibili
c:\-l-ouu AR (Bquvpmmté‘mgl;ﬂ;;nmmh and | Reference detail Sensitivity Specificity Man D type ?:‘;'“'""f:) stornge temperature | SPecimen type Comments LD TR ki
! Generic HBV Viral Load . : o o
TR004.2-250IC Version 2'0 220T/kil 18 months -30°C to -18°C nobutanded Fan
useasa screening
Hain Lifescience HBV test in blood or
N/A N/A GmbH, Nehren, Quantitative EDTA Plasma| blood produets for GHTF (IVDR CE mark)
i HBV or to confirm
see I?’]sf:::z::g i Instrument Sermany BEA Not applicable | Not applicable the presence of
HBV infection.
PRD-03424 100T/kit 2t08°C
Plasma and
103426 s : -15 0 -35°
PRD-034 10 runs 12 months 15t0-35°C R
PRD-03425 10 calibrators -15t0-35°C
Hologic, Ine
Aptima HBV Quant Dx Assay N/A N/A 10210 Genetie Center HBV GHTF (CE mark IVDD; Health
Kit (Panther System) Drive Quantitative Canada)
San Diego, CA 92121
PRD-05490 instrument NA NA
PRD-03868 1007 /kit 2to8'C
! Lo st m o Plasma and
PRD-03869 controls 12 months 15t0-35°C Secim
PRD-03872 10 calibrators -15 to -35°C
Hologic, Inc HEV
Aptima HBV Quant Assay Box N/A N/A 10210 Genetic Center | uantitative GHTF (US FDA)
San Diego, CA 92121 KN
PRD-05490 instrument NA NA
05 200 881 001 COBAS® z 480 instrument N/A N/A N/A N/A N/A N/A
05200890001 |COBAS® x 480 instrument N/A N/A N/A N/A N/A N/A




Product Name Anticipated iribil
Manufacturer Produet : & Shiln Recommended Eligibility
C:l.l. e 5 (muipml‘.’:?gmi )mnm:kmd Reference detail Sensitivity - Specificity er type (S.:::‘I:f:) storage temperature | 5P type C WHOnt G Eaatie
not intended for
Roche Molecular use as a screening
System, Branchburg, test for the GHTF (CE mark)
USsA HBYV presence of HBV in
COBAS® Quantitative HBV e o -] EDTA Plasma|  blood or blood
06 9795064190 Test for se with 4800 120 tests N/A N/A Qua[r;:]t:tl\e 24 months 2°C to 8°C i products or
as a diagnostic test
to confirm the
presence of HBV
infection.
nol intended for
use as a screening
test for the
COBAS® HBV Quantitative Roche Diagnostics HBY Plasma/ |Presence of HBV in
nucleic acid test for use on the . GmbH / Roche AT = blood or blood GHTF (CE mark
09040820190 | oo 5800/6800/8800 192 tests/kit N/A N/A Molecular System, Qua]l)\;:tAatl\ e | 24 months 2t08°C w:eo;':gll Jod products or ( )
Systems Branchburg, USA as a diagnostic test
to confirm the
presence of HBV
infection.
COBAS® AmpliPrep/COBAS®
c 0 0
04894570 190 _— "ll_'aqM.an® 72 24 months 2°C to 8°C sobilentedte
‘est, version 2.0 use as a sereening
test for the :
COBAS® AmpliPrep : HBY presence of HBV in
instrument n/a n/a
Instrument N/A N/A Roche Molecular Quantitative / V Plass::;:nd ‘:’rl:: 3;:: g]l_oac;d a GHTF (CE mark)
DNA diagnostic test to
COBAS® TagMan® Analyzer | instrument n/a n/a confirm the
presence of HBV
infection
COBAS® AmpliPrep/COBAS® | extraction kit o 60 and
03587797 190 TagMan(® Wash Reagent 96T/ kit 24 months 2'C-30%C
N/A- NOT APPLICABLE

LIST OF DAGNOSTIC TEST KITS FOR Hv
classiliod acCORMG 10 the GF GA Poicy
HY Simpio Assay
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List of HIV Diagnostic test kits and equipments classified according to the Global Fund Quality Assurance Policy

Anticipated
Manufacturer Shelf life
Prodiel Cotnlogne Product Name ':":’:'::: oE L it seritiviey Pial Specificity Manufacturer Analyte SpocimenType |  (months)/ Comments Sl ol
number Stors, 7 %
v pembire
HCV antibody Serum/Plasma/ | 24 Months . "
FK1 v .00" W, s & ke chase :
OoEkag 0 drdeiey 99-40% detection Whole Blood 110 30°C tehmeingies
Abbott Sterile lancets, alcohol swabs, specimen
. . ; 5 i “V antibody Serum/Plasma/ | 24 Maonths | droppers(for fingerstick whole blood), 1 chase :
02FK16 Bioline HCV 25 100.00% 99.40% Diagnostics Korea Inc. HC i & & Wi
: " AR ‘e Y : buffers, en d °) sel asma,
(Giheung-gu,Yongin-si, Korea) detection Whale Blood | 1to030°C uffers, specime T«hLTfﬁf,iT serum/plasma
Safety lancets, alcohol swabs, specimen
T e HCV antibody Serum/Plasma/ | 24 Months | droppers(for fingerstick whole blood), 1 chase
02FK17 25 100.00% 9940% detection Whole Blood 1to 30°C | buffers, specimen drapper for serum/plasma,
whole blood
ITHC-402WA 40
IHC-402WB 25
HCV Hepatitis C Virus Rapid Test Device 100.00% 100.00% a lj:l'fg(;a‘uﬁ‘]"gg‘_'.’an ”Ld‘u"i]“;ggd-" i Pl';lzg‘;f % lf};g},‘gs WHO PQ
THC-402WC 40 Accessories for Fingerstick Whole Blood
THC-402WD 25 Accessories for Fingestick Whole Blood
T vith
- TR " g R 2 HCV antibody Serum/Plasma/| 6 Months | _ % mi S =
1062 INSTI HCV Antibody Test .00% ¢ ytical® 2 e rt materials (lancet, pipette | F(CE k
90- s ibody Tes 50 100.00 97.67% bioLytical® Laboratories Inc deteblion Whole Blood 210 30°C support materials ( ::;rs} pipette and alcoho GHTF (CE mark)
Serum/Plasma/
Ro024C OnSite HCV Ab Plus Combo Rapid Test 30 100% 100% CTK Biotech Inc, USA "L:l‘ﬂ‘::::ggd—" Cd‘p:ﬁ;’;‘a'}ﬂm 2:::,‘;:‘)},'&" GHTF (CE mark)
Blood :
y i - @ 5 Healgen Scientific Limited B Whole blood
g HCV Hepatitis C Virus Rapid Test (Whole ] miE S 5 HCV antibody ' | 24 months Sy
GCHCV-4029 blood/Serum/Plasma) (Cassette) 25 100% 99:90% Liahifity Cm;}%":"' Houston, detection 5:::;;13'- 21030°C SHTE(CEmark)

LIBY OF DWGHGETIC TEST 8ITS ¥R kY.
a0 4cc0i3G 0 e GF A Boiy
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Manufacturer

Number of
rmd:-“nw e Product Name “:‘_w_“ Initial Sensitivity Final Specificity Manufacturer Annlyte Spocimen Type b Conuments wo.,,“é".}"#'lf..m
temperature
HCV Hepatitis C Virus Rapid Test Healgen Scientific Limited HCV anti
GCHCV- Al antibody Serum or 24 months
GHEVzg0m (Serum/Plasma) (Cassette) 25 100% 99.90% Liability Conlng‘x:y, Eoyston) detection plasma 21030 °C GHIF(CE mark)
[TPo1152-TC40 40 Accessories included: Plastic pipettes, sample
buffer
ITPo1152-TC25 25 Accessories included: Plastic pipettes, sample
Z % buffer
Rapid Anti-HCV Test 0% . InTec Poducts Inc, (Haicang, HCV antibody | Serum/Plasma/ | 24 Months
P s 7 99-80% Xiamen, P.R. China) detection Whole Blood | 2t030°C | Accessories included: Plastic pipettes, sample GHTF (CE mark)
ITPo1153-TC40 40 buffer, safety lancets, and
alcohol swabs.
Accessories included: Plastic pipettes, sample
1TPo1153-TC10 10 buffer, safety lancets, and
aleohol swabs
ITPWo1152-
TC40 o
ITPWol152-TC25 a5
1TPWou153-
TC4053 40
ITPWo1253-
TC40 40
ITPWo1153-TCa Rapid Anti-HCV Test s InTec Poducts Inc, (Haicang, HCV antibody | Serum/Plasma/ | 24 Months =
153 5 P % 99-20% 99.80% Xiamen, P.R. China) detection Whole Blood | 2to30°C forsmsaieici s IFL WP
ITPWon132-TC25) 25
ITPWo01233-
TCas5 25
ITPWo1232-
TC40 i 49
ITPWo01233-
TC40 40
1001-0270 25
Serum/Plasma/
OraOuick HCV Rapid Antibody Test Ki i OraSure Technologies Inc. HCV antibody Whole 18 Months :
Q g Restit 99:30% 99-50% (Bethlchem, USA) detection Blood/Oral | 21030°C for accessofies see IFU WHOEQ
Fluid
1001-0274 100

e
by Srgia Assay
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7Xg-2001U. ###

{placed in individual cartons)

Community Version
Individual Test boxes are labeled 3001-
3217, %48

Anticipated
Manbfscres Number of Shelfife Eligibility
Prudl:‘t:m&h:lomm Product Name tests per kit Initial Sensitivity Final Specificity Manufacturer Analyte Specimen Type (v;:::;[:f Comments WHO or GHTF countries
tempernture
Plo3FRCz25 25
% e = Premier Medical Corporation, HCV antibody Serum/Plasma/ | 24 Months =
PlogFRCs0 Eirst Respanse® HOV Card Teyt 50 10.00% 10000% Nani Daman, India detection Whaole Blood 4 to 30°C WHORQ
PlozFRC100 100
PlogFRCosCE 5
Plo3FRC10CE 10
. s Premier Medical Corporation, HCV antibody Serum/Plasma/ | 24 Months T
First Response® HCV Card Test 100.00% 100.00% Nani Damar Tndia g Whole Blood 410 30°C GHTF (CE mark)
PlogFRC25CE 25
PlozFRC30CE 30
SD Biosensor, Inc o § :
09HCVIOD STANDARD Q HCV Ab Test 25 106.00% 97.67% (Gyeonggi-do 16690 HCV antibody | Serumy/Plasmay | 24 Months WHO PQ
e detection Whole Blood 2 to 40°C
Republic of Korea)
HCV Self Test
3001-3217.### 1
Community Version
7X4-1000.# ## 50 Individual Test pouches are labeled 3001-
3217.#8#
OraSure ‘I‘ecimologies Inc, 18 Monthis
IN4-1001.### OraQuick HCV Self-Test 250 see IFU see [FU Bethlehem, USA HCV antibodies Oral fluid g WHO PQ
(manufactured in Thailand) 3
TXY-2001.### 200 v Version

LISTOF DAGHOSTIC TEST KITS FOR WV
e accondng 10 B GF OA oy
1 Beve Assay
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Anticipated

Manufacturer Nu of Shelflife
Product Cataloguc Product Name it Initial Sensitivity Final Specifici Manufactn Anal fruen T: Eligibitiy
i tests per kit ; 2 oifleey; anuficturor e Spcelmaon 1ypa (“&"::‘;f:::f Shomeats WHO or GHTF countries
temperature

N/A- NOT APPLICABLE
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Anticipnated Shelf
Manufacturer Nesibor GF toats : TN T Eligibility
Product Catalogue Product Name ek Initial Sensitivity Finnl Specificity Manufacturer Annlyte (months)/ Commients WHOES g'!:m: i
number Storage »
temperature
- 5 Serum or plasma specimens;
08P06-23 1X:200 99.96% (blood donor Note: The Alinity i Anti-HCV assay is to be used as an aid in
il : i3 ! sl bt 4 e il the diagnosis of HCV infection and as a screening test to
Alinity i Anti-HCV gent Kit 100% w;g:;;;ne';?mc Sboott lrelasl:id El?irll::g{s Lty HCV antibodies 12 months prevent GHTF (CE mark, TGA)
. El:ir:Sns) 20, 2108°C transmission of HCV to recipients of blood, blood
08P06-33 5600 P components, cells,
S tissue, and organs.
61.47-29 ARCHITECT HCV Ag assay 100 98% 99.50% Abbott GmbH, Germany HCV antigens l"_i '::};':25 Human serum and plasma specimens Gl [[‘rl::l((j)[:l::sdﬂ\)
06C37-28 100
Serum or plasma s
Note: The ARCHIT visa
el chemiluminescent microparticle immunoassay (CMIA) for
06C37-38 500 the qualitative detection of antibodies to hepatitis C virus
) (anti-HCV) in human serum and plasma including specimens
ARCHITECT Anti-HCV Abbott GmbH, Germany HCV antibodies 12 months collected post-mortem (non-heart-beating). GHTF (CE mark, TGA, Canada)
ato8°C The ARCHITECT Anti-HCV assay is intended to be used as an
aid in the diagnosis of Hepatitis C infection and
sereening test to prevent transmission of Hepatitis C Virus to
recipients of blood, blood components, cells, tissue a nd
organs.
06C37-33 4X500
72561 96
be Serum and plasma specimen
. . " Bio-Rad Laboratories, Marnes La ot bl - iy 12 months Precision pipette (and ti 1A plate washer, EIA plate WHO PQ
Monolisa HCV Ag-At Va2 assay g ; g y ; 5 ? pip P plate washer, ELA p
lonolisa Ag-Ab ULTRA V2 assay 100% 99.04% Coquette, France HCV antigens / antibodies 210 8°C incubator, EIA plate reader, vacuum disposal system, GHTF (CE mark)
measuring cylinders, reagent troughs
72562 480

40581
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Aty Anticipated Shelf
jem A Number of tests el Eligibili
Product Caalogue Product Name v Tnitial Scnsitivity Final Specificity Manufacturer Analyte (mu Comments ! nr&‘#"’ .
tempernture
In EDTA/Citrate Plasma specimen
7F51-01 96 1. Stop Solution (0.5Mto 2MSulphuric Acid).
2. Freshly distilled or high quality deionized water
3. Micropipettes and Multichannel micropipettes of
appropriate volume,
4. Incubator eapable of maintaining the temperature limits
defined in the assay protocol.
5. Monlded Heating Block (Code 5F09 02). For use in
i " laboratory incubators.
s - DiaSorin, Dartford, South Africa (Pty) : 12 months 6. Instrumentation
Murex anti-HCV Version 4 100% 99.40% 1d HCV antigens 210 8°C a) Automated microplate strip washer. WHO PQ
b) Microplate reader.
or
¢) Fully automated microplate processor.
Allinstruments must be validated before use.
7F51-02 480 7. Disposable Reagent Troughs. (Code 5F24 01).
8. Sodium hypochlorite for decontamination (Refer to Health
and Safety Information).
9. Sodium hydroxide solution (0.1M) (for instrument
decontamination)
80068 192
Fujirebio Europe NV 5 16 months '
J
INNOTEST HCV Ab IV 100.00% 100.00% (Gent, Belgium) HCV antigens 210 8°C Human serum and plasma specimens WHO PQ
80330 480
80538 INNO-LIA HCV Score 20 100.00% 99.90% Fujirebio Eurape NV HCV antigens tgmonths Human serum and plasma specimens WHO PQ
i ¢ (Gent, Belgium) 210 8°C A
06 368921190 / itio
08 836 981 190
Human serum and plasma specimens
cobas e 801 immunoassay analyzer
0;;; z 4:: SII:J(L/ Elecsys® Anti-HCV 11 200 100.00% 99.90% Roche Diagnostics GmbH HCV antibodies l:’: :2;22‘5 GHTEF (CE mark)
37 03119 = NOTE: Consult the IFU for screening of blood donations
and for use of cadaveric blood specimens (specimens
07 026 889 190 collected post-mortem, non-heart-beating).
/ 08 837 058 300
190
105 il
_ 2x50 tests N X y h 1 o
O 00 ; 3 uman serum, plasma;
229 ur A'T:l,'“,, Pl s SR A She"zgﬂ;‘i' f&:a,?‘nm?:ﬁlmﬂi 18 months Note: It is intended Lo be used as an aid in the diagnosis of

CUTEEN IVRD OF aek)




Anticipated Shelf
Manufacturer *life
Eligibil
Product Cataogue Product Namo N““'::;;"‘“‘"' Initial Sensitivity Final Specificity Manuficturce Analyte (ontisy Comments e bl
temperature
TTOY oy T T T TRECTTOTITS Ty Ty IO anOUTTeS 7 o s = ST OO TV D o TRy
s % 2to 8°C HCV infection and as a screening testfor donated blood and
105 Hepatitis C Virus (CLIA) Shenzhen, 518057 P.R.China ! blood compgn(—nls
> 2X100 %
025000 00 100 t=31s

N/A- NOT APPLICABLE

LIST OF DINGHOSTIC TEST AIT3 FOR N
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List of HIV Diagnostic test kits and equipments classified according to the Global Fund Quality Assurance Policy
EEEEUR g TR it % et
- 1N 85
Product Name Anticipated i
M'C::r"“'":m:ﬂ (Equipmm;m:s ;:onhol.-. and Reference detail Sensitivity Specificity Manufacturer Detection type (S::l'{.lli;e) R.e:omm:nd.ed Sp n type Comments WHO nﬂ%‘?'glguntrks
4J86-90 96T/ kit <-10°C
various instrument g
Abbott Realtime HCV Abbott Molecular Ine HEY Plasmia and GHTF (CE mark)
N/A N/A Des Plaines IL, USA Quantitative 18 months Serum and WHO PQ
4J86-80 CTRL kit RNA <-10°C DBS
4J86-70 CAL kit <-10°C
08N50-090 4 x 48T/kit 210 8°C
08N53-002 instrument
08N50 instrument HCV
£ S| men 1 ve
Alinity m HCV N/A N/A Abbott Molecular Ine Quaix:gll\l. in ths Plasma and GHTF (CE mark)
9x12 CTRL Des Plaines IL, USA e feoers Serum WHO PQ
08N50-080 =) Quantitative 25 t0 -15°C e
kit 510 -15
k RNA
08N50-070 2x4 CAL kit -25 to -15°C
. sample prep
09N12-001 kit 2
HCV-1211 Aceu Powcﬁ_?é‘; I?it:anntatwe 96T/kit 12 months -25°C to -15°C
Bioneer Corporation, % bl
: ExiStation™ 48 Universal Yuseong-gu, HCV : 1 DT g el
A-2400 Molecular Diagnostic System | InStrument N/A N/A Dacjeon, Quantitative | Notapplicable | Notapplicable | EDTA Plasma) and details of GHTF (CE mark)
34013, RNA and Serum comptlm?}lzu refer
Republic of Korea :
ExiStation™ Universal ; g
A-2200-N Molecular Diagnostic System Instrument Not applicable | Not applicable
GX [Series} GeneXpert® Dx Instruments N/A N/A N/A N/A
For 10-channel
oplical system
Infinity-48 GeneXpert® Infinity-48 Instrument N/a N/A Nfa N/A modules refer to
WHO PQ public
it
N/A N/A N/A N/A i
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Product Name Anticipated ooa e
M:cx:a:.t';:;::e: m:ct (&,u;pmm;nm;?;;)wmmu and | Reference detail Sensitivity Specifieity Manufacturer Detection type :_‘:::;I“fllhuf:) m‘::;'t';r;e'f::‘“u Specimen type Comments e nfg{m’,‘g“m"
Infinity-80 GeneXpert® Infinity-80 Instrument N/A N/A N/A N/A
GeneXpert® Dx Software Cepheid Inc,,
Vorsion 4.63 o N/A N/A Rontgenvagen 5 GHTF (CE mark)
GX4.0SWKIT ooy [Gen‘c)(pet‘i Dx systems); 8E-171, 54 Solna WHO PQ
or or 4 'l Software Sweden N/A N/A N/A N/A
AERREIDIES SV Xpertise 6.2a or higher
(Infinity8o/Infinity-48s)
HCV
et Qualitative Serum /
GXHCV-VL-CE-10 Xpert@® HCV Viral Load “:‘r qcf( and 12 months 2-28°C EDTA Plasma
PeLps Quantitative / blood
RNA
ID-HCV-0! Genedrive HCV 1D Kit 10 99.8 100 Genedrive Diagnastics Qll::i(i'lvﬁ\' 12 month 2t030°C Plasma GHTF (CE mark)
3 2 99- Ltd., United Kingdom iy E =L 2103 cuit WHO PQ
PRD-03506 100T/kit 2t08'C
PRD-03508 10 runs R -15t0 -35°C Plasma and
Serum
PRD-03507 10 calibrators -15t0-35°C
Hologic, Inc HCV
Aptima HCV Quant Dx Assay N/A N/A 10210 Genetic Center | Quantitative & GHTF (CE mark IVDD, Health
Kit (Panther System) Drive Qualitative Canada)
San Diego, CA 92121 RNA
303095 instrument NA NA
PRD-03705 00T /kit 2t08'C
PRD-03706 10 TUNS 12 months -1510-35°C Plasma and
Serum
PRD-03707 10 calibrators -15to-35°C
Haologie Ine Hev




-

Product Name
R el

Anticipated

Manufacturer Product
o ot 2 Refe: detail ) 5 i, 5 § Recommended e Eligibili
Ca ( caliberators) Fesite detx Sensitivity. Specificity 2 type (s'::l::::‘] storage t ure | OV type 5 WHO WGHTF:IIIIMGI
e
Aptima HCV Quant Dx Assay 10210 Genetic Center | Quantitative &
N/A
Box / NA Drive Qualitative GHEF S FDA)
San Diego, CA 92121 RNA
PRD-05490 instrument NA NA
05 200 881 001 COBAS® z 480 instrument N/A N/A N/A N/A N/A N/A
05 200 890 001 COBAS® x 480 instrument N/A N/A N/A N/A N/A N/A
Roche Diagnostics not intended for
GmbH f ROChe useasa screening
Molecular System, pres::\s‘ &:;. ﬂ:z.v e SET SRy
ce
, COBAS® Quantitative H1CV Branchburg, USA L ; EDTA Plasmal  blood or blood
06 979602190 Test for use with 4800 120 tests N/A N/A Qua]l;gt‘;mve 24 months 2°C - 8°C St products 2r
as a diagnostic test
to confirm the
presence of HBV
infection.
notintended for
use as a screening
Rchie i - test for the
che Diagnostics presence of HCV in
COBAS® HCV Test for use with 5 GmbH / Roche Bey. = T blood or blood
06997732190 5800/6800/8800 Systems 96 tests/kit N/A N/A Molecular System, Qua;;t:nve 24 months 2to 8°C EDTA Plasma Stoduslsir
Branchburg, USA as a diagnostic test
to confirm the
presence of HBV
infection,
WHO FQ
not intended for
use as a screening
socke b i test for the
oche Diagnostics presence of HCV in
COBAS® HCV Test for use with < GmbH / Roche H(.:V A o blood or blood
09040765190 5800/6800/8800 Systems 192 tests/kit N/A N/A Molecular System, Qua;;t::twe 24 months 210 8°C EDTA Plasma pradiels oF
Branchburg, USA as a diagnostic test
to confirm the
presence of HBV
infection,

N/A- NOT APPLICABLE

LISTOF DIAGNCSTIC TEST KITS FOR wY
Classed scconIng 10 the OF (A Pty
4 Sengre Aasay




Product Name S
Manufacturer Product N R ded C Eligibility

(Equip B detail Sensitivity “"s""'l"m."‘m

Catalogue number caliberators) ¢ ths) storage temperature Sty WHO or GHTF countries

LISTOF CMGNOSTIC TEST KITS FOR»v
cansded sccorseq o e OF GA Poicy
HV Sample Aviay.
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[Rapid Disgnostc Tests (DT

Manufacturer o Numberof e A Eligibility
I‘md\'lldmi“:ub!;hmm Product Name tests per kit Initial Sensitivity Final Specificity Manufucturer Analyte Specimen Type ) ‘omuments. WHO or GHTF countrics
tempernture
06FK30
AT = Abbott
Bioline HIV/Syphilis Duo HIV-100% HIV 99.5% i ¥ * o .. | Serum/Plasma/| 24 Months " s
06FK35 e o T oo L 25 oot it = Diagnostics Korea Inc. HIV/TP-antibodies S e For consumables refer to WHO Public Report WHO PQ
(formerly SD Bioline HIV/Syphilis Duo) Syphilis-87% Syphilis 99.5% (Gibeunge-gn Yongin.ss Koréa) Whole Blood 1to 30°C
06FK37
[20FRC25 25 T/kit
[20FRC30 - . . Ea A 30 T/kit - gt Premier Medical Corporation bl
[20FRC50 First Response® ““;::;"S_\ philis Combo Card 50 T/kit Sl.'nl:i.iil:c%% s %[Elagigﬁ% Private Limited HIV/TP-antibodies Se‘:,lll.l"[;l'f::;;:ggl/ 30[2’?2_';23 For consumables refer to WHO Public Report
120FRC60 60 T/kit YA 59/ VP (Sarigam, Gujarat, India) 4103
120FRC100 100T /kit
SD Biosensor Inc
ESERANIS pEn— - 2 (16, Deogyeong-daero, . N
N ™ 7 i & asma . g
o9HIV20D STANDARD Q’:_[&l‘\[/ Syphillis Comba 25 T/kit Sy H}{i\ Ii;—?;?:?i% S\[ill“l‘!ilig‘—;ig:,)ﬁ% 1556 beon-gil, Yeongtong-gu, | HIV/TP-antibodies sﬁ:ﬂ{ﬂﬁ:&” 2: l‘ol og:?:s For consumables refer to WHO Public Report WHO PQ
oYP 3 P Suwon-si, Gyeonggi-do 16690 i
Republic of Korea)
Abbott Diagnostics Medical HIV-
CPK-038 Determine Antenatal Care Panel 10T/kit See IFU See [FU Co., Ltd. Ab/Ag/HBsAg/Tp- | Serum/Plasma/ | 14 Months |y ooncumables refer to WHO Public Report WHO PQ
e Whole Blood 2 10 30°C
Japan antibodies
Serum/Plasma/ Further Products are available I‘rm_n :
on request on request on request on request on request on request HIV/TP-antibodies .e\ hol 1' 4 |on request | ERPD as RISK CATEGORY-3 / Non-Objection- ERPD
WVhole Bloo Letters are required for procurement
s s 2 : 2 5 g Serum/Plasma/ | 24 Months Prmhms.a.m"“.bk' frqm S "
06FKi0 Bioline Spyhilis 3.0 30 T/kit Abbott Diagnostics Korea TP-antibodies Whole Blood . °C ERPD as RISK CATEGORY-2 / Non-Objection- ERPD until 5 May 2026
MR 2to40 Letters are required for procurement

LIST OF DIAGNOSTIC TEST KITS FOR WY
s it accaeding bo he TF Ok Do
-

4751




Product Name ul;::u:::::ra Initial Sensitivity Finnl Specifieity Manufacturcr Annlyte Comments e
30
Abbott Diagnostics Medical
Determine Syphilis TP 100 100.00% 98.70% Co., Ltd. TP-antibodies For consumables refer to WHO Public Report WHO PQ
Japan
100
25 T/kit Premier Medical Corporation
First Response® Syphilis Anti-TP Card Test | 50 T/kit 99.60% 100.00% Private Limited TP-antibodies For consumables refer to WHO Public Report HOPQ
100T/kit (Sarigam, Gujarat, India)
on request
Further Products are available from
on request on request on request on request TP-antibodies ERPD as RISK CATEGORY-3 / Non-Objection- ERPD
Letters are required for procurement
on request

N/A- NOT APPLICABLE
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Mand e Numherof gs"f:';n'.':;; Etigibility
l’md:n :“-':Ionne Product Name s Initial Final Manufacturer Analyte Specimen Type "_,;m”_ Comments Wlll)or.(ilmmulm-iu
7 termperature
RPR
BD Macro-Vue™ RPR (Rapid Plasma Reagin) . s Becton, Dickinson and . e i il B : " . A .

275005 . ] ; as continued by monufocturer from April

275005 18 mm Circle Card Test 500t /kit see [FU see IFU Company, USA plasma reagin see [FU Discontinued by manufucturer from April GIITF (Health Canada, TGA)

275239 By Manm‘:;;:::tii{rzg:sl l%l:l;mn Reagin) 1501/kit see [FU see [FL Bt D'C"'“‘."!‘ 4ot plasma reagin see [FU Diseontinued by manufucturer from Apri GIHTF (Health Canada, TGA)

Further Produ lable from
On request On request On request On request On request On request On request On request | Onrequest | FIPDas RISK CAY =13/ Non-Objection- ERPD
' Letters are nequired for procurement
VDRL
removed removed removed removed removed removed removed removed removed removed removed
TPHA / TPPA
rentoved removed removed removed removed removed removed removed removed removed removed
ELISA /EIA / LIA
removed removed removed removed removed removed removed removed removed removed removed
N/A- NOT APPLICABLE

Lt Cr DUGHOS T Heat PRI
L 4t

-\
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specimens)

Anticipated Shelf
Manufacturer ber of v life
Product Catalogue Product Name mber of tests | i) Sensitivity Finnl Specificity Manufacturer Analyte (months)/ Comments
number il Storage
temperature
07PG022 2X 100
Serum or plasma specimens;
07P6032 2% 600 Note: The Alinity i Syphilis TP a is intended to be used
99.94% (blood donor L asanaid in
inity i Svohilis TP Rea o ey specu_-nens) : Abbott lrclnn(_! Diagnostics Division, antibodi > the diagnosis of Syphilis infect asa screening test o SHTF (TGA
Alinity i Syphilis TP Reagent Kit 100% 100% (diagnostic Sligo, Irland antibodies to TP 1_.; rIno;:(hs Bravent GHTF (TGA)
specimens) Fwok t ission of Trepon pallidum to 1 of blood,
blood
components, cells, tissue and organs.
08Do6-32 100
Serum or plasma specimens;
Note: The ARCHIT " Syphilis TP assay isa
ADG6AS e chemiluminescent microparticle i v (CMIA) for
08Do6-42 500 99.88% (blood donor the qualitative detection of antibodies to Treponema
speciment) pallidum (TP) in human serum and plasma, including
ARCHITECT Syphilis TP 99% apeqi .| Abbott GmbH, Wiesbaden, Germany antibodies to TP 13 months specimens collected post-mortem (non-heart-beating). The GHTF (TGA. Health Canada)
99.76% (diagnostic g
750, AUBAE N0 210 8°C ARCHITECT Svphilis TP assay is intended to be used as an
NE

aid in the diagnosis of Svph

infection and as a screening
test to prevent Ili

of Trepon pallidum to
recipients of blood, blood
components, cells, tissue and organs.

N/A- NOT APPLICABLE

ST OF DAGROSTIE TEST KIS FOR 1Y
cinvuten scusrdeq s e GF GA By
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List of COIM Diagnostic tests
(included to support Global Fund Policy for Co-Infections and Co-Morbidities)

NOTE: The particular requirements from section 10
requirements of section 8 should be met. An

of the Global Fund QA Policy of Quality Assurance Policy for Medical Devices (including In-Vitro Diagnostics) and core Personal Protectiv
additional assessment by WHO PQ or the ERP-D provides increased assurance on meeting the needs of low-ressource settings.

e Equipment do not apply for these products. However, the

Shelf life
Manufacturer ;
" _ ¢ Number of e 2 X i Vi : (months)/ i : Eligibitity
pmd.::l: r::;.‘;:-h;"un Product Name s e i Initinl Sensitivity Final Specificity Manufacturer Analyte Specimen Type Eri Comments WO T e A
temperature

Human Papilloma Virus

The particular requirements from section 10 of the Global Fund QA Policy of Quality Assurance Policy for ¥

ledical Devices (including In-Vitro Diagnostics) and core Personal Protective Equipment do not apply for these products. However, the requirements of section 8 should be met.

Cryptococcal Antigen

The particular requirements from section 10 of the Glabal Fund QA Policy of Quality Assurance Policy for Medical Devices (including In-Vitro Diagnostics) and core Personal Protective Equipment do not

apply for these products. However, the requirements of section 8 should be met.

5151




