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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 Diagnostic Products (http://www.theglobalfund.org/en/procurement/policy ), in force since 1st March 2011, Grant Funds may only be used to procure HIV RDTs if they have been:
Criterion 1- prequalified by the WHO Prequalification of In Vitro Diagnostics Programme, or
Criterion 2- authorized for use by one of the Regulatory Authorities of the Founding Members of GHTF when stringently assessed (high risk classification),
Criterion 3- acceptable for procurement using Grant Funds, as determined by the Global Fund, based on the advice of the WHO Expert Review Panel
Categories falling under Criterion-1 and -3
In-Vitro Diagnostic Products with respect to HIV, tuberculosis and malaria and to hepatitis B, hepatitis C and syphilis co-infections, as well as IVDs providing information that is critical for patient treatment of these diseases, such as testing for G6PD deficiency

Categories falling under Criterion-2
All under Criterion-1 excluding HIV Self Testing

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

Diagnostics Programme, Regulatory Authoritities of GHTF founding members 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.
The list is adapted from the hsts posted in the followmg websites:

The list is updated regula-rly bélsed on evidence received by the Global Fund.

Shelf life
Manufacturer q..a8
Product Catalogue Product Name tﬁ:t?;::l?ii Initial Sensitivity Final Specificity Manufacturer Analyte Specimen Type (l;tot) l:‘:':;se)/ Comments WHO ofggll-l'll)‘;‘hguntries
number temperature
Discrimination Safetv] ts. alcohol swab .
ABON™ HIV 1/2/0 Tri-Line Human ABON Biopharm between alety ‘ancets, alcohol swabs, specimen
* Immunodeficiency Virus Rapid Test o 100.00% 0% (Hangzhou) Co. Ltd HIV-1and Serum/Plasma/ 24 months | droppers(for fingerstick whole blood), 2 chase WHO P
THI-T402WG Y. p 4 I 99.70% & e 210 30°C | buffers, specimen dropper for serum/plasma,
Device Hangzhou, PR China HIV-2 Whole Blood whole blood
antibodies
Discrimination If whole blood: lancets
[HI-T. WA* ABON™ HIV 1/2/0 Tri-Line Human ABON Biopharm between 24 months alcohol swabs. and hep.arinize d,capillary
1402 Immunodeficiency Virus Rapid Test 40 100.00% 99.70% (Hangzhou) Co. Ltd. HIV-1and Serum/Plasma/ 4t oC tubes with 50 u’L mark line and dispensin WHO PQ
(previously IHI- Device Hangzhou, PR China HIV-2 Whole Blood | 2%3° bulb P 8
T402W) antibodies )
% If whole blood: lancets,
7D2342 20 alcohol swabs, chase buffer
. Alere Medical Co. Ltd HIV 1/2 antibodies |Serum/Plasma/| 18 months (7D2243),EDTA capillary
™ = [0 [0 J s
Alere Determine™ HIV-1/2 100% 99-40% Matsudo, Japan combined detection | Whole Blood 2 t0 30°C tubes (7D2227).
* 100 serum/plasma: requires
7D2343 precision pipette plus tips.
WHO P
3% Kit of 10 cards of 10 tests, 1 bottle of chase
D2 SET buffer, 100 capillary tubes & 100 blood lancets
7P2343 Alere Determine™ HIV-1/2 SET 100 100% 8.04% Alere Medical Co. Ltd, HIV 1/2 antibodies |Serum/Plasma/| 18 months prary
« ° 98.94% Matsudo, Japan combined detection | Whole Blood | 2to30°C Kit of 10 cards of 10 tests, 1 bottle of chase
buffer, 100 capillary tubes & 100 blood lancets
7D2343SETS (safety)
Discriminati If whole blood: lancets,
7D2846 20 b etl\i:: elzﬁl}_rll?\; (1)72 alcohol swabs, chase buffer
Alere Medical Co. Ltd o : Serum/Plasma/| 18 months (7D2243),EDTA capillary
0, 0, t ’
Alere HIV Combo 100% 99.72% Matsudo, Japan E(iinttlb(ifiles co&n}lﬁr\}ed Whole Blood 210 30°C tubes (7D2227). GHTF (CE mark)
etection an - If serum/plasma: requires
7D2847 100 p24 antigen precision pipette plus tips.
st e If whole blood: lancets,
tl))el::;el?nllll_?gf il /2 alcohol swabs, chase buffer
Alere Medical Co. Ltd o e . Serum/Plasma/ |18 months (7D2243),EDTA capillary
0, 0, 3
7D2842 Alere HIV Combo 20 100% 99.40% Matsudo, Japan gntlqules c%n;?rl{,led Whole Blood |2 to 30°C tubes (7D2222). WHO PQ
etectlop an 1- If serum/plasma: requires
P24 antigen precision pipette plus tips.
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https://www.who.int/diagnostics_laboratory/evaluations/170317_pq_pr_0141_051_00_amended_final.pdf?ua=1
http://www.who.int/diagnostics_laboratory/evaluations/170317_pq_pr_0141_051_00_amended_final.pdf?ua=1
http://www.who.int/diagnostics_laboratory/evaluations/pq-list/hiv-rdts/160712_final_public_report_0243_013_00_v3.pdf?ua=1
http://www.who.int/diagnostics_laboratory/evaluations/111125_0033_013_00_public_report_final.pdf

peanufacturer Product N Numberof | [ .0 Final Shecifici Manuf Anal Svec (fx}::xllft::g/ c " Eligibility
oduct :t ogue oduct Name tests per kit nitial Sensitivity n: pecificity anufacturer lyte pecimen Type Storage ommen WHO or GHTF countries
number temperature
] If whole blood: lancets
Discrimination ’
kY2 Alere HIV Combo 100 100% 0% Alere Medical Co. Ltd, Eﬁ%ﬁﬁg%;{;ne d Serum/Plasma/ |18 months a%;%lzc;l:;?ggfxiizlﬁ?g;r WHO P
7D2843 ° 99.407% Matsudo, Japan a . d HIV Whole Blood |2 to 30°C tubes (7D2222). WHO PQ
eteCUOP an 1- If serum/plasma: requires
P24 antigen precision pipette plus tips.
Discrimination
. between HIV 1/2 .
¥ Alere Medical Co. Ltd, O - Serum/Plasma/ |18 months Kit of 10 cards of 10 tests, 1 bottle of chase
7D2843SET Alere HIV Combo SET 100 100% 99-40% Matsudo, Japan gggégifsalcﬁr?&nf Whole Blood |2 to 30°C buffer, 100 capillary tubes & 100 blood lancets WHO PQ
p24 antigen
1 Whole Blood,
THIVo2 Toyo Anti-HIV 1/2 100% 100.00% Turk Lab HIV 1/2 antibodies | " o 4-30°C GHTF (CE mark)
Turkey combined detection
Plasma
If whole blood: lancets,
R-401-50-C-2, alcohol swabs, chase buffer, EDTA capillary
KH-R-02, A- Diagnostic kit for HIV (1+2) antibody o 100% 100.00% Shanghai Kehua Bio- HIV 1/2 antibodies |Serum/Plasma/| 18 months tubes. WHO PQ
* (colloidal gold) V2 5 ? At engineering Co., Ltd combined detection | Whole Blood | 4to30°C | Ifserum/plasma: requires, blood collection
GOLD-01 tubes
precision pipette plus tips.
. g Whole Blood
"DIAQUICK" o o Dialab GmbH, HIV 1/2 antibodies > | 24 months
209742CE HIV 1&2 Ab Cassette 30 100% 100% Austria combined detection Sf;f;lsﬁlgr 2 to0 30°C GHTF (CE mark)
99.8% HIV-1 LanceF, sterile gauze, antisept.ic wipes
(fingerstick whole 1 .Blohazard disposal container
blood) 99.9% HIV- Serum/Plasma/ For venipuncture whole blood collection and
1 (venous whole Venous whole serum/plasma specimens:
% blood. serum 99.9% (serum/plasma, Chembio Diagnostic HIV 1/2 antibodies blood/ 24 months Venipuncture apparatus and blood collection
_ _ DPP HIV 1/2 Assay 20 > y whole blood, oral . . Fingerstick o tubes WHO PQ
65-9506-0 plasma) 98.9% fluid) Systems,Medford, USA combined detection Whole 21030°C | precision pipette capable of delivering suL of
HIV-1 (oral fluid) Blood/Oral sample (with disposable tips) may be used in
100% HIV-2 Fluid lieu of the disposable 5uL sample loop
(serum/plasma, supplied with the kit (for other than fingerstick
blood, oral fluid) whole blood specimens)
Discrimination
. . . between
X% . . e o o Premier Medical Corporation, : Serum/Plasma/| 23 months If whole blood: lancets,
To5FRCO5 First Response™ HIV 1-2-0 Card Test 5 100% 99.39% Nani Daman, India HI}Y 1\17 _a2nd Whole Blood | 4 to 30°C alcohol swabs. WHO PQ
Antibodies
Discrimination
. . . between
- Premier Medical Corporation Serum/Plasma/| 24 months If whole blood: lancets,
™ _o_ v 0, 4 -
Io5FRC25 CE First Response™ HIV 1-2-0 Card Test 25 100% 99.39% Nani Daman, India HI}Y 1\17 _a2nd Whole Blood 410 30°C alcohol swabs. GHTF (CE mark)
Antibodies
Discrimination
. . . between
X . ™ e o o Premier Medical Corporation, ) Serum/Plasma/| 23 months If whole blood: lancets,
To5FRC30 First Response™ HIV 1-2-0 Card Test 30 100% 99.39% Nani Daman, India HI}\II I\lf _a2nd Whole Blood 410 30°C alcohol swabs. WHO P
Antibodies
Discrimination
. . . between
. Premier Medical Corporation Serum/Plasma/| 24 months If whole blood: lancets,
™ _o_ [0 0, 4 _
IosFRC30 CE First Response™ HIV 1-2-0 Card Test 30 100% 99.39% Nani Daman, India HI}\II I\l] -aznd Whole Blood 410 30°C alcohol swabs. GHTF (CE mark)
Antibodies
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http://www.who.int/diagnostics_laboratory/evaluations/pq-list/hiv-rdts/160712_final_public_report_0243_013_00_v3.pdf?ua=1
http://www.who.int/diagnostics_laboratory/evaluations/pq-list/hiv-rdts/160712_final_public_report_0243_013_00_v3.pdf?ua=1
http://www.who.int/diagnostics_laboratory/evaluations/pq-list/hiv-rdts/160606PQPR_0053-006-00_DPPHIV_v2.pdf?ua=1
http://www.who.int/diagnostics_laboratory/evaluations/pq-list/hiv-rdts/160715_final_public_report_0018_010_00.pdf?ua=1
http://www.who.int/diagnostics_laboratory/evaluations/pq-list/hiv-rdts/160715_final_public_report_0018_010_00.pdf?ua=1

Product Catalog Product N Number of | 1) Sensitivi Final Specifici Manufactur Anal Speci (f‘}‘l:‘lf‘:‘lg/ Comments Eligibility
odu ; ogue odu ame tests per kit nitial Sensitivity nal Specificity anufa er yte pecimen Type Storage WHO or GHTF countries
number temperature
Discrimination
¥ First R ™ IV Card Test 6 % % Premier Medical Corporation, I_})Iei’tween d Serum/Plasma/| 24 months If whole blood: lancets, WHO P
Io5FRC60 1rst Response 1-2-0 Lard 1es 0 10076 99-397 Nani Daman, India HI_\II a2n Whole Blood | 4 to30°C alcohol swabs. WHO PQ
Antibodies
Discrimination
X% First R ™ HIV Card Test % % Premier Medical Corporation, }E)I(;tween d Serum/Plasma/| 24 months If whole blood: lancets, WHO P
Io5FRC100 1rst Response 1-2-0 Lard 1es 100 100% 99-397 Nani Daman, India HI_\17 a2n Whole Blood | 4to 30°C alcohol swabs. WHO PQ
Antibodies
72330 50
with support materials:
- Bio-Rad Laboratories, Marnes Serum/Plasma/ diluent and disposable pipettes
72327 . o o La Coquette France HIV 1/2 antibodies | Venousand | 18 months
Genie Fast HIV 1/2 100% 99-00% and (group M and O) |Capillary Whole| 2 to 30°C WHO P
Steenvoorde, France Blood
with support materials:
3% diluent, disposable pipette, microsafes,
72347 25 lancets,
alcohol swabs
002P Hexagon HIV o 100% 0% Biilﬁ?;?c;}?lieél;ﬁzfrg:éca HIV 1/2 antibodies ngl}srgloid’ 210 8°C GHTF (CE mark)
57 80 4 ? 99-907% mbH combined detection ° 0
plasma
Germany
004P Hexagon HIV 100 100% 0% Biilﬁ?;?c;}?lieél;ﬁzfrg:éca HIV 1/2 antibodies ngl}srgloid’ 210 8°C GHTF (CE mark)
57004 80 ? 99-907% mbH combined detection ° 0
plasma
Germany
If whole blood: lancets,
C . . . . lcohol swabs.
% : R o o Chembio Diagnostic HIV 1/2 antibodies |Serum/Plasma/| 24 months If alt a + dure: " WHO PQ
HIV303 HIV 1/2 STAT-PAK Dipstick 30 100% 99-70% Systems,Medford, USA combined detection | Whole Blood 8 to 30°C Orgere gggglgrtzclfesu ;zar{[lllllse
rack.
If whole blood: lancets,
% . ™ o o Chembio Diagnostic HIV 1/2 antibodies |Serum/Plasma/| 24 months alcohol swabs. WHO PQ
HIVio1 HIV 1/2 STAT-PAK 20 99-:30% 100% Systems,Medford, USA combined detection | Whole Blood | 8to 30°C HIV Test Kit Cfin;t)liols (HIV104) GHTF (FDA, PMA)
avallaple.
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http://www.who.int/diagnostics_laboratory/evaluations/pq-list/hiv-rdts/160715_final_public_report_0018_010_00.pdf?ua=1
http://www.who.int/diagnostics_laboratory/evaluations/pq-list/hiv-rdts/160715_final_public_report_0018_010_00.pdf?ua=1
https://www.who.int/diagnostics_laboratory/evaluations/111125_0008_006_00_public_report_final.pdf?ua=1
https://www.who.int/diagnostics_laboratory/evaluations/111125_0008_006_00_public_report_final.pdf?ua=1
https://www.who.int/diagnostics_laboratory/evaluations/120116_0007_006_00_public_report_final_v1.pdf?ua=1
https://www.who.int/diagnostics_laboratory/evaluations/120116_0007_006_00_public_report_final_v1.pdf?ua=1
http://www.who.int/diagnostics_laboratory/evaluations/pq-list/hiv-rdts/171222_final_pq_report_0153_031_00_v3.pdf?ua=1

Product Catalog Product N Number of | 1) Sensitivi Final Specifici Manufactur Anal Speci (f‘}‘l‘f‘]‘f‘:‘lg/ Comments Eligibility
rodu ; ogue oduct Name tests per kit nitial Sensitivity nal Specificity anufa er yte pecimen Type Storage WHO or GHTF countries
number temperature
*
90-1010 24 24 T/kit; 24
X T/kit with support
24 . . . . . materials; 48 T/Kkit;
90-1013 : . . o o BioLytical Laboratories, HIV 1/2 antibodies |Serum/Plasma/| 15 months S
B2 INSTI HIV-1/2 Antibody Test Kit 48 100% 99.70% Richmond, Canada combined detection | Whole Blood | 15to 30 °C sugg :r{l;taﬁf,lilals WHO P
90-1021 If 90-1010, 90-1021: lancets,
S 3 alcohol swabs, precision
90-1022 4 pipette plus tips.
100% HIV-1 12 Months
(serum) Bio-Rad Laboratories, Marnes C 210 8°C Disposable glass or polypropylene test tubes
100% HIV-1 9% serum La Coquette. France Discrimination orroom |(not polystyrene) for diluttions, e.g. 12 x 75mm
25228 Multispot HIV-1/HIV-2 Rapid Test 50 1° 99'9?1,/‘) ) ! 4 between HIV-1 and | Serum/Plasma |temperature tubes GHTF (FDA, PMA)
(plasma) 99-917 plasma an HIV-2 antibodies (20-30°C) Test tube racks
% HIV-2 Steenvoorde, France i i
( 100 o/ . ) s forup to 3 Biohazard waste containers
serum/plasma
months
Detect antibodies
specific to HIV-1
gp120, HIV-1gp41, Additional devices which are necessary for
HIV-1p24 (also performing the test are:
. . . . react with HIV-2) - lancets (skin prick to gain the patients
43030-020 Multisure HIV Rapid Test 20 100% 99.12% MP Blomgfhcals Asia Pacific and HIV-2 gp36 S%I\',uhml/ Pllg?sngl/ 24tm0é1 E,IES sample) GHTF (CE mark)
1ngapore antigens in human ole bloo 2102 - alcohol swaps (disinfection of the pricking
serum, plasma, position)
finger pricked whole O timer
blood or whole
hland with anti-
InTec PRODUCTS, INC.
§ . o o 332 Xinguang Road, Xinyang | HIV 1/2 antibodies |Serum/Plasma/| 24 months A ies: plastic d iopett
ITP02121-TC40 ONE STEP Anti-HIV(1&2 ) Test 40 99.8% 99.23% Ind. Area, Haicang, Xiamen, | combined detection | Whole Blood | 2to 30 °C ccessories: plastic dropper (pippette) GHTF (CE mark)
361022, P.R. China
Serum/Plasma/| 24 months | Accessories: plastic dropper (pippette), safety
ITPo2122-TC40 40 InTec PRODUCTS, INC. o GHTF (CE mark)
ONE STEP Anti-HIV(1&2 ) Test 99.8% 99.23% 332 Xinguang Road, Xinyang | HIV 1/2 antibodies | Whole Blood | 21030 °C fancets, alcohol swabs
= . (] . . . . .
ITP TC Ind. Area, Haicang, Xlamen, combined detection Serum/Plasma/| 24 months | Accessories: plastic dropper (pippette), safety GHTF (CE 1)
02122-TC10 10 361022, P.R. China Whole Blood | 2to30°C lancets, alcohol swabs mar
W006-CaP2 5 Guangzhou Wopdfo Biotech Serum/Plasma/| 24 months |Buffer solution included: 1 bottle x 5mL/bottle
4 Wondfo® One Step HIV1/2 Whole > (?0- Ltd,_ 8 Lizhishan Rpad_, HIV 1/2 antibodies Whole Blood | 2to30°C Accessories: not included
Blood/Serum/Plasma Test Science City, Luogang District, combined detection Buffer solution included: 2 bottles x WHO PQ
Guangzhou, 510663, P.R. Serum/Plasma/| 24 months
Wo006-C4P2-F 40 i > Whole Blood t oC smL/bottle
China ol€ bloo 21030 Accessories: not included
*
5X4-0010 100 If whole blood: lancets,
alcohol swabs, additional
> specimen loops (004-001).
5X4-0012 500 OraSure Technologies |y /5 antibodies Semvr\lr/hl;lﬁesma/ o months
OraQuick® HIV-1/2 - Rapid Antibody Test 100% 99.20% Bethlehem, USA . . 3 o WHO PQ
. . combined detection | Blood/Oral 210 30°C )
¥ 100 (manufactured in Thailand) Fluid If whole blood: lancets,
5X4-0014 alcohol swabs, additional
specimen loops (004-001).
kY2 Consult WHO PQ Public Report for country
5X4-0015 500 specific labelling.
1001-0079 25 Serum,/Plasma/ If whole blood: lancets
OraQuick® ADVAN CE Rapid HIV-1/2 99.3%" 99.8%* OraSure Technologies HIV 1‘/ 2 antlbod}es Whole 30 monzhs alcohol swabs, additional GHTF (FDA, PMA)
Antibody Test Bethlehem, USA combined detection | Blood/Oral 2 to 30°C .
/ specimen loops (004-001).
1001-0078 100 Fluid*
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http://www.who.int/entity/diagnostics_laboratory/evaluations/160408_final_public_report_0159_055_00_v7.pdf?ua=1
https://www.who.int/diagnostics_laboratory/evaluations/130829_0002-002-00_public_report_final_v1.pdf
https://www.who.int/diagnostics_laboratory/evaluations/pq-list/hiv-rdts/181129_final_pqpr_0357_004_00_rdt.pdf?ua=1

T T Number of (ﬂ’:ft:fg/ Eligibility
PrOdl::t C;ta;logue Product Name tests per kit Initial Sensitivity Final Specificity Manufacturer Analyte Specimen Type Storage Comments WHO or GETF countries
umbe; temperature
% 10T /kit
w i
WJ-1810 /accesso
€s
+* Rapid Test for Antibody to . Do 1 - Serum/
i . 10T/kit B Biol 1 HIV 1/2 1 h
WJ-1810E HumanImmunodeficiency Virus (HIV) / 100% 98.48% eyingWantai lo’ogica v ./ antlbod}es Plasma/ Whole 8 monto S WHO PQ
. . Pharmacy Enterprise Co. combined detection 2to 30 °C
S (Colloidal Gold Device) 25T /kit Blood
WJ-1850 5
% .
T/ki
WJ-1850E 50T/kit
. . Discrimination .
- Standard Diagnostics Serum/Plasma/| 24 months | Safety lancets, alcohol swabs,capillary tube, WHO P
03FK1 * SD Bioline HIV-1/2 3.0 25 99-80% 99-90% (Giheung- leOil gin-silK(’)rea) between HIV1 and VI\'fuhol/e Blood/ 14 to 30°C v chase bl:;fer P WHOEQ
3kk17 §-8U, Yongin-s, HIV-2 antibodies
03FK16 * 25 Discrimination If whole blood: lancets,
- Standard Diagnostics Serum/Plasma/| 24 months Icohol . WHO P
SD Bioline HIV-1/2 3.0 99.80% 99.90% . r¢ D1agnostcs, between HIV1 and rum/ /] 24 o a C(.) ol swabs . WHO PQ
% (Giheung-gu,Yongin-si, Korea) HIV-2 antibodi Whole Blood 1to 30°C If 03FK10: lancets, capillary
30 -2 antibodies pipettes, alcohol swabs.
03FKi10
Lancet, sterile gauze, antiseptic wipes
Biohazard disposal container
99.8% Serum/Plasma/ For venipuncture whole blood collection and WHO P
% SURE CHECK® HIV 1/2 ASSAY 25 (serum/plasma) 99.9% Chembio Diagnostic HIV 1/2 antibodies | Venous and | 24 months serum/plasma specimens: WHO PQ
HIV201 100% HIV-2 (serum/plasma) Systems,Medford, USA combined detection |Capillary Whole| 8 to 30°C | Venipuncture apparatus and blood collection
tubes GHTF (FDA, PMA)
(serum/plasma) Blood o o
Precision pipette capable of delivering 2.5uL of
specimen with disposable tips
1206502 If whole blood: lancets,
+ alcohol swabs.
1206502N+ 20 Test Devices,
20 .
1 vial Wash Reagent (2
*® Trinity Biotech Manufacturin; mD) and 20
1206502E UniGold HIV 0.80% 9.90% Ltd 8| HIV 1/2 antibodies |Serum/Plasma/| 20 months Disposable Pipettes WHO PO
99.60% 99-907% ’ combined detection | Whole Blood 2 to 27°C If whole blood: lancets,
Bray, Ireland
1206502N-100 alcohol swabs.
*% 100 100 Test Devices,
5 vials Wash Reagent (2
ml) and 100
Disposable Pipettes
% KIA o o bioMérieux SA HIV 1/2 antibody |Serum/Plasma/| 21 months If whole blood: lancets,
31112 VIKIA HIV 1/2 25 99-40% 99-90% Marcy L’Etoile, France combined detection | Whole Blood | 4 to30°C alcohol swabs. WHO P
N/A-NOT APPLICABLE
Disclaimer:The Global Fund does not endorse or warrant the fitness of any product on the List for a particular purpose. In addition, the Global Fund assumes no responsibility for any misstatement or omission from the list and directs Principal Recipients of Global Fund grants to conduct their own independent confirmation that the information on a given product on the list is accurate before
relying on it to make a purchase order for that product, and to ensure that any purchase is in compliance with all the requirements of the Global Fund’s quality assurance policy. The Global Fund does not warrant or represent that the products listed have obtained regulatory approval for use in any particular country of the world, or that their use is otherwise in accordance with the national laws and
regulations of any country, including, but not limited to, intellectual property laws. The Global Fund disclaims any and all liability and responsibility for any injury, death, damage or loss of any kind whatsoever that may arise as a result of, or in connection with the procurement, distribution and use of any product included in the list.
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http://www.who.int/diagnostics_laboratory/evaluations/160218_final_public_report_pqdx_0005_005_00_colloidal_gold.pdf?ua=1
http://www.who.int/diagnostics_laboratory/evaluations/160218_final_public_report_pqdx_0005_005_00_colloidal_gold.pdf?ua=1
http://www.who.int/diagnostics_laboratory/evaluations/141208_final_report_sure_check_hiv_1_2_assay.pdf
http://www.who.int/diagnostics_laboratory/evaluations/141208_final_report_sure_check_hiv_1_2_assay.pdf
http://www.who.int/diagnostics_laboratory/evaluations/141208_final_report_sure_check_hiv_1_2_assay.pdf
http://www.who.int/diagnostics_laboratory/evaluations/131212_0150_016_00_public_report_final_v1.pdf
http://www.who.int/diagnostics_laboratory/evaluations/160218_final_public_report_pqdx_0005_005_00_colloidal_gold.pdf?ua=1
http://www.who.int/diagnostics_laboratory/evaluations/130528_0027_012_00_public_report_final_v2.pdf
http://www.who.int/diagnostics_laboratory/evaluations/130528_0027_012_00_public_report_final_v2.pdf
https://www.who.int/diagnostics_laboratory/evaluations/pq-list/hiv-rdts/181218_amended_final_pqpr_0149_052_00.pdf?ua=1
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SIS Number of (f;loexllt;]l::; Eligibility
Prodllxslt n(:{a)::logue Product Name tests per kit Initial Sensitivity Final Specificity Manufacturer Analyte Specimen Type Storage Comments WHO or GHTF countries
temperature
ARST-001 Atomo HIV Self-Test 1 on request on request Atomo Diagnostics Pty Ltd, | HIV 1/2 antibodies Whole Blood Shreelf Eizton ERPD as RISK CATEGORY-2 / Non-Objection- ERPD until 28th November 2019
! ! Leichhardt, Australia combined detection 5 tc?go" C Letters are required for procurement
* WHO PQ
90-1071 BioLytical Laboratories HIV 1/2 antibodies 15 Months hitps://www.who.int/diagnostics_labora
INSTI HIV Self Test 1 99.80% 99.50% RiZflmon d. Canada ’ combifl od detection ‘Whole Blood 25 t0 20°C tory/evaluations/pq-
’ 3 list/181130_pqdx_0002_002_01_pqpr_
insti_self_test.pdf?ua=1
* o
5X4-1000 5
Community Version
Individual Test pouches are labeled 5X4-0004
WHO PQ
OraSure Technologies Inc g . : who.i i i
3% ) . . g N HIV 1/2 antibodies ) 30 Months https://www.who 1nt/(.11agnost1cs_labora
5X4-1001 OraQuick HIV Self-Test 250 99.02% 100.00% Bethlehem, USA combined detection Oral fluid 2 10 30°C tory/evaluations/pq-
(manufactured in Thailand) list/180622_amended_final_pqpr_0159
_055_01_hiv_self_test_v8.pdf?ua=1
5% 110 Pharmacy Version
5X4-2001 (placed in individual cartons)
HIV 1/2 antibodies Further Products are available from
On request On request 1 on request on request On request bined detecti Whole Blood | onrequest |ERPD as RISK CATEGORY-3 / Non-Objectiony on request
COIIDITIEICEICCHOTT Letters are required for procurement
N/A- NOT APPLICABLE
Disclaimer:The Global Fund does not endorse or warrant the fitness of any product on the List for a particular purpose. In addition, the Global Fund assumes no responsibility for any misstatement or omission from the list and directs Principal Recipients of Global Fund grants to conduct their own independent confirmation that the information on a given product on the list is accurate before
relying on it to make a purchase order for that product, and to ensure that any purchase is in compliance with all the requirements of the Global Fund’s quality assurance policy. The Global Fund does not warrant or represent that the products listed have obtained regulatory approval for use in any particular country of the world, or that their use is otherwise in accordance with the national laws
and regulations of any country, including, but not limited to, intellectual property laws. The Global Fund disclaims any and all liability and responsibility for any injury, death, damage or loss of any kind whatsoever that may arise as a result of, or in connection with the procurement, distribution and use of any product included in the list.
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Manufacturer S
Number of g 9rGq q " (months)/ Eligibility
Prodlrll(‘:ltlgzzilogue Product Name tests per kit Initial Sensitivity Final Specificity Manufacturer Analyte Format Storige Comments WHO or GHTF countries
temperature
Bio-Rad Laboratories,
Marnes La Coquette, Immuno WHO PQ
2460 Geenius HIV 1/2 Confirmatory 20 100% 100% France HIV1/2 Chromatograph| 18 months Serum, Plasma, Venous/capillary whole blood and
724 assay ° ° and antibodies ic Test/ 2t0 30°C specimenPrecision pipette (and disposable tips) GHTF (CE X
Bio-Rad Laboratories, Cassette Lancets and alcohol swab for fingerstick protocol (CE mark)
Steenvoorde, France
Bio-Rad
boulevard Raymond
1121 Genscreen™ HIV-1Ag 2 > Poincaréy HIV-1p24 antigen 18 months To confirm the GHTF (CE mark)
7 Confirmatory Assay ° p 8 2 t0 30°C presence of HIV-1 p24 antigen
92430 Marnes-la-
Coquette - France
Discriminati Line Immuno WHO PQ
1serimination Assay . http://www.who.int/diagnost
% Fuiirebio Europe N.V between / recombinant | 16 months Safety lancets, alcohol swabs, specimen droppers(for ics_laboratory/evaluations/1
8 INNO-LIA™ HIV I/II Score 20 N/A N/A Y Gh Bel pe NV, HIV-1 and . 3o fingerstick whole blood), 2 chase buffers, specimen 50508_final_report_innolia_h
0540 ent, Belgium HIV-2 prote1n§, 2 to dropper for serum/plasma, whole blood iv_score.pdf?ua=1
antibodies synthetic and
peptides GHTF (CE mark)
Discremination WHO PQ
11030-018 18 between HIV-1 Western Blot/ Not suitable for whole blood http://www.who.int/diagnostics_labora
MP Diagnostics HIV Blot 2.2 N/A N/A MP Biomedicals Asia and HIV-2 Viral Lysate, | 24 months Requires precision pipette tory/evaluations/160404_final_public_
J ) Pacific, Singapore tibodi synthetic 20 8°C plus tips and other report_0198_071_00_v2.pdf?ua=1
3% 6 antibodies peptides consumables. and
11030-036 3 GHTF (CE mark)
Bio-Rad Laboratories HIV-1 antibodies | Western Blot/ | 18 months | Precision pipette (and disposable tips), measuring
2251 NEW LAV BLOT I 18 N/A N/A . . L A GHTF (CE mark
7225 / / Steenvoorde, France Viral Lysate 210 8°C cylinders, distilled or deionised water ( )
. . Not suitable for whole blood
Bio-Rad Laboratories a o Western Blot/ | 18 months S . . .
72252 NEW LAV BLOT 11 18 N/A N/A St de. F HIV-2 antibodies Viral Lysat / to 8°C Precision pipette (and disposable tips), measuring GHTF (CE mark)
eenvoorae, rrance ral Lysate 210 cylinders, distilled or deionised water
Discremination | Line Immuno .
Bio-Rad Laboratories between HIV-1 assay/ 4 months Not suitable for whole blood
72253 Pepti-Lav 1-2 10 N/A N/A St do. F d HIV-2 S thyt' > t0 8°C Precision pipette (and disposable tips), measuring GHTF (CE mark)
eenvoorde, rrance an yn .e 1€ 0 cylinders, distilled or deionised water
peptides
N/A- NOT APPLICABLE
Disclaimer:The Global Fund does not endorse or warrant the fitness of any product on the List for a particular purpose. In addition, the Global Fund assumes no responsibility for any misstatement or omission from the list and directs Principal Recipients of Global Fund grants to conduct their own independent confirmation that the information on a given
product on the list is accurate before relying on it to make a purchase order for that product, and to ensure that any purchase is in compliance with all the requirements of the Global Fund’s quality assurance policy. The Global Fund does not warrant or represent that the products listed have obtained regulatory approval for use in any particular country of the
world, or that their use is otherwise in accordance with the national laws and regulations of any country, including, but not limited to, intellectual property laws. The Global Fund disclaims any and all liability and responsibility for any injury, death, damage or loss of any kind whatsoever that may arise as a result of, or in connection with the procurement,
distribution and use of any product included in the list.
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panufacturer Product N Number of tests | oo Final Specifici Manuf. Anal (ﬂff&ﬁ/ Comments Eligibility
'O l::mz;r ogue oduct Name per kit nitial ensntlv1ty 1mal Specl clty anufacturer a yte Storage WHO or GHTF IR
temperature
100% . . . . . . .
. o 99.96% (blood donor| Abbott Diagnostics, Wiesbaden, |HIV1/2 antibodies combined 3 months Serum and plasma specimen
7G 46 Abbott PRISM HIV Ag/Ab Combo Assay | upto 5000 ,,(B(l)lltd‘,l,vltehsé?tg specimens) Germany and HIV1-p24 antigen 2 to 8°C Activator concentrate, Activator diluent GHTF (TGA)
WI 6 * AiD anti-HIV 1+2 ELISA 96 100.00% 99.92% Beljing Wantai Blologlcal Pharmacy | HIV-1/2 antlbodl‘es and HIV- 2 to 8°C Serum or plasma WHO PQ
-439 Enterprise Co., Ltd. 1 p24 antigen http://www.who.int/diagnostics_laboratory/eval
uations/160218_final_public_report_pqdx_o00
6_005_00_aid_anti_hiv_1_2_elisa.pdf?ua=1
X . . o o Beijing Wantai Biological Pharmacy | HIV-1/2 antibodies and HIV- o
WI-43480 AiD anti-HIV 1+2 ELISA 480 100.00% 99.92% Enterprise Co., Ltd. 1 p24 antigen 210 8°C Serum or plasma GHTF (CE mark)
790000 96 100.00% 99.60%
apDia bvba, Raadsherenstraat 3, B- a1
. . HIV-1/2 antibodies and HIV{ 15 months
p .00% . (] 5 .
790001 apDia HIV Ab & Ag Elisa 196 100.00% 99.60% 2300 Turnhout / 5 o Serum or plasma GHTF (CE mark)
Belgium 1 p24 antigen 2to 8°C
790005 480 100.00% 99.60%
3000-1172 96 WHO PQ
PR -~ . . | http://www.who.int/diagnostics_laboratory/eva
Bioelisa HIV 1+2 Ag/Ab 100% 99.40% Biokit S.A. . HIV-1/2 antlbodl‘es and HIV 9 monEhs Human serum and plasma specimens luations/150302_final_report_biolisa_hiv_ag_a
Barcelona, Spain 1p24 antigen 210 8°C b_v3.pdfrua=t
3000-1173 480
bioMérieux SA a0
259851 Vironostika HIV Ag/Ab 192 100.00% 99.50% 69280 - Marcy-1’Etoile / France HIV-1/2 antlbodl.es and HIV- 2to 8°C Serum or plasma GHTF (CE mark)
1 p24 antigen
RCS LYON 673 620 399 p24 &
bioMérieux SA a0
259852 Vironostika HIV Ag/Ab 576 100.00% 99.50% 69280 - Marcy-1’Etoile / France HIV-1/2 antlbodl.es and HIV- 2to 8°C Serum or plasma GHTF (CE mark)
1 p24 antigen
RCS LYON 673 620 399 p24 &
1-1654 96/1 plate
RPC «Di tic Syst Ltd WaoPY
«Di1agnostic Systems», . . . - http://www.who.int/diagnostics_laboratory/eva
11652 DS-EIA-HIV-AGAB-SCREEN 192/2 plates 100% 99.60% Nizhny Novgorod HIV1/2 antibodies co_mblned 24 moPths Serum or plama specimen luations/150729_final_report_0106_038_00_e
-165 Russian Fedoration and HIV1-p24 antigen 2-8 °C i pdfuact
GHTF (CE mark)
1-1656 * 480/5 plates
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http://www.who.int/diagnostics_laboratory/evaluations/160218_final_public_report_pqdx_0006_005_00_aid_anti_hiv_1_2_elisa.pdf?ua=1CE%20Marked
http://www.who.int/diagnostics_laboratory/evaluations/160218_final_public_report_pqdx_0006_005_00_aid_anti_hiv_1_2_elisa.pdf?ua=1CE%20Marked
http://www.who.int/diagnostics_laboratory/evaluations/160218_final_public_report_pqdx_0006_005_00_aid_anti_hiv_1_2_elisa.pdf?ua=1CE%20Marked
http://www.who.int/diagnostics_laboratory/evaluations/160218_final_public_report_pqdx_0006_005_00_aid_anti_hiv_1_2_elisa.pdf?ua=1CE%20Marked
http://www.who.int/diagnostics_laboratory/evaluations/160218_final_public_report_pqdx_0006_005_00_aid_anti_hiv_1_2_elisa.pdf?ua=1CE%20Marked
http://www.who.int/diagnostics_laboratory/evaluations/160218_final_public_report_pqdx_0006_005_00_aid_anti_hiv_1_2_elisa.pdf?ua=1CE%20Marked

Shelf life

Manufacturer G -GLaE
Prodlllslt n(i{a)tea:‘logue Product Name Numll:ee:l(()it;tests Initial Sensitivity Final Specificity Manufacturer Analyte ('élt(:’ ';;l;?/ Comments WHO ofg%l’llj'llglctﬁuntries
temperature
Qualitative detection of HIV
* 96T/kit . p24 antigen and specific
OPKRo03, Enzygnost HIV Integral 4 960T/kit gilsn:liﬁi?seglr?dcjgfs antibodies to human 15 months ‘WHO PQ
OPKRos5, and Supplementary reagents kit for | 960T/kit (for 100% 99.80% 8 immunodeficiency viruses of . Human serum and plasma specimens https/ /www.who.int/ diagnosties laboratory/eval
OPKRO05(Q) higherth GmbH 1 . 2-8 °C uations/160324_final_public_report_0214_064
5(Q); Enzygnost®/TMB igherthroug Marbure. German type 1 and 2 (HIV-1 including _oo.pdf
OUVP17 hput) & Y HIV-1 subtype O virus and HIV/
2)
Bio-Rad Laboratories, Marnes La .
72278 96 Coquette, France o Serum and plasma specimen
GenScreen™ HIV 1/2 Version 2 100% 99.80% and H.IV (:1[ /2 zr.ltlb.()d}es . 18 monoths PFeCIsll)of[l pl%elt;e (la Itld tlpfl)’ EIA plate ;\{asher,lEIAtplate GHTF (CE mark, TGA)
Bio-Rad Laboratories combined or discrimination 2to 8°C incubator, plate reader, vacuum disposal system,
72279 480 SIS de. F ’ measuring cylinders, reagent troughs
eenvoorde, France
* 96 Not suitable for whole blood WHO PQ
72386 . . HIV 1/2 antibodies Requires EIA incubator, hitp://www.who.int/diagnost
GenScreen™ ULTRA HIV Ag-Ab 100% 99.20% Bio-Rad Labor;tr‘;rrﬁ’ Steenvoorde, | ., hined and HIV1- p24 15; ‘t’g‘}gs washer, reader, precision fosJaboratory/evalustons/s
X% 80 antigen pipette plus tips, deionised 00_public_report_final_v1.pd
72388 4 water. f
Bio-Rad months
71120 Genscreen™ HIV-1 Ag Assay 192 99.95% 3, boulevard Raymond Poincaré HIV1- p24 antigen 2 t0 8°C Human Serum, Plasma and Cell Culture Supernatant GHTF (CE mark)
92430 Marnes-la-Coquette - France
Serum and plasma specimen
For product code 26218 (960 tests): wash solution (25261)
26217 192 and stopping solution (25260) must be ordered separately.
100% (manual 99.87% (manual Biohazard disposal container
’ s . : . For venipuncture serum/plasma specimens:
GS HIV Combo Ag/Ab EIA m(;th];:)d)r me:;hoE(:i) i Bio-Rad Labor;torles, Steenvoorde, HII-\I71\17P24 algi)ge;. and 18 ?10811}(1:18 Venipuncture apparatus and blood collection tubes GHTF (FDA, PMA)
100% (Evolis 99-97% (Evolis rance 1/2 antibodies 210 Precision pipette (and tips), EIA plate washer, EIA plate
system) system) incubator, EIA plate reader, vacuum disposal system,
26218 960 measuring cylinders, reagent troughs, deionized or distilled
water. The GS HIV Combo Ag/Ab 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% O Di o bes S.rl bodi d b
HIV Ab & Ag Elisa DIA.PRO Diagnostic Bioprobes S.r.l. | HIV-1/2 antibo les an HIV4 15 mm})t S Serum or plasma GHTF (CE mark)
IVCOMB.CE Ttaly 1 p24 antigen 2to 8°C
’ 480 100.00% 99.50%
480
IVCOMB.CE 960 100.00% 99.50%
960
701375 1X96 100.00% 99.92%
703502 5X96 100.00% 99.92% ]
HIV 1&2 Ab, cut-off Dlai‘gsi?;bl{’ HIV-1/2 antibodies 1521?80012118 Serum or plasma GHTF (CE mark)
703503 6x96 100.00% 99.92%
209375 2x96 100.00% 99.92%
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http://www.who.int/diagnostics_laboratory/evaluations/160324_final_public_report_0214_064_00.pdf
http://www.who.int/diagnostics_laboratory/evaluations/160324_final_public_report_0214_064_00.pdf
http://www.who.int/diagnostics_laboratory/evaluations/160324_final_public_report_0214_064_00.pdf
http://www.who.int/diagnostics_laboratory/evaluations/160324_final_public_report_0214_064_00.pdf

Manufacturer
Product Catalogue
number

Product Name

Number of tests
per kit

Initial Sensitivity

Final Specificity

Manufacturer

Analyte

Shelf life

(months)/
Storage
temperature

Comments

Eligibility
‘WHO or GHTF countries

880007

880007s

HIV 1+2 Ab Elisa

96

480

100.00%

99.90%

Axiom GmbH
Am Jahnplatz 5
68642 Biirstadt

Germany

HIV 1/2 antibodies
combined

15 months
2to 8°C

Human serum and plasma specimens

GHTF (CE mark)

9E25-01

9E25-02

Murex HIV - 1.2.0

96

480

100%

99.91%

DiaSorin, Dartford, United Kingdon

HIV 1/2 Antibodies (IgG,
IgM, IgA)

12 months
2 to 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.

All 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) (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-
1p24 and HIV 1/2
Antibodies (IgG, IgM, IgA)

12 months
2 to 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
¢) Fully automated microplate processor.
All 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).

WHO PQ
http://www.who.int/diagnost
ics_laboratory/evaluations/1
50330_final_report_murex_h
iv_ag_ab.pdf?ua=1

GHTF (CE mark, TGA)

310260

LIAISON XL

200

100%

99.50%

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

HIV-1 p24 antigen and HIV-
1/2
antibodies

12 months
2to 8°C

serum or plasma specimens

GHTF (CE mark, TGA)
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Manufacturer

04880340190/ ProCell M
04880293190 /CleanCell M
03023141001 /PC/CC-Cups
03005712190 /ProbeWash
03004899190 /PreClean M

12102137001 /AssayTip/AssayCup Combimagazine
0302315000 /WasteLiner
03027651001/ SysClean Adapter
11298500316 /Elecsys SysClean

Shelf life
Prodllxslt n(i{a)tea:‘logue Product Name Nmn:::: l(()it;tests Initial Sensitivity Final Specificity Manufacturer Analyte (‘;t(:) ';;l;?/ Comments WHO ofgg’llj'll?ctymntries
temperature
80563 96 P24 core antigens of the
Fujirebio Europe N.V., Ghent human immunodeficiency human serum, plasma, or cell culture
INNOTEST HIV Ag mAb 100% 100.00% J Beler ’ virus type 1 T DS, 0 GHTF (CE mark)
elgum (HIV-1), HIV-1 group O, and P
80564 480 type 2 (HIV-2)
serum or plasma specimens;
. . . Note: The VITROS HIV Combo test is not intended for use
VITROS Immunodiagnostic Products Ortho-Clinical Diagnostics, Combined detection of HIV-| - shelflife on in screening blood or plasma donors. However, this assay
684 2781 100 100% 98.82% . . . 1p24 and HIV 1/2 request . . GHTF (CE, PMA)
HIV Combo Reagent Pack Bridgend, United Kingdom . X o can be used as a blood donor screening assay in urgent »
Antibodies 210 8°C situations where traditional licensed blood donor screening
tests are unavailable or their use is impractical.
Serum and plasma specimen
cobas e411
Catalogue No/ Description
11662988122 /ProCell
11662970122 /CleanCell
11930346122 /Elecsys SysWash
11933159001 /Adapter for SysClean
99.82% (blood donor 11706802001 /Elecsys 2010 AssayCup
specimens) ) ) ) ) 5 months 11706799001 /Elecsys 2010 AssayTip
5390095190 Roche Elecsys HIV Combi 100 100% 99.8% (diagnostic | o°he D‘agé‘gfrigi Mannheim, Hg&fﬁ;ﬁ;ﬁfg‘i:ﬁd 20 8°C 112%?)%2;’?‘;;% { E}sgff‘s izsoilea“ GHTF (CE mark, TGA)
specimens) y (Do not freeze) ’

N/A- NOT APPLICABLE

Disclaimer:The Global Fund does not endorse or warrant the fitness of any product on the List for a particular purpose. In addition, the Global Fund assumes no responsibility for any misstatement or omission from the list and directs Principal Recipients of Global Fund grants to conduct their own independent confirmation that the information on a given product on the list is accurate before relying on it to
make a purchase order for that product, and to ensure that any purchase is in compliance with all the requirements of the Global Fund’s quality assurance policy. The Global Fund does not warrant or represent that the products listed have obtained regulatory approval for use in any particular country of the world, or that their use is otherwise in accordance with the national laws and regulations of any
country, including, but not limited to, intellectual property laws. The Global Fund disclaims any and all liability and responsibility for any injury, death, damage or loss of any kind whatsoever that may arise as a result of, or in connection with the procurement, distribution and use of any product included in the list.
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(Test Kit)

BD Tritest CD3/CD4/CD45

LIST OF DIAGNOSTIC TEST KITS FOR HIV
classified according to the GF QA Policy
HIV-CD4
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Manufacturer Shelf life o
Product Catalogue Product Name Cell counting Number of tests per kit Manufacturer (months)/ Specimen type Comments WG of(;g}l’.;‘gunmes
number Storage temperature
Flow cytometry instrument B30166 N/A
1x1oml B25697 18 - 26°C/18M
Safety lancets,
alcohol swabs,
specimen
droppers(for
1x500ml B25608 fingerstick whole
B39101,B39102, B30166 total CD3+, Beckman Coulter bb}?"d)’ 2 chase
* CD3+CD4+,CD3+CD8+, . . ullers, specimen
B25697, CD3+CD4+/CD3+CD8+ (ratio . . Life Saenpes dro EI‘ for WHO PQ
B25698, B23536 Aquios CL fl. only) lymphocyte Miami, FL, USA (instrument bp Venous Whole N/A (PQ Public Report)

s 5 quilos ow cytometer percentages and absolute counts; site) and serum/ plasma, Blood / http://www.who.int/diagnostics_laboratory/evaluat
B23538, B23533, CD45+ absolute count; and CD45+ . whole blood ions/151109_final_report_0156-053-
B23534, B23535, Low SS (lymphocytes) percentage Hialeah, FL, U)SA (reagent 00_aquios_cl_flow_cytometer.pdf

and absolute count. site
B25700, B23502 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/12M
1x 0.9ml (50 tests) B23534 2 - 8°C/12M
2x 3ml B23535 2 - 8°C/270 days
2x 3ml B25700 2 - 8°C/270 days
50 plates/box B23502 N/A
. WHO PQ
BD FACSCount™ Instrument 337858: instrument .
*
337858 System with FACSCount™ Control Absolute CD4+, CD8+, system Becton, Dickinson and Company, BD 23 months (reagents) Venous Whole (PQ Public Repprt)
. . . . 24 months (control) N/A http://www.who.int/diagnost
(Instrument) Kit and BD FACSCount™ Reagent CD3+ Counts 340166: 25T /kit Biosciences, San Jose, USA 5 t0 8°C Blood ics_laboratory/evaluations/1
340166 (control kit) Kit 340167: 50T/kit 0 21115_0124_045_00_public_
340167 (Test Klt) report_v2_final.pdf
337858 * 0PQ
. WHO P
BD FACSCount™ Instrument 858: instrument .
Instrument 33765
( ) System with FACSCountTM Absolute and Percentage system Becton, Dickinson and Company, BD 15 months (reagents) Venous Whole (P,Q Public .Rep.ort)
340166 . CD4+ . Do 24 months (control) N/A http://www.who.int/diagnost
(control kit) Control Kit and BD Counts 340166: 25T /kit Biosciences, San Jose, USA 5 t0 8°C Blood ics_laboratory/evaluations/1
FACSC tTM CD4 R t Kit . i 21115_0133_045_00_public_
(%391:0123) oun 4 Reagen 339010 50T/ kit report_vi_final.pdf
es
BD FACSCount™ Instrument gg&‘ggSK
OonR " System with FACSCountTM Absolute CD4+ 0 ¢ Becton, Dickinson and Company, BD on request Venous Whole Non-Ob'ecti_osn{ ERPD until 20th J 202
n Reques Control Kit and BD Counts 0 reques Biosciences, San Jose, USA q Blood Letters arg required until 29th January 2020
FACSCountTM CD4/CD3 Reagent Kit for procurement
According model BD FACSCalibur™ / BD FACS Lyric / BD FACS Via ERPD as RISK
(Instrument) Instrument System as
According model with Abst()zlgte /Eg]l;i I/’gligentage OT/Kit with BD T nt tub Becton, Dickinson and Company, BD on request Whole venous %ﬁg?&oiﬁ;{ ERPD until oth December 201
(control kit) Control Kit 8/ 04/%D45 5 rucount tubes Biosciences, San Jose, USA q EDTA blood Jection until 9th Decembe 9
Counts Letters are required
342 444 and for procurement



http://www.who.int/diagnostics_laboratory/evaluations/151109_final_report_0156-053-00_aquios_cl_flow_cytometer.pdf
http://www.who.int/diagnostics_laboratory/evaluations/151109_final_report_0156-053-00_aquios_cl_flow_cytometer.pdf
http://www.who.int/diagnostics_laboratory/evaluations/151109_final_report_0156-053-00_aquios_cl_flow_cytometer.pdf
http://www.who.int/diagnostics_laboratory/evaluations/151109_final_report_0156-053-00_aquios_cl_flow_cytometer.pdf
http://www.who.int/diagnostics_laboratory/evaluations/151109_final_report_0156-053-00_aquios_cl_flow_cytometer.pdf

Manufacturer Shelf life bl
Product Catalogue Product Name Cell counting Number of tests per kit Manufacturer (months)/ Specimen type Comments WHO ofég%‘gunmes
number Storage temperature
According model BD FACSCalibur™ / BD FACS Lyric / BD FACS Via ERPD as RISK
I
Ac(igrst’;ﬁ;nrirgt)iel IlStI‘um“t:iI;}tl ystem Absolute and Percentage Becton, Dickinson and Company, BD Whole venous CATEGORY-2 /
. . CD4/CD8/CD3 50T/kit with BD Trucount tubes Jo ’ on request Non-Objection- ERPD until gth December 2019
(control kit) Control Kit Biosciences, San Jose, USA EDTA blood Lett ired
d Counts €rs are require
342445 . an for procurement
(Test Kit) BD Tritest CD4/CD8/CD3
A di del BD FACSCalibur™ / BD FACS Lyric / BD FACS Via /
c(‘;‘r’lrstﬁfn I:r:’t)e BD FACS Canto / BD FACS Canto II Instrument ERPD as RISK
According model System Absolute and Percentage Becton, Dickinson and Company, BD Whole venous CATEGORY-2 /
gl Ki with CD3/CD8/CD45/CD4 | 50T/kit with BD Trucount tubes B', . San J USA ’ on request EDTA blood Non-Objection- ERPD until gth December 2019
(control kit) Control Kit Counts iosciences, San Jose, 00 Letters are required
342447 and for procurement
Test Kit) .
( BD Multitest CD3/CD8/CD45/CD4
260300001/
260300003/
260300004 % 25 ((1:artridges/kit
’ and instrument;
260100025 and Alere Technologies GmbH, J ths f t Venous and A i (PQ Pwugg II)((tgport)
2603000011 PIMA CD4 Test Absolute CD4+ Counts ere Technologies GmbH, Jena, 12 months for reagents Capillary whole ccessories . ) Pu R
o 3 p://www.who.int/diagnostics_laboratory/evaluat
260300001/ Germany 2 to 30°C for reagents blood available ions/131219_0099_032_00_public_report_final_v
260300003/ 100 4.pdfrua=1
260300004 *, cartridges/kit and
260100100 and instrument
2603000011
CY-S-3022
. *
(equipment) CyFlow Instrument
* CD4 Easy-Count Reagent Kit Absolg%e af(é Perientage 100T/kit Sysmex Partec, Gorlitz, Germany 12 Eogjtgiégiézaiﬁ?sts Ven(]);s Vghole N/A PQ I"N 11;110 II){Q rt)
05-8401 (absolute) CD4% Easy-Count Reagent Kit 4+ Lounts 8 00 ublic Kepo
*
05-8405 (percentage)
MCA100101
(Test kit)
. 100T/kit N/A
0500-3252 (equipment)
*
MCA500101 ) ) ) WHO PQ
(Test kit) Muse Auto CD4/CDs5 kit (reagent and lysing solution) o4 months (PQ Public Report)
for Absolute and Percentage T/kit EMD Millipore Corporation, Temecula, 210 8°C foi"‘ antibody cocktail | EDTA whole blood N/A http://www.who.int/diagnostics_labo
0500-3252 (equipment)|  Muse Cell Analyzer with Muse Auto CD4/CD4% CD4+ Counts 500T/ki USA 18 t0 25°C for lvsin ysolution ratory/evaluations/pq-
* software (equipment) 5 ysing list/cd4/180524_amende_ final_pqpr
_0324_106_00.pdf?ua=1
MCA1XKi101
(Test kit)
. 1000T/kit N/A
0500-3252 (equipment)
*
Absolute and Percentage inzil?l?l(é:nt WHO PQ
BD FACSPresto™ Near-Patient CD4 Counter with BD . . Becton, Dickinson and Company, BD . human capillary . (PQ Public Report)
651000 , 657681 and . ’ o ’ : . . .
5 6 57 * CD4%CD4/Hb Cartridge and BD FACSPresto™ CD;I' +n?ou1n tbsiflnd each box flgnltggn 1iootcatr1dges Biosciences 12 morllggsf(f)grczelltrgédi(ses 4to and venous blood 6(51706(? /lb (fz)t I;gge http://www.who.int/diagnostics_labo
55495 Cartridges Kit m:ass;ge;)nent a pIpets San Jose, California, USA 3 5 specimens 655495: pipette ratory/evaluations/140918_public_re
(100/box) port_bdfacspresto_cd4.pdf?ua=1

Rapid Diagnostic Test for qualitative testing based on CD4 technologies

LIST OF DIAGNOSTIC TEST KITS FOR HIV
classified according to the GF QA Policy
HIV-CD4

13/31


http://www.who.int/diagnostics_laboratory/evaluations/151109_final_report_0156-053-00_aquios_cl_flow_cytometer.pdf
http://www.who.int/diagnostics_laboratory/evaluations/151109_final_report_0156-053-00_aquios_cl_flow_cytometer.pdf
http://www.who.int/diagnostics_laboratory/evaluations/151109_final_report_0156-053-00_aquios_cl_flow_cytometer.pdf
http://www.who.int/diagnostics_laboratory/evaluations/151109_final_report_0156-053-00_aquios_cl_flow_cytometer.pdf
http://www.who.int/diagnostics_laboratory/evaluations/151109_final_report_0156-053-00_aquios_cl_flow_cytometer.pdf

Manufacturer Shelf life o
Product Catalogue Product Name Cell counting Number of tests per kit Manufacturer (months)/ Specimen type Comments ) ofg%‘gumﬁes
number Storage temperature

. . o . ERPD as RISK
0D296 Omega?{n:flii ]?{uill%;z)%sttsuguls‘lirr?;z%illage human venous CATEGORY-3 /

0OD296Z (Brazil) VISITECT®CD4 Rapid Test 25T/kit Alva. FK1 2’ 5DO, Scotland, United ’ whole blood or Non-Objectior_l- ERPD until 13th December 2019

OD296N (Nigeria) i Kin:g dom ’ capillary blood  |Letters are required

for procurement

N/A-NOT APPLICABLE

Disclaimer:The Global Fund does not endorse or warrant the fitness of any product on the List for a particular purpose. In addition, the Global Fund assumes no responsibility for any misstatement or omission from the list and directs Principal Recipients of Global Fund grants to conduct their own independent confirmation that the information on a given product on the list is accurate before relying on it to
make a purchase order for that product, and to ensure that any purchase is in compliance with all the requirements of the Global Fund’s quality assurance policy. The Global Fund does not warrant or represent that the products listed have obtained regulatory approval for use in any particular country of the world, or that their use is otherwise in accordance with the national laws and regulations of any country,
including, but not limited to, intellectual property laws. The Global Fund disclaims any and all liability and responsibility for any injury, death, damage or loss of any kind whatsoever that may arise as a result of, or in connection with the procurement, distribution and use of any product included in the list.
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http://www.who.int/diagnostics_laboratory/evaluations/151109_final_report_0156-053-00_aquios_cl_flow_cytometer.pdf
http://www.who.int/diagnostics_laboratory/evaluations/151109_final_report_0156-053-00_aquios_cl_flow_cytometer.pdf
http://www.who.int/diagnostics_laboratory/evaluations/151109_final_report_0156-053-00_aquios_cl_flow_cytometer.pdf
http://www.who.int/diagnostics_laboratory/evaluations/151109_final_report_0156-053-00_aquios_cl_flow_cytometer.pdf
http://www.who.int/diagnostics_laboratory/evaluations/151109_final_report_0156-053-00_aquios_cl_flow_cytometer.pdf

Cy TheGlobal Fund

Version 24
20 Feb 2019

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

Product Name . O-GLGT
Mz:“t:foc;“uze:ul:;%‘:‘“’t (Equipmentc’ ;iigrzrtl;i; )controls and Reference detail Sensitivity Specificity Manufacturer Detection type (s,:llf,l,ftlll,fs‘; stoI::gc:rtx::ll;l;S:;lure Specimen type Comments WHO ofgggll}‘lg)untries
N * 96T /Kit -10°C
4N66-90 WHO PQ and GHTF (CE mark)
4N66-80 8 runs -10°C For consumables | Fora fulhlist Ofvi:](;-?(s)u;l?)tl)'les
Abbott Real Time HIV-1 o refer to WHO required, see ublic
6K12-24 Qualitative 4x24 N/A N/A Abbott Molecular Inc QuIz_aIlIi:;’:ive 18 months 151030°C Plasmaand | //ehglbie ,hf/td. N Repcl)rts. . .
. . p://www.who.int/diagno
9Ki15-01 (Manual) instrument Des Plaines IL, USA DNA dried blood |cie taveianorceneme| Eor the Manual configuration
nt/140324_v11_pged_prod see:
_eligible_for_| = http://www.who.int/diagnostics_1
4N66-01 S eapdtria | bortory/evaluations/ 150550, 0151
_027_00_public_report_final.pdf
4N66-66 (optional) -30 to -10°C
> .
T/k -10°
AN66-90 96T /kit 0°C
- WHO PQ and GHTF (CE mark)
9K14-02 Instrument For consumables | FOr a full list of consumables
. i WHO Public
Kim-o1 . ¢ t refer to WHO required, see
9RI50 Abbott Real Time HIV-1 ~ |_moramen Abbott Moleeular Inc HIV 1 18 months Plasmaand | eligiblelist Reports.
4N66-80 Qualitative 8 runs N/A N/A . Qualitative -10°C . http://www.who.int/diagno For the automated
Des Plaines 1L, USA DNA dried blood stics_laboratory/procureme fi :
(m2000sp) nt/120324 w11 paed prod configuration
4N6 6-01 ucts_eligible_for_procur_2 see:
014.pdf?ua=1 http://www.who.int/diagnostics_la
6K12-24 4X24 15 to 30°C boratory/evaluations/130530_0084
_027_00_public_report_final.pdf
4N66-66 (optional) -30 to -10°C
* - 0
2G31-90 96T /kit 10°C
2G31-80 8 runs -10°C
2G31-70 4 calibrations -10°C For consumables
Abbott Real Time HIV-1 Abbott Molecular Inc HIV1 refer to WHO WHgtE/(/zw‘%‘? Shg}mHt/'drlfgi)CstlEc:s rEark)
2G31-66 (Manual) N/A N/A Des Plaines IL. US A, Quantitative 18 Months Plasma eligible list boratory/evaluations/120113_014
es Flaines 1L, RNA hmgm/w}:gcﬂ gf?ﬁ?/ﬁéc; 6_027_00_final_public_report_v2.
1 L6 8 -0 9 SOftWare NA 2_4_v1 1_p(?;driprcducts_eligible pdf
K15 o1 instrument NA _for_procur_2014.pdf?ua=1
9 -
04J70-24 4x24 15 to 30°C
04J71-93 15 to 30°C
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Product Name . 015N
Mzg‘tl:foﬁ:e:ulz;%:‘:d (Equipmen%;ii%z?zi; ;:ontrols and Reference detail Sensitivity Specificity Manufacturer Detection type f£§E$§§ stol::gzrtlgnli;l;::t(-lure Specimen type Comments WHO ofgggll}‘lgmnn-ies
* - 10
2G31-90 96T /kit 10°C
2G31—010* -1510 25°C
09N02-001
09N03-001
N For consumables
2G31-80 Abbott Real Time HIV-1 8 runs Abbott Molecular Inc HIV1 -10°C Plasma & | referto WHO
— ) oy ligible list  |WHO PQ and GHTF (CE mark)
5G21-70 (m2000sp) calibrations N/A N/A . Quantitative 18 Months -10°C DBS ' ?VWW ible list
31-7 4 Des Plaines IL, USA RNA Processing gg;l/)imry,/ p}rloéu:élileﬁt/; ;03
oRisot instrument NA e
2G31-66
1L68-14 software NA
04J70-24 4x24 15 to 30°C
04J71-80
04J71-93 Optlcz}l Cal. 15 t0 30°C
Kit
9K14-02 instrument NA
> .
3N06-01 instrument NA
2G31-90, 96T /kit -10°C
2G31-80 8 runs -10°C
For consumables
2G31-70 Abbott Real Time HIV-1 |4 calibrations HIV1 -10°C refer to WHO |\ \w110 pQ and GHTF (CE mark)
(m24sp) N/A N/A Abbott Molecular Inc, Quantitative 18 months Plasma |nw -//ewggwﬂv)vii iltllf/tdia no }gtp://www'viho'%nt/diagmmcs’la
2G31-66 P Des Plaines IL, USA RNA -10°C sticps._labora'tory/.procurégme 3:3:;072(/,67?112??;:1:1/110272;;%}0:)\,82,
nt/1405?2f17v117pqed7prod pdf
1L68-0 9 ucts_ehogll‘l:.lgaffg;;gocur_z
9Ki15-01 instrument
04J70-24
04J71-93
AccuPower® HIV-1 - Bioneer Corporation, 8- -22°C to ~1=°
HIV-1211 Quantitative RT-PCR Kit 96T /kit ; ) 12 months 25°C to -15°C For consumables
11, Munpyeongseo-ro, HIV-1/2 EDTA nd details of
N/A N/A Daedeok-gu, Dagjeon, | Quantitative 1 andde at 50 P GHTF (CE mark)
. . . Republic of RNA LE1ERIE ponl B
A-2200-N LEysiSieait ool vl Instrument S Not applicable | Not applicable toIFU
Molecular Diagnostic System Korea pp pp
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http://www.who.int/diagnostics_laboratory/procurement/140324_v11_pqed_products_eligible_for_procur_2014.pdf?ua=1
http://www.who.int/diagnostics_laboratory/procurement/140324_v11_pqed_products_eligible_for_procur_2014.pdf?ua=1
http://www.who.int/diagnostics_laboratory/procurement/140324_v11_pqed_products_eligible_for_procur_2014.pdf?ua=1
http://www.who.int/diagnostics_laboratory/procurement/140324_v11_pqed_products_eligible_for_procur_2014.pdf?ua=1
http://www.who.int/diagnostics_laboratory/procurement/140324_v11_pqed_products_eligible_for_procur_2014.pdf?ua=1
http://www.who.int/diagnostics_laboratory/procurement/140324_v11_pqed_products_eligible_for_procur_2014.pdf?ua=1
http://www.who.int/diagnostics_laboratory/procurement/140324_v11_pqed_products_eligible_for_procur_2014.pdf?ua=1
http://www.who.int/diagnostics_laboratory/procurement/140324_v11_pqed_products_eligible_for_procur_2014.pdf?ua=1

Product Name . Q-G
Mzg‘tl:foﬁ:e:ulz;%:‘:d (Equipmen%;ii%z?zi; ;:ontrols and Reference detail Sensitivity Specificity Manufacturer Detection type f£§E$£§ stol::gczrtlgnli;l;::t(-lure Specimen type Comments WHO ofgggll}‘lctf)unh'ies
For consumables
. . d alternative
270300001 Alere™ q System Instrument Not applicable Not applicable an
d Abbott Alere . Allertele qd .
. omplete (produc
Technologies GmbH, Whole Blood,| code 270300002) WHO PQ apd GHTF (CE mark)
10 Cartridges N/A N/A Germany 9 months 4-30°C Plasma AlereTM q http://www'wlh 0'l-nt/(?agﬂ?St};s-‘laboratory/eva
= luations, -list/hiv-
270110010 Loebstedter Str. 103- HIV—I/ 2 Complete 11 vrl/160902_amend?d_r;?lblic_rep0rt_0226_03
Al er eTM q HIV-1 / 2 Detect 105 07749 Jena Qualitative (pro duct code 2_00_alere_hiv_detect_v3.pdf?ua=1
. Germany RNA 270300002)
270110050 50 Cartridges 9 months 4-30°C refer to WHO
Public Report
PRD-03000 100T/kit 2C-8°C
Multi-tube units
%ﬁ‘sﬁ)hﬁ;ﬂ&er WHO PQ and GHTF (CE mark)
PRD-03001 5runs Hologic, Inc 24 months -15 to -35°C Plasma Panther Wasté http://www.who.int/ (!1agnost1c
. ! HIV1 . s_laboratory/evaluations/pq-
Aptima HIV-1 Quant Dx Assay 10210 Genetic Center o Bin Cover, .
. N/A N/A . Quantitative . list/180207_final_pqpr_0236
Kit (Panther System) Drive Aptima Assay Afuas
: San Diego, CA 92121 RNA Fluids, and Tips —078_00_v5_IFU_v4.pdf?ua=
PRD-03002 5 calibrators an Diego, LA 9 -15 to -35°C ds, p 1
are included and
calculated based
on number of kits
303095 instrument NA NA ordered)
4513263 24 -30°C to -15°C
. 20 months
sy | MUY RORTPOR ([ e P
N/A N/A og o4 Hilden ’ Quantitative Plasma GHTF (CE mark)
9001640 instrument 40724 Hilden, RNA
Germany
60704 QIAamp DSP Virus Kit extractior} kit 12 months 2°C to 8°C
50T/kit
4513363 24 -30°C to -15°C
artus HI Virus-1 QS-RGQ 17 months
4513366 (QIAsymphony SP/AS - Rotor- 72 Q.IAGEI;tGmbH, HIV1 -30°C to -15°C
Gene Q) N/A N/A Qiagen Strasse 1, | oo itative Plasma GHTF (CE mark, TGA)
9001297 and . 40724 Hilden, RNA
9001640 mstrument Germany
QIAsymphony® DSP extraction kit o(r _ o0
937055 Virus/Pathogen 96T /kit 14 months 15°C-25°C
TRo01-250IC Generic HIV Charge Virale 220 Bi i HIV1 EDTA or
NA NA Banlc(l)(():le Ergrclce Quantitative 12 months -30°C to -8°C citrated GHTF (CE mark)
TR001-440IC Generic HIV Charge Virale 440 RNA Plasma
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Product Name . 015N
Mzg‘tl:foﬁ:e:ulz;%:‘:d (Equipmen%;ii%z?zi; ;:ontrols and Reference detail Sensitivity Specificity Manufacturer Detection type (Sr::f)lnftlllnie; stol::gcgrtgﬁ;l;:::ure Specimen type Comments WHO of‘gggll}‘lg)unh'ies
Sacace Biotechnologies HIV1 Human
V0-96/3FRT HIV Real-TM Quant Dx 96 N/A N/A Srl Quantitative 12 months 2 to 8°C GHTF (CE mark)
Plasma
Como — Italy RNA
* instrument NA
280140
280130 gxalit 24 months 2 to 30°C . bl
: or consumables
280131 4x11}t 18 months 2 to 30°C Plasma dried | refer to WHO
280132 NucliSENS EasyQ HIV-1V2.0 4xalit bioMerieux SA. HIVL 15 months 2t08°C blood spot eligible list WHO PQ and GHTF (CE mark)
- N / A N / A ; - 4 Quantltatlve S http://www.who.int/diagno http://www.who.int/diagnostics_la
280133 (Automated) 4xlit Marcy I'Etoile, France 18 months 2 to 8°C (venous |stics laboratory/procureme boratory/evaluations/120109_012
280134 gxilit KA 24 months 2t030°C | whole blood) | n/140524_vi1_paed_prod 7-016-00_public_report vi.pdf
ucts_eligible_for_procur_2
285056 instrument NA 014.pdf2ua=1
200309
285033 48T /kit 18 months 2 to 8°C
*
200305 For consumables
: o i refer to WHO
—oon93 NucliSENS EasyQ HIV-1V2.0 48T/k{t bioMerieux SA HIV1 18 months 2to 8% PL?EI(IE s(f1 I'(l)id eligible list WHO PQ and GHTF (CE mark)
200292 asy ) 48T/kit N/A N/A et Quantitative 24 months 2t030°C POU  tp:/ /wwwwho.int diagno http://www.who.int/diagnostics_la
emi1 Automate " arc toile, France venous stics laboratory/procureme boratory/evaluations/120109_014
285056 (Semi A ) instrument Marcy I'Etoile, F RNA NA ( - B3 8_016 bli rt_vipdf
n _vi1_pged_prod _016_00_public_report_vi.p
WhOIe blOOd) u(t:{slj(a’l:isgiilg_lzorp_%erocﬁriz
200309 014.pdf?ua=1
285033 48T /kit 18 Months
* instrument NA
03279332001
05527503001 instrument NA For consumables
i fer to WHO
04862392001 COBAS AmpliPrep/ COBAS software Roche Molecular HIV1 NA Plasma' or " ﬁr -1;)1 list WHO PQ and GHTF (CE mark)
Tagqman HIV-1 Test Version N/A N/A System. Branchbur Quantitative PSC dried - .//ew;g‘;whi illlf/dia . l;)ttp://www.v;fho.}nt/dlagnostlcs_la
05807875001 2.0 (Taqman 48) software ystem, Branchburg, | Quantita NA plasma spot |42 oo/ (e calaion/ ooz o1z
03051315001 instrument NA (with PCS) | e abie for procur 2 ot
. 014.pdf?ua=1
05212294190 48T /kit 18 Months 2to 8°C
03587797190 5.1L 24 months 2 to 30°C
* instrument NA
03121453001
03051315001 instrument NA
. For consumables
04862392001 COBAS AmpliPrep/COBAS software NA refer to WHO
8078 Tagman HIV-1 Test Version o Roche Molecular HIV1 NA Plz:lsrrir:;llor eligible list WHgtf/(/Q Wg‘f]lshg}mﬂt/'drifgn(ocstgsfgark)
05807875001 2.0 (Tagman 96) Soltware N/A N/A System, Branchburg, | Quantitative plasma spot http://www.who.int/diagno bore.xtory/ev.alua.t.ions/u0502_0714
05527503001 instrument USA RNA NA (with PCS) ?i?f;l%"é’jii‘iﬂ;’;ﬁéﬁ;i‘;‘i 7,046,00,Publll)cdffreportfvlfﬁnal.
ucts_eligible_for_procur_2
05212294190 48T /kit 18 Months 2 to 8°C 014.pdf?ua=1
03587797190 5.1L 24 months 2t0 30°C
28127387001
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Product Name

(DBS)

Mzg‘tl:foﬁ:e:ulz;%:‘:d (Equipmentc,al{li%a;grzrtlzi,s ;:ontrols and Reference detail Sensitivity Specificity Manufacturer Detection type (S;llﬁgtllie) stOI::gc:ItI::n;:g:&re Specimen type Comments WHO of‘g%igiliigmntries
* 48 T/KIT 22 months 210 8°C
06693083190
03051315001 instrument
03279332001 COBAS® instrument WHO PQ and GHTF (CE mark)
3 AmpliPrep/COBAS® L Roche Molecular HIV1 DNA & h oC Plasma or For a full Tist of consumables
03557797190 TagMan® HIV-1 Qualitative 5-1 N/A N/A System, Branchburg, RNA 24 months 21030 dried blood hitpy/ /mr;gésii‘i)"cﬁ‘:;g:t‘i’ic i%%"r‘:;ry Jeval
06989861190 Test, 5x 78ml USA Qualitative spots uations/141216_final_report_taqmang8_0221_v
version 2.0 (TagMan 48) 2.pdf?ua=1
05807875001 software
03516440001 instrument
28127387001
06603083190 48T/kit 22 months 2to 8°C
03587797190 5.1L 24 months 2t0 30°C
COBAS® o WHO PQ and GHTF (CE mark
06989861190 AmpliPrep/COBAS® ke 78ml Roche Molecular | HIVi DNA & | 12™months 210 8°C Plasma or o st 1
03051315001 TagMan® HIV-1 Qualitative | Instrument N/A N/A System, Branchburg, RNA dried blood http:/ /mr;gssiiet/w(ﬁ‘:;g:t‘i’f; ﬁ%%zgjéry Jeval
03121453001 Test, instrument USA Qualitative spots uati;)ns/141.216_.ﬁna1_rep0rt_taaman96_0200_
28127387001 version 2.0 (TagMan 96) v2.pdfrua=1
05807875001 software
03516440001 instrument
COBAS® TagMan® HIV-1
5923468190 Test, V.eIEion 2 for use with 48 tests Roche Molecular HIV1 24 months* 2 to 8°C
High pure system N/A N/A System, Branchburg, | Quantitative Plasma GHTF (CE mark)
i i i USA RNA
3502295001 High Pure Sys’;{ei? Nucleic Acid 48 tests 12 months* 15 to 25°C
05 200 881 001 COBAS® z 480 instrument N/A N/A N/A N/A N/A N/A
05200 890 001 |COBAS® x 480 instrument N/A N/A N/A N/A N/A N/A
Roche Molecular
System, Branchburg, EDTA GHTF (CE mark)
USA HIV-1 Plasma,
08 792992190 S}gﬁ%?on_l Test for use 120 tests N/A N/A Quantitative 15 months 2 to 8°C dried plasma
4 RNA spot (with
PCS card)
05200 881001 |COBAS® z 480 instrument N/A N/A N/A N/A N/A N/A
05200 890 001 |COBAS® x 480 instrument N/A N/A N/A N/A N/A N/A
Roche Molecular EDTA
System, Branchburg, GHTF (CE mark)
USA HIV-1 ; .P{fsrlna’
08 792992190 C(.)BAS® HIRERIESEoTESe 120 tests N/A N/A Qualitative 2 to 8°C ried p-asma (with PCS card)
with 4800 RNA spot, dried
blood spot
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http://www.who.int/diagnostics_laboratory/evaluations/141216_final_report_taqman96_0200_v2.pdf?ua=1
http://www.who.int/diagnostics_laboratory/evaluations/141216_final_report_taqman96_0200_v2.pdf?ua=1
http://www.who.int/diagnostics_laboratory/evaluations/141216_final_report_taqman96_0200_v2.pdf?ua=1
http://www.who.int/diagnostics_laboratory/evaluations/141216_final_report_taqman96_0200_v2.pdf?ua=1
http://www.who.int/diagnostics_laboratory/evaluations/141216_final_report_taqman96_0200_v2.pdf?ua=1
http://www.who.int/diagnostics_laboratory/evaluations/141216_final_report_taqman96_0200_v2.pdf?ua=1
http://www.who.int/diagnostics_laboratory/evaluations/141216_final_report_taqman96_0200_v2.pdf?ua=1
http://www.who.int/diagnostics_laboratory/evaluations/141216_final_report_taqman96_0200_v2.pdf?ua=1
http://www.who.int/diagnostics_laboratory/evaluations/141216_final_report_taqman96_0200_v2.pdf?ua=1
http://www.who.int/diagnostics_laboratory/evaluations/141216_final_report_taqman96_0200_v2.pdf?ua=1
http://www.who.int/diagnostics_laboratory/evaluations/141216_final_report_taqman96_0200_v2.pdf?ua=1
http://www.who.int/diagnostics_laboratory/evaluations/141216_final_report_taqman96_0200_v2.pdf?ua=1

Product Name . 015N
Mzg‘tl:foﬁ:e:ulz;%:‘:d (Equipment, Reagents, controls and Reference detail Sensitivity Specificity Manufacturer Detection type (Sr::slnftllie) stol::gcgrtlgrﬁ;:g::ure Specimen type Comments WHO of‘gggll}‘lg)unh'ies
caliberators)
0505624246520; :1nd COBAS® p 680 instrument N/A N/A Roche Molecular N/A N/A N/A N/A
379664 System, Branchburg,
5412722001 COBAS® p 880 instrument N/A N/A USA N/A N/A N/A N/A
HIV-1 EDTA
70 00995190 C.OBAS® LT3 Tt e s 06 tests/kit N/A N/A Quantitative 18 months 2 to 8°C Pla§ma, (with PCS card) GHTF (CE mark)
with 6800/8800 and PCS dried
Roche Molecular RNA ks st
System, Branchburg,
COBAS® HIV-1 Test f UsA HIV-1 Plasms
-1 Test for use g r e o asma,
07 862113190 with 6800/8800 96 tests/kit N/A N/A Que;{l;\t}iclve 18 months 2 to 8°C dried blood
spots (DBS)
I19-0005 SAMBAprep instrument N/A N/A N/A N/A N/A N/A
I19-0004 SAMBAamp instrument N/A N/A N/A N/A N/A N/A
Diagnostics for the HIV-1 Semi-Q
4100-12 SAMBA HIV-1 Semi-Q 12 tests N/A N/A Real World, Sunnyvale, RNA t:r ot 9 months 2 to 37°C Plasma GHTF (CE mark)
CA 94085 USA 8
HIV-1
SAMBA I HIV-1 Qual Whole Qualitative
4200-12 Blood Test 12 tests N/A N/A DNA/RNA Whole Blood
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 II Tablet Module instrument N/A N/A N/A N/A N/A N/A
Diagnostics for the "y, Semi-Q
4400-12 SAMBA II HIV-1 Semi-Q 12 Tests N/A N/A Real World, Sunnyvale, RNA target Plasma GHTF (CE mark)
CA 94085 USA
SAMBA II HIV-1 Qual Whole QuI;IIIi\t/;tlive 9 months 2t037°C
4500-12 Blood Test 12 tests N/A N/A DNA/RNA Whole Blood
target
10729727 96T/kit 12 months -20°C
VERSANT® HIV-1RNA 1.5 Siemens Healthcare Quantitative For consumables
10729728 Assay (kPCR) 96T/Kkit N/A N/A Diagnostics, Tarrytown RNA 12 months -80°C Plasma refer toIlFU GHTF (CE mark)
NY, USA
10286026 96T /kit 24 months 15 to 30°C
10286027 96T /kit 24 months 4°C
instruments N/A N/A
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Product Name . 015N
Manufacturer Product ; q e 85,9 q Shelf life Recommended . Eligibility
R [ o (Equlpmentc,al;%ezgrzrtl(tjsr,s ;:ontrols and Reference detail Sensitivity Specificity Manufacturer Detection type gy i) T (TR T Specimen type Comments WHO or GHTF countries
. GeneXpert® Systems I, 11, IV
GX [Series} P (12( )ZVI » Instruments N/A N/A N/A N/A
Infinity-48 GeneXpert® Infinity-48s Instrument N/A N/A N/A N/A
Infinity-80 GeneXpert® Infinity-80 Instrument N/A N/A N/A N/A
. GHTF (CE mark) and
4 Cepheid Inc., HIV-1 For further ] WHO PQ
. 10 cartridges o instruments refer : o )
GXHIV—VL—CE-IO* Xpert HIV-1 Viral Load 1% N / A N / A Rontgenvagen 5 Quantltatlve 12 months 2-28°C Plasma to WHO Publi http://www.who.int/entity/diagnostics_laborat
per pac. SE-171, 54 Solna NA tareet ) ublic ory/evaluations/pq-list/hiv-
2 Report vrl/170830_amended_final_pqpr_0192_0193_
Sweden 0194 0195 070 00 v3.pdf?ua=1
HIV-1 For further GHTF (CE mark) and
KY2 10 cartridges o o Whole blood | instruments refer WHO PQ
GXHIV-QA-CE-10 Xpert HIV-1 Qual Assay per pack Qualitative NA| 8 months 2—28 °C and DBS to WHO Public http://who.usa Jist-
target R manage.com/track/click?u=da88047022d4d926
eport facfeared&id=b990797c¢46&e=92844040f7
N/A- NOT APPLICABLE
Disclaimer:The Global Fund does not endorse or warrant the fitness of any product on the List for a particular purpose. In addition, the Global Fund assumes no responsibility for any misstatement or omission from the list and directs Principal Recipients of Global Fund grants to conduct their own independent confirmation that the information on a
given product on the list is accurate before relying on it to make a purchase order for that product, and to ensure that any purchase is in compliance with all the requirements of the Global Fund’s quality assurance policy. The Global Fund does not warrant or represent that the products listed have obtained regulatory approval for use in any particular
country of the world, or that their use is otherwise in accordance with the national laws and regulations of any country, including, but not limited to, intellectual property laws. The Global Fund disclaims any and all liability and responsibility for any injury, death, damage or loss of any kind whatsoever that may arise as a result of, or in connection with
the procurement, distribution and use of any product included in the list.
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1>er;1 n“f(‘:m;llrer Product N Numberof | p oo Gencitive Final Specifici Manuf: Anal Speci (‘s‘il"e‘l‘fﬂl‘lg/ Comments Eligibility
oduct {a)t ogue oduct Name tests per kit nitial Sensitivity inal Specificity anufacturer yte pecimen Type Storage WHO or GHTF countries
number temperature
WHO PQ
Standard http://www.who.int/entity/diagnostic
* SD BIOLINE HBsAg WB 30 100.00% 99.00% Diagnostics, Inc. HBsAg detection Serum/Plasma/| 24 Mon:hs s_laboratory/evaluations/pq-
01FK1i0W . S Whole Blood 1to 40°C . .
(Giheung-gu,Yongin-si, Korea) list/hbsag/171222_pq_final_report_
pqdx_0219_012_00.pdf?ua=1
WHO PQ
* VIKIA® HBsAg 25 99.05% 99.80% bioMérieux SA HBsAg detection | Serum/Plasma/| 24 Months /! ratof;vrv/};?z};ﬂfiﬁ:/ﬁics_labo
112 : : "Etoi o
31124 Marcy L’Etoile, France Whole Blood | 4 to30°C list/hbsag/180724 FINAL, PQ PR
0284-016-00_v2.pdf?ua=1
I10FRC25CE 25
. Premier Medical Corporation . Serum/Plasma/| 24 Months
() 0, >
First Response® HBsAg Card Test 100.00% 100.00% e HBsAg detection Whole Blood 410 30°C GHTF (CE mark)
I10FRC30CE 30
Hepatitis C (Rapid Diagnostic Tests)
T03FRC25CE 25 dical bod. /Pl / h
. Premier Medical Corporation, HCV antibody Serum/Plasma/| 25 Months
0, 0,
First Response® HCV Card Test 100.00% 100.00% Nani Daman, India detection Whole Blood 410 30°C GHTF (CE mark)
I03FRC30CE 30
. WHO PQ
Safety lancets, alcohol swabs, specimen . . ) .
SD BIOLINE HCV % % Di StanSardI HCV antibody Serum/Plasma/| 24 Months | droppers(for fingerstick whole blood), 2 chase http:// " 'Who'lil t/ Slagnostlcs_labo
02FK10 30 100.007% 99-4076 . 1agnostics, Inc. detection Whole Blood | 1to30°C | buffers, specimen dropper for serum/plasma, |.. ratory/evaluations/pq-
(Giheung-gu,Yongin-si, Korea) whole blood list/hcv/170309_amended_ final_pr_
0257-012-00_v5.pdf?ua=1
Accessories included: Plastic pipettes, sample
ITPo1152-TC40 40 buffer
ITP01152-TC25 25 Accessories included: Plastic pipettes, sample
K . . ffer
. . InTec Poducts Inc, (Haicang HCV antibody Serum/Plasma/| 24 Months bu
- () o, tl )
Rapid Anti-HCV Test 99.70% 99-80% Xiamen, P.R. China) detection Whole Blood 210 30°C | Accessories included: Plastic pipettes, sample GHTF (CE mark)
ITP01153-TC-40 40 buffer, safety lancets, and
alcohol swabs
Accessories included: Plastic pipettes, sample
ITPo1153-TC10 10 buffer, safety lancets, and
alcohol swabs
*
1001-0270 25
WHO PQ
. . http://www.who.int/diagnostics_labo
. . . . OraSure Technologies Inc. HCV antibody  |Serum/Plasma/| 24 Months . —
o, o, -
OraQuick HCV Rapid Antibody Test Kit 99.30% 99.50% (Bethlehem, USA) detection Whole Blood 1t0 30°C ) ratory/evaluations/pq
list/hev/170301_final_pq_report_PQ
Dx_0244_055_00.pdf?ua=1
1001-0274 100
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http://www.who.int/diagnostics_laboratory/evaluations/151028_final_report_0179-012-00_sd_bioline_hiv_syphilis2.pdf
http://www.who.int/diagnostics_laboratory/evaluations/151028_final_report_0179-012-00_sd_bioline_hiv_syphilis2.pdf
http://www.who.int/diagnostics_laboratory/evaluations/151028_final_report_0179-012-00_sd_bioline_hiv_syphilis2.pdf
http://www.who.int/diagnostics_laboratory/evaluations/151028_final_report_0179-012-00_sd_bioline_hiv_syphilis2.pdf
http://www.who.int/diagnostics_laboratory/evaluations/151028_final_report_0179-012-00_sd_bioline_hiv_syphilis2.pdf

Manufa er Shelf life
Number of e . . e e . (months)/ Eligibility
Prodt:l(‘:ltﬁ?’zilogue Product Name tests per kit Initial Sensitivity Final Specificity Manufacturer Analyte Specimen Type Sorere Comments WHO or GHTF countries
temperature

N/A-NOT APPLICABLE

Disclaimer:The Global Fund does not endorse or warrant the fitness of any product on the List for a particular purpose. In addition, the Global Fund assumes no responsibility for any misstatement or omission from the list and directs Principal Recipients of Global Fund grants to conduct their own independent confirmation that the information on a given product on the list is accurate before
relying on it to make a purchase order for that product, and to ensure that any purchase is in compliance with all the requirements of the Global Fund’s quality assurance policy. The Global Fund does not warrant or represent that the products listed have obtained regulatory approval for use in any particular country of the world, or that their use is otherwise in accordance with the national laws
and regulations of any country, including, but not limited to, intellectual property laws. The Global Fund disclaims any and all liability and responsibility for any injury, death, damage or loss of any kind whatsoever that may arise as a result of, or in connection with the procurement, distribution and use of any product included in the list.
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1>1-M(;1 n;fgc::lrer Product N Numberof testst) = 1 00 Geneitivg Final Specifici Manufactu Anal (ﬂl:'l‘fﬂl‘lg/ Comments Eligibility
'O llll“m{l)er ogue odu ame per kit nitial Sensl Vlty 1mal Specl clty anuta rer a yte Storage WHO or GHTF IR
temperature
000-1158 96 WHO PO ;
3 5 http://www.who.int/diagnostics_la
- Biokit S.A. . a1 14 months . boratory/evaluations/pq-
0, o, -
Bioelisa HBsAg 3.0 & 4.0 100% 99.70% Barcelona, Spain anti-HBsAg antibodies 5 t0 8°C Human serum and plasma specimens list/hbsag/180313_amended. final
_pgpr_o0166_060_00_v3.pdf?ua=
3000-1159 480 1
B-1254 96/1 plate
B-1252 192/2 plates
WHO P
B-1255 480/5 plates RPC «Diagnostic Systems», Ltd. 24 months http://www.who.int/diagnos(t?cs_laboratory/eva
DS-EIA-HBsAg-0,01 100% 99.00% Nizhny Novgorod anti-HBsAg antibodies 4 mor Human serum or plama specimen luations/160415_final_public_report_o0120_03
Russian Federation 2-8°C 8_oo_v2.pdf?ua=1
1 plate 96 (for GHTF (CE mark)
YA detection) or
B-1256 48 (for
confirmation)
B-231 200 tests
ormic o Hisrgo0 | oot Siemans Helare et wio
OPFMos, and Supplementary reagents kit for 960T/kit (for 100% 100.00% & anti-HBsAg Antibodies montas Human serum and plasma specimens http://wwiv.who.int/diagnostics laboratory/eval
OPFMo7(Q) . GmbH 2-8 °C uations/160324_final_public_report_0173_064
7(Q), Enzygnost®,/TMB higherthroug _00.pdf?ua=1
OUVP17 hput) Marburg, Germany
72346 96 Serum and plasma specimen
. Bio-Rad Laboratories, Marnes La . a1 see lot expiry Precision pipette (and tips), EIA plate washer, EIA plate
[ [9 ) _ P B
Monolisa HBsAg ULTRA assay 100% 99.94% Coquette, France anti-HBsAg Antibodies 5 10 8°C incubator, EIA plate reader, vacuum disposal system, GHTF (CE mark)
72348 480 measuring cylinders, reagent troughs

LIST OF DIAGNOSTIC TEST KITS FOR HIV
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http://www.who.int/diagnostics_laboratory/evaluations/160324_final_public_report_0214_064_00.pdf
http://www.who.int/diagnostics_laboratory/evaluations/160324_final_public_report_0214_064_00.pdf
http://www.who.int/diagnostics_laboratory/evaluations/160324_final_public_report_0214_064_00.pdf
http://www.who.int/diagnostics_laboratory/evaluations/160324_final_public_report_0214_064_00.pdf

Shelf life

Manufacturer G -GLaE
Product Catalogue Product Name Numll:ee:l(()it;tests Initial Sensitivity Final Specificity Manufacturer Analyte (‘;lt(:) '::;‘2/ Comments WHO of};%l’llj'llllctﬁuntries
number temperature
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
9F80-01 96 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 WHO PQ
laboratory incubators. http://www.who.int/diagnostics_la
. o o . . . . . a3 12 months 6. Instrumentation boratory/evaluations/pq-
Murex HBsAg Version 3 100% 99.00% DiaSorin, Dartford, United Kingdon anti-HBsAg Antibodies 5 t0 8°C a) Automated microplate strip washer. list/hbsag/161116_amended_final_
b) Microplate reader. public_report_o0121_043_00.pdf?
or _
¢) Fully automated microplate processor. uast
* 480 All instruments must be validated before use.
9F80-05 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)
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. WHO PQ
5. Moulded Heating Block (Code 5F09-02). http://www.who.int/diagnost
¥ 17 months 6. Instrumentation ics_laboratory/evaluations/1
Murex HBsAg Confirmatory Version 3 50 100% 99.78% DiaSorin Dartford, United Kingdon anti-HBsAg Antibodies 7 o a) Automated microplate stripwasher. 50330_final_report_murex_h
2G27-01 210 8°C b) Microplate reader. iv ag ab.pdf?ua=
. _ag_ab.pdf?ua=1
or
¢) Fully automated microplate processor. GHTF (CE mark, TGA)
All 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).
Hepatis C Enzyme Immunoassays (EIAs)
96 WHO PQ
3000-1115 http://www.who.int/diagnostics_la
Bioelisa HCV 4.0 100% 100.00% Barli(lscl)gtllta? .SAp;ain HCV antigens 12 11(1)0811 otéls Human serum and plasma specimens ggﬁgﬁ;ﬁ;ﬁ ;g?igié;ﬁ%g:ﬁgl_e
v6.pdf?ua=1
3000-1116 480 GHTF (CE mark)
72561 96 ) Serum and plasma specimen
Monlis HCY Ag A UEITRA V2 sy o | PR NS | oy | S| Frkonsite i) B gy S| e
72562 480 measuring cylinders, reagent troughs
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Manufacturer Siliiliite
Number of tests e e A oo (months)/ Eligibility
Prodlllslt n(i{a)tea:‘logue Product Name per kit Initial Sensitivity Final Specificity Manufacturer Analyte Storage Comments WHO or GHTF countries
temperature
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
F 96 appropriate volume.
7r51-01 4. Incubator capable of maintaining the temperature limits
defined in the assay protocol.
5. Moulded Heating Block (Code 5F09 02). For use in WHO PQ
laboratory incubators. h . . .
. . . . ttp://www.who.int/diagnostics_la
. . o o DiaSorin, Dartford, South Africa . 12 months 6. Instrumentation p:// / a8 —
Murex anti-HCV Version 4 100% 99.40% HCV antigens o - . boratory/evaluations/pqg-
(Pty) Ltd 2to 8°C a) Automated microplate strip washer. .
b) Microplate reader list/hev/161222_final_amended_p
or qpr_o0164_059_00_v5.pdf?ua=1
¢) Fully automated microplate processor.
480 All instruments must be validated before use.
7F51-02 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 WHO PQ
Fuirebio Europe NV 16 months http://www.who.int/diagnostics_la
INNOTEST HCV Ab IV 100.00% 100.00% J P HCV antigens o Human serum and plasma specimens boratory/evaluations/pqg-
(Gent, Belgium) 2 to 8°C . .
list/hev/180215_final _pq_report_
80330 480 padx_0201_073_00.pdf?ua=1
WHO PQ
. o http://www.who.int/diagnostics_la
Fujirebio Europe NV . 15 months . ) ) " —
80528 INNO-LIA HCV Score 20 100.00% 99.90% ) oP HCV antigens 5 o Human serum and plasma specimens boratory/evaluations/150729_ final
053 (Gent, Belgium) 2 to 8°C
_report_0202_073_00_hcv.pdf?u
a=1
N/A- NOT APPLICABLE
Disclaimer:The Global Fund does not endorse or warrant the fitness of any product on the List for a particular purpose. In addition, the Global Fund assumes no responsibility for any misstatement or omission from the list and directs Principal Recipients of Global Fund grants to conduct their own independent confirmation that the information on a given product on the list is accurate before relying on it to
make a purchase order for that product, and to ensure that any purchase is in compliance with all the requirements of the Global Fund’s quality assurance policy. The Global Fund does not warrant or represent that the products listed have obtained regulatory approval for use in any particular country of the world, or that their use is otherwise in accordance with the national laws and regulations of any
country, including, but not limited to, intellectual property laws. The Global Fund disclaims any and all liability and responsibility for any injury, death, damage or loss of any kind whatsoever that may arise as a result of, or in connection with the procurement, distribution and use of any product included in the list.
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Product Name . T
Manufacturer Product . q N amq 5 Shelflife Recommended q Eligibility
Catalogue number (Equlpment‘;al}iti)e:;cit:.lrtlct;,S ;:ontrols and Reference detail Sensitivity Specificity Manufacturer Detection type (months) storage temperature Specimen type Comments WHO or GHTF countries
4506263 24 -30°Cto -15°C
rtus HBV RG RT-PCR Kit 17 months
artus -
4506265 (AS - Rotor-Gene Q) 96 811? iﬁlgtgr?szl? HBV ~30°Cto-15°C
N/A N/A 8 . ’ Quantitative Plasma GHTF (CE mark)
. 40724 Hilden, RNA
9002042 1nstrument Germany
. . extraction kit
60704 QIAamp DSP Virus Kit . 12 months 2°C-8°C
96T/kit
4506363 24 -30°C to -15°C
artus HBV QS-RGQ Kit IAGEN GbH 17 months
4506366 (QIAsymphony® DSP / AS - 72 8 St m ! HBV -30°C to -15°C
1agen Strasse . .
Rotor-Gene Q) N/A N/A 40% 24 Hilden ’ Quantitative Plasma GHTF (CE mark)
. )
9001850 - 9002042 instrument Germany RNA
IAsymphony® DSP extraction kit
60704 Q >ymp y® . 14 months 15°C - 25°C
Virus/Pathogen 96T/kit
N/A- NOT APPLICABLE
Disclaimer:The Global Fund does not endorse or warrant the fitness of any product on the List for a particular purpose. In addition, the Global Fund assumes no responsibility for any misstatement or omission from the list and directs Principal Recipients of Global Fund grants to conduct their own independent confirmation that the information on a
given product on the list is accurate before relying on it to make a purchase order for that product, and to ensure that any purchase is in compliance with all the requirements of the Global Fund’s quality assurance policy. The Global Fund does not warrant or represent that the products listed have obtained regulatory approval for use in any particular
country of the world, or that their use is otherwise in accordance with the national laws and regulations of any country, including, but not limited to, intellectual property laws. The Global Fund disclaims any and all liability and responsibility for any injury, death, damage or loss of any kind whatsoever that may arise as a result of, or in connection
with the procurement, distribution and use of any product included in the list.
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Product Name . T
Mg‘tﬁ)ﬁze;uﬁ%‘:;‘a (Equipmenté;iii%irtl(ti,s ;:ontrols and Reference detail Sensitivity Specificity Manufacturer Detection type (Sl::zllﬂlllg; stol::gcgltzlr?lf)zg:;lure Specimen type Comments WHO o::gg?}]:(t:i;unh'ies
4518263 24 -30°Cto -15°C
rtus HCV RG RT-PCR Kit 17 months
artus -
4518265 96 QIAGEN GmbH, HCV -30°C to -15°C
(AS - Rotor-Gene Q MDx) Qiagen Strasse 1 s
N/A N/A . ’ Quantitative Plasma GHTF (CE mark)
. 40724 Hilden, RNA
9002022 1nstrument Germany
60704 QIAamp DSP Virus Kit extraction kit 12 months 2°C - 8°C
96T/kit
4518363 24 -30°Cto -15°C
artus HCV QS-RGQ Kit b 17 months
4518366 (QIAsymphony® DSP / AS - 79 Q,IAGElthm H, HCV -30°C to -15°C
Rotor-Gene Q) N/A N/A Q;?)%E;I; HE?;Zi L Quantitative Plasma GHTF (CE mark)
9001850 - 9002042 instrument Germany ’ RNA
QIAsymphony® DSP extraction kit o o
937055 Virus/Pathogen 96T/kit 14 months 15°C-25°C
GX [Series} GeneXpert® Dx Instruments N/A N/A N/A N/A
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 Cepheid Inc., N/A N/A N/A N/A
N/A N/A Rontgenvagen 5
GeneXpert® Dx Software SE-171, 54 Solna
GX4.0SWKIT Version 4.6a or Sweden
or higher (GeneXpert Dx
XPERTISE-G2- systems); or Software N/A N/A N/A N/A
SWKIT Xpertise 6.2a or higher
(Infinity80/Infinity-48s)
X% . 10 cartridges HCV . Serum / GHTFV(\SIEOmI?(Sk) and
GXHCV-VL-CE-10 Xpert® HCV Viral Load per pack Quantitative 12 months 2-28°C EDTA http:/ /www.who.int/diagnosties.laboratoryeval
NA target Plasma uations/pq-list/hiv-
vrl/171221 final pg report padx 0268 070 o
N/A- NOT APPLICABLE
Disclaimer:The Global Fund does not endorse or warrant the fitness of any product on the List for a particular purpose. In addition, the Global Fund assumes no responsibility for any misstatement or omission from the list and directs Principal Recipients of Global Fund grants to conduct their own independent confirmation that the information on a
given product on the list is accurate before relying on it to make a purchase order for that product, and to ensure that any purchase is in compliance with all the requirements of the Global Fund’s quality assurance policy. The Global Fund does not warrant or represent that the products listed have obtained regulatory approval for use in any particular
country of the world, or that their use is otherwise in accordance with the national laws and regulations of any country, including, but not limited to, intellectual property laws. The Global Fund disclaims any and all liability and responsibility for any injury, death, damage or loss of any kind whatsoever that may arise as a result of, or in connection
with the procurement, distribution and use of any product included in the list.
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Manufacturer Sl
Number of . e e . epe . (months)/ Eligibility
Prodllxslt n(:{a)::logue Product Name tests per kit Initial Sensitivity Final Specificity Manufacturer Analyte Specimen Type Storage Comments WHO or GHTF countries
temperature
06FK30 and Standard WHO PQ
. HIV-100% .5% . . s Serum/Plasma/| 24 Months . int/di ;
* SD BIOLINE HIV/Syphilis Duo 25 o f:) 99 500 Diagnostics, Inc. HIV/Syphilis / /| 24 ” n/a http://www.who.int/diagnostics_laboratory/evaluat
06FK Syphilis-87% 99.5% h D Whole Blood 1to 30°C ions/151028_final_report_0179-012-
35 (Giheung-gu,Yongin-si, Korea) 00_sd_bioline_hiv_syphilis2.pdf

Serum/Plasma/ Further Products are available from

on request on request on request on request on request on request HIV/Syphilis Whole Blood | ©P request ERPD as RISK CATEGORY-3 / Non-Objection ERPD
@ o2 Letters are required for procurement

ERPD as CATEGORY-2, meaning that
06FK10 SD BIOLINE Svbhilis 2.0 o 0% 0% Di StanSardI Syphili Serum/Plasma/| 24 Months | procurement with Global Fund resources of ERPD until 21st Feb 2020
yphilis 3. 3 99.30% 99.50% . iagnostics, Inc. yphilis Whole Blood 1to 30°C |this product will be permitted / Non-Objection- until 21st rebruary
(Giheung-gu,Yongin-si, Korea) Letter required for procurement

Serum/Plasma/ Further Products are available from

on request on request on request on request on request on request Syphilis Whole Blood | ™ request |ERPD as RISK CATEGORY-3 / Non-Objection- ERPD
Letters are required for procurement

N/A- NOT APPLICABLE
Disclaimer:The Global Fund does not endorse or warrant the fitness of any product on the List for a particular purpose. In addition, the Global Fund assumes no responsibility for any misstatement or omission from the list and directs Principal Recipients of Global Fund grants to conduct their own independent confirmation that the information on a given product on the list is accurate before
relying on it to make a purchase order for that product, and to ensure that any purchase is in compliance with all the requirements of the Global Fund’s quality assurance policy. The Global Fund does not warrant or represent that the products listed have obtained regulatory approval for use in any particular country of the world, or that their use is otherwise in accordance with the national laws
and regulations of any country, including, but not limited to, intellectual property laws. The Global Fund disclaims any and all liability and responsibility for any injury, death, damage or loss of any kind whatsoever that may arise as a result of, or in connection with the procurement, distribution and use of any product included in the list.
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List of HIV Diagnostic test kits and equipments classified according to the Global Fund Quality Assurance Policy

Manufacturer Sliclilite
Number of . e e . epe . (months)/ Eligibility
Prodlllslt n(llia)::logue Product Name tests per kit Initial Sensitivity Final Specificity Manufacturer Analyte Specimen Type Storage Comments WHO or GHTF countries
temperature
RPR / VDRL
900025 25 In absence of eligible products in compliance
see package to the QA Policy, moderate risks criteria
ASI RPR Card Test 99.00% 98.40% Arlington Inc RPR antigens Serum/Plasma insert (assessment as GHTF Class C Device) will be (GHTF, US FDA)
2to 8°C |acceptedon exceptional basis / Non-Objection-
900100 100 Letter required for procurement
TPHA / TPPA
In absence of eligible products in compliance
Biokit S.A. see package to the QA Policy, moderate risks criteria
300615700 syphagen TPHA Test 200 99.30% 99.50% Barcel S C . treponema antigens | Serum/Plasma insert (assessment as GHTF Class C Device) will be (GHTF, TGA)
ZICEONLIS Pl 2 to 8°C | accepted on exceptional basis / Non-Objection-
Letter required for procurement
ThermoFisherScientific / .. . .
. In absence of eligible products in compliance
Oxoid Ltd, ! . -
Wade Road see package to the QA Policy, moderate risks criteria
DRo530M TPHA Test Kit 200 Basinestoke. Hants. RG treponema antigens | Serum/Plasma insert (assessment as GHTF Class C Device) will be (GHTF, TGA)
AT 011G, 16, 1) 2 to 8°C | accepted on exceptional basis / Non-Objection-
. SPW Letter required for procurement
United Kingdom
ELISA / EIA / LIA
In absence of eligible products in compliance
3000-1148 96 Biokit S.A. see package to the QA Policy, moderate risks criteria
bioelisa SYPHILIS 3.0 99.40% 99.80% Barcelona S .ain treponema antigens | Serum/Plasma insert (assessment as GHTF Class C Device) will be (GHTF, TGA)
8 » OP 2to 8°C |accepted on exceptional basis / Non-Objection-
3000-1149 e Letter required for procurement
N/A- NOT APPLICABLE
Disclaimer:The Global Fund does not endorse or warrant the fitness of any product on the List for a particular purpose. In addition, the Global Fund assumes no responsibility for any misstatement or omission from the list and directs Principal Recipients of Global Fund grants to conduct their own independent confirmation that the information on a given product on the list is accurate before
relying on it to make a purchase order for that product, and to ensure that any purchase is in compliance with all the requirements of the Global Fund’s quality assurance policy. The Global Fund does not warrant or represent that the products listed have obtained regulatory approval for use in any particular country of the world, or that their use is otherwise in accordance with the national laws
and regulations of any country, including, but not limited to, intellectual property laws. The Global Fund disclaims any and all liability and responsibility for any injury, death, damage or loss of any kind whatsoever that may arise as a result of, or in connection with the procurement, distribution and use of any product included in the list.
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List of HIV Diagnostic test kits and equipments classified according to the Global Fund Quality Assurance Policy

PrM:;1 n“f(a:mzlrer Product N Numberof | p oo Gencitive Final Specifici Manuf: Anal Speci (‘s’:l"e‘l‘ft:‘lsf;/ Comments Eligibility
0! l:sltm;; ! ogue oduct Name tests per kit nitial Sensitivity inal Specificity anufacturer yte pecimen Type Storage WHO or GHTF countries
temperature
¥ - 12 month / WHO PQ
614015 careHPV™ Test 96 QIAGEN GmbH, Qiagen 4°Cto -25°C . . https://www.who.int/diagnostics_lab
careHPV Collection Medium (CCM)
N/A N/A Strasse 1, 40724 Hilden, HPV DNA detection | cervical cells . oratory/evaluations/pq-
. and careBrushes Foam specimen tube rack | ;.
instrumen Germany A list/180713_pqpr_pqdx_0085_028__
9001772 careHPV Test System t N/ 00_carehpv_with_labelling.pdf?ua=1
cervical cells https://www. leZngltf;giagnostics lab
% Cepheid AB . collected in 18 Months ) : . it Tham
GXHPV-CE-10 Xpert HPV Assay 10 N/A N/A (Solna, Sweden) HPV DNA detection PreservCytSolut| 2 to 28°C oratory/evaluations/pq-list/hiv
ion vrl/171221_final_pq_report_pqdx_o
268_070_00.pdf?ua=1

N/A-NOT APPLICABLE

Disclaimer:The Global Fund does not endorse or warrant the fitness of any product on the List for a particular purpose. In addition, the Global Fund assumes no responsibility for any misstatement or omission from the list and directs Principal Recipients of Global Fund grants to conduct their own independent confirmation that the information on a given product on the list is accurate before
relying on it to make a purchase order for that product, and to ensure that any purchase is in compliance with all the requirements of the Global Fund’s quality assurance policy. The Global Fund does not warrant or represent that the products listed have obtained regulatory approval for use in any particular country of the world, or that their use is otherwise in accordance with the national laws
and regulations of any country, including, but not limited to, intellectual property laws. The Global Fund disclaims any and all liability and responsibility for any injury, death, damage or loss of any kind whatsoever that may arise as a result of, or in connection with the procurement, distribution and use of any product included in the list.
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Data Efetiva: 2014-01-16 Namere: 1156086502

Dispositivo de teste rdpido do antigénio
de superficic da Hepatite B
(Sangue Total/Soro/Plasma)
Instrugdes de Uso
Portugués
de superficie da hepatite B (HBsAg) em

ABEN

Um teste rdpido para a deteced fitativa do antigénii

sangue total, soro ou plasma,

Exclusivamente para utilizagéo profissiona! em diagndstico in vitro.
USO INDICADO

O Dispositivo de teste ripido do antigénio de superficic da Hepatite B HBsAg (sanguc
fotal/soro/plasma) ¢ um imuncensaio cromatografico ripido para a detecelio qualitativa do antigénio
de superfieie da Hepatite B em sangue total, soro ou plasma.

RESLIMG
A bepatite viral ¢ uma doenga sist¢ gue afecta principal o figado. A maioria dos casos de
bepatite viral aguda & causada pelo virus da Hepatite A, pelo virus da Hepatite B ou pelo virus da
Hepatite C. O complexo antigénio eneontrado & superficie do VHB é conhecido como HBsAg. Entre
as designagbes anteriores ineluia-se o antigénio Austrdlia on Au.” A presenca do HBsAg em sangue
total, soro ou plasma indiea uma infecglio activa pelo virus da hepatite B, aguda ou crénica. Numa
infeegdo por Hepatite B caracteristica, 0 HBsAg ¢ detectado 2 2 4 semanas antes de 0s niveis de ALT
se tornarern anormais € 3 a 5 semanas antes do desenvolvimento de sintomas ou ictericia, O HBsAg
possui quatro subtipos principais: adw, ayw, adr e ayr. Devide & beterogeneidade antigénica do
determinante, existem 10 serotipos prmc:pms do virus da Hepatite B.”
O Dispositivo de teste rdpide do antigénio de superficie da Hepatite B HBsAg (sangue total/soro/plasma)
& urm teste Tépido destinade a detectar de forma qualitativa a presenca de HBsAg em amostras de sangue
total, soro ou plasma. O teste utiliza uma combinagie de anticorpos monoclonais ¢ policlenals para
detectar selectivamente niveis elevados de HBsAg em sangue total, soro ou plasma.

O Dlsposmvo de teste rdpido do anngémo de superficie da I—Iepame B HBsAg (sangue

‘plasma) € um , de fase s0lida, de dois locais "em sanduiche” para a
detecglio do HBsAg em sangue toml SO10 ou plasma A -$€ Pl ida eom
antieorpos anti-HBsAg na regifio da hnha de testc do dispositivo. Durante © teste, a amostra de sangue
total, soro ou plasma reage eom as particulas con_tugadas com anticorpos anti-HBsAg. A mistura
migra o sentido d da por acglo capilar, para reagir com
[ annoorpos anti-HBsAg na membrana e gerar uma lmha colorida. A presenga desta linha colorida

« Posicione o dedo do paciente de tal forma que a gota de sangue sc encontre imediatamente
acima do pogo da amestra (S) do dispositive de teste.

+ Deixe cair 3 gotas suspensas de sangue total obtido por picada no dedo ne centre do pogo da
amostra (8) do dispusitivo de teste, ou mova o dedo do paciente de modo a que a gots suspénsa
toque no centro do pogo da amostra (8). Evite que o dedo toque dircetamente no pogo da
amostra (8).

* Separe o soro ou o plasma do sangue logo que possivel para cvitar 1 hemélise. Utilize apenas
amostras limpas, ndo hemolizadas,

* O teste deve ser realizado imedistamente apds a colheita da amostra. Nio deixe as amostras 3
temperatura ambiente por Iongos periodos de tempo. As amostras de s0r¢ ou plasma podem ser
conservadas entre 2 ¢ 8 °C até um nidximo de 3 dias, Para um ar mais prolongado, as
amostas dever ser conservadas a uma temperatura inferior a 20 °C. O sangue total cothido por
venopnng:ﬁo deve ser conservado entre 2 ¢ 8 °C no caso da realizagio do teste nos 2 dias seguintcs a

] de sangue total. O sangue total colhido por picada no dedo deve
ser testado de imediato,
* Deixe as amostras atingi a temp a ambi antes da realizagdo do ieste. As amostras
ladas devem ser total d gelad K bem mi das antes da realizagiio do teste. As
amostras nfo devem ser congeladas e d 1

* No caso dc envio das amostras, estas devem ser acondicionades em conformidade com os
regulamentos federais que cobrem o transporte de agentes etiolégicos.
MATERIAIS
Muteriais farnecidos)
» Conta-gotas d vel para
. Solucao tampao (apenas para sangue total)
s mas 1o Tornecidey)

* Dispositivos de teste
» Instrugdes de Uso

Dterinis necess:

* Recip de colk de + Lancetas (apenas para amostras de sanguc total por
picada do dedo)
* Centrifuga + Temporizador

» Tubos capilares heparinizados ¢ bolha para distribuiclo descartéveis (apenas para sangue total
obtido através do procedimento de picada nio dedo)

INSTRUCOES DE USO
Deixe que o dispositivo de teste, a amostra, a selugio tampdo e/ou os controlos se equilibrem 2
temperatura ambiente (15 a 30 °C) antes da realizag@o do teste.
1. Refire o dispositivo de teste da bolsa de alumimo sclada ¢ atilizc-o logo que possivel. Os methores

da bolsa de aluminic.

resultados séo obtidos sc o teste for reali apds a
2. Para amostras de soro ou plasma:

segure o conta-gotas na vertical, transfira 3 gotas de sore pu plasma (cerca de 75 plL) parz ¢ pogo

da amostra (8) do dispositive de teste ¢, em seguide, inicie o temporizador. Consulte « ilustragio

em baixo.

Pura amostras de sangue total colhido por venopuneilo:

segure o cohta-gotas na vertical, transfira 3 gotas de sangue total cothido por venopungiio (cerea de

75 pL) pars © poso da amostra (8) do dispositive de teste e, em seguida, adicione | gota de

solugdo tamplo {cerca de 40 uL) ¢ inicie o temporizador. Consulte a ilustrag3e em baixo.

na regifio de teste indiea um resultado positivo, ac passo que a sua indica um Jiad

negativo. Como controlo de procedxmcntos, apa:eceré sempre uma linha colorida na repifo da linha
de controlo. Se a linha de Hado do teste n30 pode ser considerado véhdo.

RE. \(,1 NTES
O dispositivo de teste contém partienlas anti-HBsAg e anti-HBsAg a revestir a membrana,

1o ndo ap

o Exclusivamente para utilizaglo profissional em diagnéstico in vitro, o utilizar depois de expirade
© prazo de validade.

« Niio eomer, beber nem fumar na drea onde as amostras ou kits séo manuseados.

» Niio utilizar 0 teste se a bolsa estiver danificada.

* M ¢

todu as e materiais utilizados na realizacdo do teste como se estes
i m agentes infe . Respeitar as precauges estabelecidas contra os perigos
microbiologicos ao longoe de todos os procedimentos ¢ seguir os procedimentos padriio para @

] a5

» Usar roupa de proteecfio, ¢omo batas de laboratdrio, luvas descartdveis e protecedo ocular durante o
teste das amostras.

= () teste empregue deve ser eliminado em conformidade com os reguiamentos locais.

* A bumidade e 2 temperatura podem afcotar os resultados de forma adversa,

» Verifieou-se, apds uma investigagdo sobre anticoagulagdo, que o EDTA-Kyo citrato de
sddio/oxalato de potassiofa hepanna de sbdio pedem ser utilizados eom o produte ¢ sdo, por este
motivo, de utilizagio dada, quande 1o,

ARMAZENAMENTO E ESTABILIDADE

O kit pode ser d bi ou refrigerado (2 a 3¢ °C). O dispositivo de teste

permaneee estivel até ao pmzo de validade impresso na bolsa selada. © dispositivo de teste deve ser
mantido na bolsa selada até 3 sua utilizagdo. NAO CONGELAR. Nao utilizar depois de expirado o
prazo de validade,

OBTENCAOQ E PREPARACAO DA AMOSTRA
# O Dispositivo de teste rdpido do antigénio de superficie da Hepatite B HBsAg (sangue
total/soro/plasma) pode ser utilizado com sangue total {proveniente de venopung3o ou de picada no
dedo), soro ou plasma.
» Para a colheita de amostras de sangue total obtido por picada no dedo:
» Lave a mio do doente com dgua quente ¢ sablio ou limpe com cotoncte embebido em Alcool.
Deixe scear.
» Massaje 2 mio sem toear no local da pungdo, esfregando a mio no sentido descendente, até
ponta do dedo médio ou do anclar.
e Pique a pele com uma lanceta estéril. Limpe a primeira gota de sangue.
« Esfregue suavemente a méio, do pulse até & palma ¢ da palma até ao dedo, para formar uma gota
de sangue arredondada sobre o loeal da pungdo,
* Adieione a amostra de sangue total obtida por picada no dedo a0 dispositivo de teste utilizando
um tubo eapilar:
* Toque eom a extremidade do tubo capilar no sangue até obter cerca de 75 uL. Evite bothas de ar,
o Coloque a bolha na extremidade superior do tubo capilar ¢ aperte a bolha para distribuir o
sangue total no poge da amostra (8) do dispositivo de teste.
» Adicione a amostra de sangue total obtida por picada no dedo ao dispositivo de teste utilizando

Para de sangue total obtido por picads ne dedo:

» para utilizer um tubo capilar: encha o tubo capilar ¢ transfira cerca de 75 pl. da amostra de
sangue total obtido por picada no dedo para o pogo da amostra (8) do dispositivo de teste e, em
seguida, adicione 1 gota de solugdo tampiio (cerea de 40 pL) ¢ inicie o temporizador. Consulte a
ilustragio em baixo,

o Para utilizar gotas suspensas: deixe cair 3 gotas suspensas da amostra de sangue total obtido por
pleada no dcdo (verca de 75 plL) para o pogo da amostra (S) do dispositivo de toste ¢, em

1 gota de solugio tampio (cerea de 40 1L ¢ inicie o temporizader, Consultc a
x]ustraqao em baixo.

NEGATIVO: aparece uma linha colorida na regifio de controlo (C), Nao aparece qualquer linha
colorida aparente na regidio de teste (T).

INVALIDO: Nio aparece nenhuma linha na regific de controlo (C). Se¢ tal ocorrer, leia as
instrugcs novamente & repita o teste utilizando um novo kit de leste. Se o resuitado continuar a ser
invilido, nfio volte a utilizar o kit de teste contacte 0 seu distribuidor local.

TROLO DE QUALIDADRE

0 teste tem incluido um lo de procedi Uma linha colorida que aparece na regifio de
controlo (C} € o controlo de procedimento interno.

Os padrdes de controlo ndo sfio fornecidos com cste kit. Contudo, ¢ aconsclhdvel testar um controlo
positive {contendo 10 ng/mL de HBsAg) ¢ um controlo negativo (contendo (¢ ng/mL de HBsAg)
enquanto boa prética laboratorial, para confirmar o procedimento de teste e verificar o desempenho
adequado do teste.

1. O Dispositivo de teste ripido do antigénio de superficic da Hepatite B HBsAg (sangue
total/soro/plasma) destina-se exclusivamente 4 utilizagdo em diagndstico in vitro, O teste deve ser
utilizado apenas para 1 detecciio de HBsAg em amostras de sangue total, sore ou plasma, Nio &
possivel determingr nem o valor quantitative nem a taxa de concentrago de HBsAg através deste
feste quamanvo

2. O Dispositivo de teste ripido do antigénio de superficie da Hepatite B HBsAg (sangue
tomlfsoro/plasma) indicard apenas a prasenga de HBsAg na amostra ¢ nio deve ser utilizado como
o finico eritério para o diagnéstico de mfecg;oes pelo virus da Hepatite B.

3. Tal come sucede com todos os testes de diagndstico, todos os resultad:
em conjunto com putras informages clinicas & disposicio do médico.

4. O Dispositivo de testc répido do antigénio de superﬁcte da Hepatite B HBsAg (sangue
total/soro/pl ) ndo menas de 1 ng/mL de HBsAg nas amostas. Se o
resultado do teste for negauvo ¢ os si 2 g a utilizacdo de testes
de seguimento adicionais que utilizem outros dos clini Um ltado negativo em
qualquer altura ndo exclui a possibilidade de infeegdo pelo virus da Hepatite B.

4.

devem ser intep

VALORES ESPERADOS

O Digpositivo de teste rapido do untigénio de superficie da Hepatitt B HBsAg (sangue
total/sorofplasma) foi comparado a um teste EIA para o HBsAg lider de mercado. A correlagfo entre
estes dois sistermnas ¢ de 99,4%.

O Dispositivo de teste rdpido do antignic de superficie da Hepatite B HBsAg (sangue
total/som/plasma) foi testado num controlo de sensibilidade que incluia os subtipos ad e ay, com
concentragdes entre 0s 0 ¢ os 300 ng/mL. O teste pode detectar 1 ng/mL de HBsAg em sangue total,
soro ou plasma apés 15 minutos,

Os anticorpos utilizados no Dispositivo de teste rapido do antigénie de superficie da Hepatite B
HBsAg (sangue totalf’sorofplasm) foram deseavolvidos contra o antigénio totel da Hepatite B,
isolado a partir do virus da Hepatite B. A especificidade do Dispositivo de teste rpido do antigénio
de superficie da Hepatite B HBsAg (sangue total/soro/plasma) foi também testada com cstirpes de

aboratoriais da Hepatite A e da Hepatite €, Todas com resultados negativos.
Métode EIA Resuliad
HBsAg Resultados Positivo Negativo totals
Répido do NT- Positivo 409 5 414
proBNP Negativo i 617 18
Resultados totais 410 622 1032

dos 15

w

. Aguarde até a(s) linha(s) colorida(s) aparccer{em). O resultado deve ser lido p
Nib intetprete o resultado depois de decorridos 38 minutos.

3 gotas de sangue total

colhido por venopungdo

g 1 gota de solugiio
oy rampiio

3 gotas de soro
ou plasma

< - o
i)  (Edo-
7§ ul de sangue total 3 gotas de sangue toral
obtido por picada no dedo obtide por picada no dedo
' 1 gota de solugio g 1 gota de solugiio
&7 tampdo j5/ tampio
¢ &
¢

*M¢ll 8 B0

Pasitivo Negativo Iavitido

(Consullc a ilustraclio acima)
POSITIVO:* aparecern duas linhas coloridas diferentes. Uma linha deve cstar na regido linha de
controlo (C) ¢ a outra linha deve estar na regido da linha de teste (T).
*NOTA: a intensidade da cor na regifio da linha de teste (T) varia dependendo da concentragiio de
HBsAg presentc na amostra. Por essa razdo, qualquer tonalidadc de cor na regifio de teste (T) deve

seve moametdamde soecitivae

Especificidade relativa; 99,2% (98,1%-99,7%)*

Sensibilidade relativa: 99,8% (98,6%-10:,0%)*
* Intervalo do confianca de 95%

Exactidio: 99,4% (98,7%-99,8%)*

Pre
Inkra-ensaio
A precisio intra-série foi determinada utilizando 10 réplicas de oito do 0 ng/mL,
2ng/mL, § ng/ml e 10 ng/mL de Ad ¢ Ay do HBsAg, Os valores negativos ¢ positives foram
comrectamente identificados »99% das vezes,
Inter-enssio
A precisdo entre séries foi determinada utilizando as mesmas oito amostras de 0 ng/mlL, 2 ng/mL,
5 ng/mL e 10 ng/mi. de Ad e Ay do HBsAg em 3 ensaios indep Foram dos trés lotes
diferentes de Dispositivos de teste ripido do antigénio de superficie da Hepatitc B HBsAg (sangue
total/soro/plasma) utilizando amostras negativas, positivas baixas e positivas altas. As amostras foram
corrsctamente identificadas >99% das vezes.
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Namero: 1156086502

Dispositivo de deteccién rapida de los
antigenos de superficic de la hepatitis B

Fecba efectiva: 2014-01-16
(para sangre completa/suero/plasma)
Ficha Técnica

ABEN _

Prueba rapida para la deteccitn cualitativa de los antigenos de superficie de la hepatitis B (HBsAg)
en sangre completa, suero o plasma.
S6lo para uso diegndstion profesional in vitro.

USO PREVISTO
Ei d!sposmvo de dewcmén rﬁp:da dc los antigenos de superficie de la hepatitis B (HBsAg) (para
sangre fico rapido para la deteccidn
cualitativa de los anﬁgenos de supcrﬁcnc delah suero o plasma.

Ben sangre pl

Rl,s( MEN

La bepatitis viral es una enfermedad sistémica que afecta al higado, La mayoria de los casos de hepatitis
viral aguda son consecuencta del virus de Ia hepatitis A, el vinss de la hepatitis B (VHB) o el vims de la
hepatitis C. El antigeno complejo ballado en la superficie del VHB s¢ denominag HBsAg, Entre las
designaciones apteriores se incluyen antigeno Australia o An' La presencia del HBsAg en sangre
completa, suero o plasma indica una infeccién activa de hepatitis B, ya sca aguda o cronica. En una
infeccion de hepatitis B comin, el HBsAg se detectard entre 2 y 4 scmanas antes de que los niveles de la
ALT sean anormales y entre 3 y 5 semanas antes de que se presenten los sintomas o ictericia. El HBsAg
cuenta con cuatro subtipos principales: adw, ayw, adr y ayr. Debido a que 1a heterogencidad antigénica es
deterrminante, existen 10 serotipos prineipales del virus de 1a hepatitis B,
El dlsposntwo de deteccion ripida de los antigenos de superficic de la hepatitis B (HBsAg) (para
sangre o/plastma) es una dispositivo que permite la deteecion cualitativa rapida de la
presenm del HBsAg en una muestra de sangre completa, suero o plasma. El dispositivo emplea una
de ant ¥ P para realizar una detecei6n selectiva de
niveles elevados del IrﬂBsAg cu sangte complcta. suero o plasma.

PRINCIPIO

El dxsposmvo de dcteccmn répida de los antigenos de superficie de Iz hepatitis B (HBsAg) (para
esun i o cualitativo de fase sélida en dos laboralonos tipo
":;éndwxch“ que penmte deteetar la presencia del HBsAg en sangre completa, suero o plasma. La

cstd prev 5 con anti-HBsAg en [a zona e la linea de prueba

del dispositi Dur:mte lad ibn, la de sangre suere o plasma rescciona con las
partieul Fic con anticuerpos anti-HBsAg. La_ mezcla se desplaza hacia arriba en la
b 3l por capilaridad para r con los anticuerpos anti-HBsAgde la
membrana y generar una linea coloreada. La presencia de esta linea coloreada en Ia zona de prucba
mdlca un | {tada positivo, mi que su indiea un Itad . Como control del
i 4 uma lines da en la zona de Ia linea de control. Si Ia linea de

control o aparece, el resultado de la prucba no es vélido.

REACTIVOS

El dispositivo de deteccidn contiene particulas anti-HBsAg v la membrana estd recubierta con anti-
Ag.

PRECAUCIONES
¢ S6lo para uso diagnéstico profesional in vitro. No utilizar después de la fecha de caducidad,

» No coma, beba o fume en la zona en que se pulan los kits o las

« No utilice este dispositivo si el envase estd dafiado.

« Manipule y deseche todas las muestras y materiales utilizados en esta prucba como si contuvieran sgentes
mfecclosos Siga las medidas de precaucién establecidas frente a peligros microbiologicos durante todos
los p 'y siga los procedi s estindar para un dwecho adecnado de las muestras.

« Utilice ropa protectora como batas dc habl
o estén analizando las muestras.

» El andlisis utilizado deberd desecharse segin la legislacién local.

* La humedad y la temperatura pueden afectar de forma perjudicial a los resultados.

+ El BEDTA-K,/Ta solucién de citrato de sodio/el oxalato potdsico/la heparina sGdica pueden funcionar con
e} producto tras ¢l estudio de anticoagulantes y, por tanto, s¢ recomienda su uso cuando sea necesario.

[

y gafas de proteccién cuando

1o, guantes d

ALMACENAMIENTO YV ESTABILIDAD

El kit puede conservarse a temperatura ambiente o refrigerado (2 ~ 30 °C). El dispositive de deteccion
¢s esiable hasta fa fecha de caducidad impresa en el envase sellado. El dispositivo de deteccion debe
permanecer dentro del envase sellado hasta su uso. NO CONGELAR. No lo utilice después de fa
fecha de caducidad.

OBTENCION Y PREPARACION DE LA MUESTRA
« El dispositive de deteccidn ripida de los antigenos de superficie de Ja hepatms B (HBsAg) (para
pleta (p

sangre completa/suero/plasma) puede utilizarse con de sangre
venopuncién o de puncién digital), suero o plasma.
Para extraer muestras de sangre completa por puncitn digital:
o Lavese las manos con jabén y agua templada o limpielas con una gasa con aleohol. Deje que se
sequen.
* Masajec la mano sin tocar la zona de puneién frotdndose la mano hacia la punta del dedo del
dedo corazén o anular,
» Realice una puncién en la piel con una lanceta estéril. No extraiga la primera gota de sangre.
* Frote la mano con suavidad desde la muiieca hacia la palma y hasta el dedo para formar una gota
de sangre redonda en Ja zona de puncién.
o Afiada la muestra de sangre completa obtenida por puncién digital al dispositivo de deteccién
usando un tubo capilar:
* Toque la sangre con ¢l extremo del tubo capilar y espere hasta que legue aproximadamente a
75 yl. Evite la formacién de burbujas de aire.
* Coloque la perilla en el extremo superior del tubo capilar, a continuacién apncte la perilla para
aplicar la sangre completa al pocnlo de ia (8) del dispositivo de d
« Afiada la muesira de sangre P ida por punei d1g1ml al di
usando la gota suspendida:

de d 14

muestra (8 del dispositivo ae detecedn.

» Deje que 3 gotas didas de sangre b ia por p digital caigan en el
pocillo de la muestra (S) del dispositivo de dcteocx(m, o mueva ¢l dedo del paciente de manera
que la gota suspendida toque el centro del pocillo de Ia mucstra (8). Evite que el dedo toque
directamente el pocillo de la muestra (S).

« Separe ¢l sucro o cl plasma de la sangre lo antes posible para evitar he
parentes, no h
o Bl andlisis deberé reali inmedi d de la extraccién de muestras, No deje las
muestras a temperatura ambiente durante un penodo de tiempo prolongado. Las muestras de suero y
plasma pueden conservarse a 2 — 8 °C durante un méximo de 3 dias. Si deben conservarse durante
un periodo de tiempo prolongado, las muestras deberan a una inferior
=20 °C. Las muestras de sangre completa obtenidas por venopuncidn deberin conservarse a una
tcmperatum de 2 a 8 °C si el andlisis se va a realizar ¢n el plazo de 2 dias desdc ia exrraccxén Ne
congelar las muestras de sangre pleta. Las de sangre pleta ¢
puncion digital deberdn analxzaxse de inmediato,
+ Deje que lss la B
ladas deben d 1 por picto y |
no se deben congelar y d id
« Si las muestras deben h-ansporlarse, " deberdn embalarse de aguerdo con la nonmativa estatal en
materia de transporte de agentes etiolégicos.

olisis. Utilice solo

antes de analizarlas. Las muestras
bien aptes de analizarlas. Las muestras

MATERIALES

M steriales suministrada
s Dispositivos de deteccion * C 5 descohables para 5
» Ficha técniea o Tampén {solo para sangre complem)
MMateriales Regueride po suministradol
» Recipiente para la cbtencion de lamuestra  » Lanectas (solo para I obtencién de sangre
eompleta por puncién digital)
= Centrifuga » Crondmetro
» Tubos capilares desechables heparinizados y perilla disp
completa obtenidas por puncién digital)

de sangre

dora (solo para

INSTRUCCIONES DE USO

Deje que el dispositivo de detgccidn, la muestra, el tampéu y/o los contreles alcancen la
temperatura ambiente (15 - 30 °C) antes del andlisis,

dad

coloreada en 1a zona Ge 1a 1inea ae prugna {2 ).
NO VALIDO: No aparece ninguna linea en la zona de Ia linea de control (C). Si esto oeurre, lea las
indicaciones de nuevo y rep:ta Ia pmeba con una prucha nueva, i el msultado s1gue sin ser vélido, deje de
utilizar el kit de prueba i en con su distrit local.

£ (,D.\ TROL DE CALIDAD

En el anélisis se incluye un control del procedimiento. La aparicién de una linea coloreada en la zona
de control (C) es un control interno del procedimiento.

Los cstandares de control no se suministran con este kif; sin embargo, se recomienda que se realice
un andlisis de control positivo (que contenga 10 ng/m! de HBsAp) y un anélisis de control negative
(que contenga 0 png/ml de HBsAg) como buena prictica de laboratoric para eonfirmar el
procedimiento del andlisis y garantizar un rendimiento adecuado.

LIMITACIONES
. El chsposmvo de detecmbn ripida de los ant{genos de SHPCXﬁcle de la hepatitis B (HBsAg) (para

—

sangre ¢ ) es de uso o para diag) in vitro. Bsta prucba debe usarse

para la deteccién de H_‘BsAg en muestras de sangre completa, suero ¢ plasma, Con este apdlisis

cualitativo no se puede determinar ni ¢l valor cuantitativo ni la tasa en la concentracién de HBsAg,

El dispositivo de deteccidn répida de los antigenos de superficie de la hepatitis B (HBsAg) (para
sangre completa/suera/plasma) solo indicard la presencia del HBsAg en la muestra, por lo que no

debe utilizarse como tinico criterio para el diagnéstico de la infeccion de hepatitis B viral,

. Al igual que todos los andlisis diagndsticos, deberdn se todos los resultados junto con el

resto de informacion clinica de que dlsponga el médico.

.N

w

4. El dxsposmvo de deteccidn répida de los antigenos de superficie de la hepatitis B (HBsAg) (para
SANEre ¢ ipl ) no puede d menos de 1 ng/ml de HBsAg en las muestras. Si
] resulwdo del andlisis es uegauvo pero Ios i S€ recc Ja realizar un
andlisis adi 1 con otros , Un rcsu[(‘ado negative no excluye en ninglo

momento la posibilidad de una infeccién de hepatms B.

VALORES PREVISTS
El dtsposmvo de deteccién ripida de los antigenos de superficie de la hepatitis B (HBsAg) (para

sangre 1! ) 8¢ ha p con ¢l principal inmunoensayo (EIA) comercial para
HBsAg. La coxrelacnén entre estos dos sistemas es del 99,4%.

Sensibilidad

1. Saque el dispositivo de deteccién de la bolsa de aluminio scllada y utilicela a la mayor b
posible. Los mejores resultados se obtendrdn si ¢l analisis se realiza inmediatamente después de
abrir la bolsa de aluminio.
Para muestras de suero o plasma:
Sostenga ¢l cuentagotas verticalmente y transfiera 3 gotas de suere o plasma (aproximadamente 75
) at pocillo para muestras (S) del dispositivo de deteccién y ponga en marcha el crondmetro,
Consulte ia ilustraeion que aparece mis abajo.
Pam mueslm de sangre cgmg]eta obtenidas por venopuacién:

vel transfiera 3 gotas de sangre completa obtcnida por
d 75 1ud) al poeitlo para muestras (S) del dispositivo de deteccibn,
afiada 1 gota de tampén (aproximadamente 40 pl) y ponga en marcha el cronémetro. Consulte Ia
ilustracién que aparece més abajo,

Para muestras de sangre completa obtenidas por puncién digital:

»

Ba B

El dispositivo de d ion répida de los antigenos de superficie de la hepatitis B (HBsAg) (para
Sangre leta‘suero/pl ) se ha parado con un panel de scnsibilidad en el que se ineluyen
los subtipes ad ¥ ay con concentracioncs que oscilan entre 0 y 300 ng/ml. El dispositivo puede
detectar | ng/ml de HBsAg en sangre completa, suero o plasma en 15 minutos.
l-:s secificidad

Los anticugrpos cmpleados en el dispositivo de deteccién rapida de los antigenos de superficie de la
hepatitis B (HBsAg) (para sangre completa/suero/plasma} se han desarroliado para todos los
antigenos de hepatitis B nislados del virus de la hepatitis B. También se ha eomprobado la
especificidad del dispositivo de deteccién ripida de los antigenos de superficic de la hepatitis B
(HBsAg) (para sangre completa/sucro/plasma) eon eepas de laboratorio de hepatitis A y C. Todas
cllas arrojaron resuitados negativos.

= Si se usa un tubo capilar: llene el tubo eapilar y transfiera ap
de sangre completa de puncidn digital al poeillo para muestras (8) del dispositivo de deteccibn;
a continuacién afiada 1 gota de tampdn (aproximadamente 40 ul) y ponga en marcha el
crondmetro, Consulte la ilustracién que aparece més abajo.
¢ Si se usa gota suspendida: de_;e que 3 golas suspendidas de 2 muestra de sangre completa de
i6n digital (ap 7
continuacion 1 gota de tampén (aproximadamente 40 il) v ponga en marcha el

d 75l de| Método E1A -
b e de " N Resultados Positivo Negativo totales
Dispositivo de
deteccidn de Positiva 409 5 414
AL Negativo 1 617 618
HI) eaigan sobre el pocillo para muestras (S), a[nada a Resultados totales 0 o Ton

Consulte la ilustracién que aparace méds abajo.

Senslbzhdad refativa: 99,8% (98,6%-100,0%)* Especificidad relativa: 99,2% (98,1%-99,7%)*

3. Espere hasta quc ap !as lineas coloreadas. El ltado deberd leerse ridos 15 Precisién: 99,4% (98,7%-99,8%)* * Intervalo de eonfianza 95%
i No interprete ¢l resultado después de 30
Intraensayo
3 gotas de suero 3 gotas de sangre compiet
oﬁlotwma df W,,,,p“,,c,f,,e i Se ha determinado la precisién intraandlisis usando 10 repliead ocho que it
{ ng/ml, 2 ng/ml, 3 ng/ml ¥ 10 ng/ml de Ad y Ay de HBsAg Los valoms negativo y positivo se

a g 1 gota de tampon

. e
x ¢ x
75 ul de sangre completa

3 gotas de sungre completa
de puncidn digital

de puncién digital

1 gota de tampon
’}'

1 gota de tampon

» 88 B 00

Positlva  Negative  Novilide

INTERPRETACION DE LOS RESULTADOS

(Consulte 1a ilustracién anterior)
POSITIVO:* aparecen des lineas diferentes coloreadas, Una linca debe estar en la zona de control
{C) y otra linea en 1a zona de prucba (T).
*NOTA: la intensidad del eolor de la zona de linea de deteccidén (T) variard dependiendo de la
concentracién de HBsAg p te en la Por tanto, cualquier tono de color en la zona de
prueba (T) se debe considerar positiva,

identificaron correctamente més del 99% de las veces.
Interensayo
8¢ ha determinado la precisién entre andlisis umdo ocho muestras de € ng/ml, 2 ng/ml 3 ng/mly 10
ng/ml de Ad e Ay de HBsAg cn 3 andlisis indep Se ban do tres lotes diferentes del
dnsposmvo de detcecién répida de los antigenos de superiic;e dela hepamxs B (HBsAg) (para sangre
o/pl ) usando las , positiva baja y positiva alta, Las muestras se
identificaron correctamente més del 99% de las veces
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CHARACTERISTICS (PHASE T) report 1. 2001; 24
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Hepatitis C Virus Rapid Test Device

Effective date: 2015-01-13

) ™ (Serum/Plasma)
Package Insert
ABESN
HCV
THC-302
A rapid test for the qualitative detection of antibodies to Hepatitis C Virus in serum or
plasma.
For prof ! in vitro diagnostic use only.

INTENDED USE
The HCV Hepatitis C Virus Rapid Test Device (Serum/Plasmay) is a rapid chromatographic
immunoassay for the qualitative detection of antibody to Hepatitis C Virus in serum or
plasma,

MAAIRYISY

Hepatitis C Virus (HCV) is a small, enveloped, positive-sense, single-stranded RNA
Virus, HCV is now known to be the major cause of parenterally transmitted non-A,
non-B hepatitis. Antibody to HCV is found in over §0% of patients with well-
documented non-A, non-B hepatitis.

Conventional methods fail to isolate the virus in cell culture or visualize it by electron
microscope. Cloning the viral §enome has made it possible to develop serologic assays
that use recorbinant antigens.'” Compared to the first generation HCV EIAs using single
recorbinant antigen, multiple antigens using recombinant protein and/or synthetic
peptides have been added in new serologic tests to avoid nonspecific cross-reactivity and
1o increase the sensitivity of the HCV antibody tests.>*

The HCV Hepatitis C Virus Rapid Test Device (Serum/Plasma) is a rapid test to
qualitatively detect the presence of antibody to HCV in a serum or plasma specimen. The
test utilizes a combination of recombinant HCV antigen coated particles and recombinant
HCV proteins to selectively detect antibody to HCV in serum or plasma. The recombinant
HCV antigens used in the test kit are encoded by the genes for both stuctural
(nucleocapsid) and non-structural proteins.

The HCV Hepatitis C Virus Rapid Test Device {Seruro/Plasma) is a qualitative, membrane
based immunoassay for the detection of antibody to HCV in serum or plasma. The
membrane is coated with recombinant HCV antigen on the test line region of the device.
During testing, the serum or plasma specimen reacts with the recombinant HCV antigen
coated particles. The mixture migrates upward on the membrane by capillary action to
react with recombinant HCV antigen on the membrane and generate a colored line.
Presence of this colored line indicates a positive result, while its absence indicates a
negative result. To serve as a procedural control, a colored line will always appear in the
control line region. If the control line does not appear, the test result is not valid.

REAGENTS

The test device contains recombinant HCV antigen coated particles and another
recombinant HCV antigen coated on the membrane.
PRECAUTIONS

 For professional in vitro diagnostic use only. Do not use afier expiration date.

» Do not cat, drink or smoke in the area where the specimens and kits are handled.

* Do not use test if pouch is damaged.

*Handle all specimens as if they contain infectious agents. Observe established
precautions against microbiological hazards throughout the procedure and follow the
standard procedures for proper disposal of specimens.

* Wear protective clothing such as laboratory coats, disposable gloves and eye
protection when specimens are assayed,

» The used test should be discarded according to local regulations.

» Humidity and temperature can adversely affect results,

» EDTA-K,/Sodium citrate/Potassium oxalate/Sodium heparin can work with the
product after anticoagulant study and are hence recommended to usec when
necessary.

STORAGE AND STABILITY

The kit can be stored at room temperature or refrigerated (2-30°C). The test device is
stable through the expiration date printed on the sealed pouch. The test device must
remain in the sealed pouch until use. DO NOT FREEZE, Do not use beyond the
expiration date.

SPECIMEN COLLECTION AND PREPARATION

« The HCV Hepatitis C Virus Rapid Test Device (Serum/Plasma) can be performed
using either serum or plasma.
¢ Separate the serum or plasma from blood as soon as possible to aveid hemolysis.

» Testing should be performed immediately afler the specimens have been collected. Do not
leave the specimens at room temperature for prolonged periods. Specimens may be stored
at 2-8°C for up to 3 days. For long term storage, specimens should be kept below -20°C.

¢ Bring specimens to room temperature prior to testing, Frozen specimens must be
completely thawed and mixed well prior to testing. Specimens should not be frozen
and thawed repeatedly.

o If specimens are to be shipped, they should be packed in compliance with federal

reﬁlations for transiottation of eﬁoloiic aients.

Materials Provided)
® Test devices ¢ Buffer

¢ Disposable specimen droppers ® Package insert
Materials Required But Not Provided,
® Specimen collection container ® Pipette and disposable tips (optional)
# Centrifuge (for plasma only) ® Timer

DIRECTIONS FOR USE

Allow test device, specimen, buffer and/or controls to equilibrate to room

temperature (15-30°C) prior to testing.

1. Remove the test device from the foil pouch and use it as soon as possible. Best
results will be obtained if the assay is performed within one hour.

2. Place the test device on a clean and level surface. Transfer the specimen by a
pipette or a dropper:

¢ To use a Pipette: Transfer 50 plL of serum or plasma to the specimen well (8)
of the test device, then add 1 full drop of buffer (approximately 30 pL) and
start the timer. Avoid trapping air bubbles in the specimen well (S). See
itlustration below,

& To use a Disposable Specimen Dropper: Hold the dropper vertically, draw,
serum or plasma as shown in illustration below. Transfer 2 full drops of the
specimen {approximately S0 pL) to the specimen well (8) of the test device,
then add 1 full drop of buffer (approximately 30 L) and start the timer. Avoid
trapping air bubbles in the specimen well (8).

3. Wait for the colored line(s) to appear. The result should be read at 10 minutes. Do
pot interpret the result after 20 minutes.

50 pl, of serum or plasma 2deops of serunorplasmu

HCV

» | (J»88: O

Favalid

Positive Negative

0s
*

INTERPRETATION OF RESULTS

(Please refer to the illustration above)
POSITIVE: * Two distinct colored lines appear. One line should be in the control
region (C) and another line should be in the test region (T).
*NOTE: The intensity of the color in the test line region (T) may vary depending on
the concentration of HCV antibodies present in the specimen. Therefore, any shade of
color in the test region should be considered positive.

NEGATIVE: One colored line appears in the control region (C). No apparent
colored line appears in the test region (T).

INVALID: No line appears in the contrel line region (C). If this occurs, read the
directions again and repeat the test with a new test. If the result is still invalid, stop
using the test kit immediately and contact your local distributor.

QUALITY CONTROL

Internal procedural controls are included in the test. A colored line appearing in the
control region (C) is considered an internal positive procedural control,

Control standards are not supplied with this kit; however, it is recommended that
positive and negative controls be tested as a good laboratory practice to confirm the
test procedure and to verify proper test performance.

1. The HCV Hepatitis C Virus Rapid Test Device (Serum/Plasma) is for in vitro
diagnostic use only. This test should be used for the detection of antibodies to
HCV in serum or plasma specimen.

2. The HCV Hepatitis C Virus Rapid Test Device (Serum/Plasma) will only indicate
the presence of antibodies to HCV in the specimen and should not be used as the
sole criteria for the diagnosis of Hepatitis C viral infection.

3. As with all diagnostic tests, all results must he considered with other clinical
information available to the physician.

4. If the test result is negative and clinical symptoms persist, additional follow-up
testing using other clinical methods is recommended. A negative result at any time
does not preclude the possibility of Hepatitis C Virus infection.

EXPECTED VALUES

The HCV Hepatitis C Virus Rapid Test Device (Serum/Plasma) has been compared

with a leading commercial rapid test product. The correlation between these two

systems is 99.85%.

PERFORMANCE CHARACTERISTICS

The HCV Hepatitis C Virus Rapid Test Device (Serum/Plasma) has compared with a
leading comrnercial rapid test product.
Speceificity

The recombinant antigen used for the HCV Hepatitis C Virus Rapid Test Device
(Serum/Plasma) is encoded by genes for both structural (nucleocapsid) and non-
structural proteins, The HCV Hepatitis C Virus Rapid Test Device (Serum/Plasma) is
highly specific for antibodies to Hepatitis C Virus compared with a leading
commercial rapid test product.

Method C cial Rapid Test Total
Results Positive Negative Result:
TeY . [Positive 630 3 633
Negative 0 1367 1367
Total Results 630 1370 2000
Sensitivity: 99.53% (99.53%-100.0%)*
Specificity: 99.78% (99.36%-99.95%)*
Accuracy: 99.85% (99.56%-99.97%)*
*95% Confidence Interval
Intra-Assay

Within-run precision has been determined by using 20 replicates of four specimens: a
buffer, a low positive, a middle positive and a high positive. The buffer, low positive,
middle positive and high positive values were correctly identified 98% of the time.

Inter-Assay

Between-run precision has been determined by 20 independent assays on the same
four specimens: a huffer, a low positive, a middle positive and a high positive. Three
different lots of the HCV Hepatitis C Virus Rapid Test Device (Serum/Plasma) have
heen tested using buffer, low positive, middle positive and high positive specimens.
The specimens were correctly identified 98% of the time.
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