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Cepheid ABlocated at Rontgenvagen's Solna, 17127, bt/ Jextranet who.int/prequal/ WHOPR /public report
AT ertHIV-1 Qual INV-QAXC-CE marke Cepheid A i
202 Y A HpertHIV-1 Qual XC GXHIV-QAXCCE10 Cemarked o Connerd 1070t P B ————
J— e e Coporson 3, AL 372 —
2023 Hev Ao Firt Response HCV Card Test PIO3FRCS0, and Row premier Mecica Corporation rvate imited (100700 00 e sogass, S0,
o 10T/t tps:/Jextranet who.int/prequal/ WHOPR public report
first resoonsehev-card-test pod 0463-010-00
cobas HIV-1/HIV-2 Qualitative nucleic acid
testforuseon the Roche Molecular Systems,inc. located at 1080 US Huy 96T/,
023 Y NAT cobas 6800/8800 and cobas HIV-1/HIV-2 O oo Cemarked Roche Molecuar 202 South Branchburg Township, 8879, United States 1927/kit
Qualitative Nuclei acd test for use and 09040 rstems, nc, ot America
o the cobas 5300/6800/8800 Systems ttps:/Jextranet who.int/prequal/ WHOPR public report
cobas-hiv-1hi-2-POD0528-046:00
M40, Abon Biopharm (Hangzhot) CO, LTD. located 1984 a0t
o evror HEVHepattls € T RapldTest pece 1HC 028, o ABON Biopharm 12th Street East, 25T/t
bloodSemumPlasta) THC.402WC, and © (Hangzhou) €O, LTO Economic and Technological Development Area, a0t/ ttpsyfextranet who int/prequal/ WHOPR public-report.
IHC402WD 310018 Hangzhou, China 25T/t hev-hepatits-virus.rapic-test-device-whole
203 HY NAT SAMBAI HIV-1Qual Whole Blood Test as0012 CEmarked o World td o World in San Jose,CA, USA 2T hittos:/Jextranet whoin/prequal/ WHOPR public-report
samba- i hiv-1-oual-whole-bloo-testpad-0458-072-00
07450155150, 07460171150, 07002238150,
023 HPY Virological Technologies cobas HPV 06997545150, 06997511190, 06997538190, CEmarked 5 nc Branchburg, New lersey, USA 80T/t bttps//extranet who int/orequal/ WHOPR /public-report.
06997503190 cobas-hov-pach-0468.046-00
702152, ABbort Diagnostics Medica Co, L, located at 357 07t
2022 Syphilis ROT Determine syphills TP 702053 and Row ABbot Diagnostics MedicalCo, Ltd. | Matsuhidai, Chibaken 100 Tt hitos/fextranet whoint/prequal/ WHOPR ublic-report
o2us3ET Matsudo-shi, 270-2214, apan 1007/t
022 Hov NAT HoertHCY VL Fingerstick GXHCV-FSCE10 CEmarked Cepheid A8 Rontgenvigen 5, SE-17154 Solna, Sweden 07t bttps//festranet who int/orequal/ WHOPR /public-report.
xoert-hey-vhingerstick-oadh-0453-070-00
29011W20 207t
Hv RO anbio HV Verificaion Tes o ott Rapid Diagnostics Jena G fweg 1, Jena, German
02 Panbio HIV Verifiation Test fondiind Row ABbortt Rapid DiagnosticsJena GmbH | Orlaweg 1, Jena, Germany fod
s/ Jextranet who.int/prequal/ WHOPR public report
0T/t
One step tst for Malaria ROWNPH02, 25Thit
w2 s o AP0 MERCHGEN s TR s ow ent Digrosic o 18 ‘eond i 0103 erl P Sy o 5252 i syt oo AHOPS sl e
I RPWMPH.OZ . My & Chal, Vapi, 396191, Indi
20T/t
08792992150, 1050t
cabas HIV-1 Nuclei acid test for use on the Sandhoer Srasse 115, Mannheim
marke Roche Diagnostics GmbH ] . sl fextranet whoint/prequal ublic-repor
202 Y NAT AT 06379572150, Cemarked o s e httpsfextranet who int/prequal/ WHOPR pubic report.
o0 cobas-hiv- L nuclic-acid-test-use-cobas-4800-system-
16071011800
Tk
20TAit
Wooepo0ss
g 5 iishan Road, Science Gity, Luogan District, 1007kt
for seftestin on st Row uangzhou Wondfo Biotech Co,
022 HIVROT for seltesting Wondfo HIV Self-Test Wo06¢009, Guanghou WondioBotecn o, tg |21 o8 Senee O Lo
ttsy/Jextranet who.int/prequal/ WHOPR public report
wondfo-hiv-seftest-oadx-0357-004-01
w2 v ortorsesing ——— —— ow g R p— e
s/ Jextranet who int/prequal/ WHOPR public-report
2022 HIVRDT Trinscreen HIV. 5551100 RoW Trinity Biotech Manufacturing Ltd o southern Cross ‘2" Business 100T/kit
arkin Bray, el
sy Jextranet who int/prequal/ WHOPR public-report
#cobas HCV (Quantitative nucleic acid test 6997732150 Mannheim, 96 T/kit
marke i
w2 HevNAT foruse on cobas 5800/6800/8800 Systems) 03040765150 CEmarked 68305 Germany 192 T/Kit
s/ Jextranet who int/prequal/ WHOPR publc-report
hev-cobas-P
J— site 1:A1.302, IDC, Sarigam 396 257/t
posrnce. 155, Valsad, Gujarat, India SoThit
20 Syphils ROT Firs Response Syphils Anti-TP Card Test Row dical site 2:32.350, 100T/kit
PIOSFRC100 e o, tts:/Jextranet who.int/prequal/ WHOPR pubic report:
v chigam, Nani Daman, 5T/t
Carman 39621, Indis, it response-syphils-anti-tp-card-est-pqd-0871-010-
o . o VL Quantae rudeicaci e oroosssiso — focheaecr andhoersusse 16 M, ssTe
he cobassemyeannyBE00 Sysems 09040803190 Systems, nc 68305 Germany 1927/t
tps:/Jextranet who.int/prequal/ WHOPR public-report
cobas-hiv-1-quantitative-nuclec-acid-est-use-cobas-
HWRPD.01 0T/t
HWRPD.02 0Tt
HYWRPD.06 soT/t
HWRPD.07 Second Floor, D1.03, Meri Park,Survey No 107TAiL
D103, : httpsyfextranet who.int/paweb/ WHOPR public-report:
200 Hv o #MERISCREEN HIV 12 W8 HYWRPD.08 Cemarked Meril iagnosties P, L 135/2/8 & 17472, Muktanand Marg, Chala, Vapi, 100 it s fexianet uho. o /oouneh WO oublcreport
HWRPD.09 396191, India 25Thit messcroonie1:240:pqd 0S61.070.00
HYWRPD-10 30T/t
HWRPD-11 0Tt
HWRPD-12 eoT/t
302030025, i,
302030005, SThit
Paracheck P-Rapid Tet for P. Falciparum 302030010, Orchid Biomedical Plot nos 88/89, Phase I Verna ndustrial Estate, 107t
200 Wataria ROT Malaria Cemarked Spsems - A D omeds PN ipnpraiiciy FON
Device (ver.3) g ystems = ADiviion of Tulp Disgnostcs ema, Goa, 3722 ndia i tps:/Jextranet who.in/prequal/ WHOPR public-report
302030100, 1001/t aracheckpfrapi-testpfalciparum-malara-device-ver
302030025(17) 25x1T/it
30T
MHLRPD-02, 10T/t
One step test for Malaria PPan Ag ccondFioo, et par Sumer o s/ Jextranet who.int/paweb/WHOPR/public-report:
2020 Malaria ROT MERISCREEN MHLAPD03, CEmarked Meril Diagnostics Pyt Ltd Second Floor D1:D3, Merl ark, Survey No 135/2/0 & fsalid one:step-test-malaria-pfpan-ag-meriscreen-malaria-
MHLRPD-04, 174/2, Muktanand Mare, Chala, Vapi, 396191, India soTAit
Malaria P/Pan Ag Ve pfoan-ag:padc-0330-074-00



https://extranet.who.int/prequal/WHOPR/public-report-xpert-hiv-1-qual-xc-pqdx-0652-070-00
https://extranet.who.int/prequal/WHOPR/public-report-xpert-hiv-1-qual-xc-pqdx-0652-070-00
https://extranet.who.int/prequal/WHOPR/public-report-first-response-hcv-card-test-pqdx-0469-010-00
https://extranet.who.int/prequal/WHOPR/public-report-first-response-hcv-card-test-pqdx-0469-010-00
https://extranet.who.int/prequal/WHOPR/public-report-cobas-hiv-1hiv-2-PQDx-0528-046-00
https://extranet.who.int/prequal/WHOPR/public-report-cobas-hiv-1hiv-2-PQDx-0528-046-00
https://extranet.who.int/prequal/WHOPR/public-report-hcv-hepatitis-c-virus-rapid-test-device-whole-bloodserumplasma-pqdx-0387-051-00
https://extranet.who.int/prequal/WHOPR/public-report-hcv-hepatitis-c-virus-rapid-test-device-whole-bloodserumplasma-pqdx-0387-051-00
https://extranet.who.int/prequal/WHOPR/public-report-hcv-hepatitis-c-virus-rapid-test-device-whole-bloodserumplasma-pqdx-0387-051-00
https://extranet.who.int/prequal/WHOPR/public-report-samba-ii-hiv-1-qual-whole-blood-test-pqdx-0458-072-00
https://extranet.who.int/prequal/WHOPR/public-report-samba-ii-hiv-1-qual-whole-blood-test-pqdx-0458-072-00
https://extranet.who.int/prequal/WHOPR/public-report-cobas-hpv-pqdx-0468-046-00
https://extranet.who.int/prequal/WHOPR/public-report-cobas-hpv-pqdx-0468-046-00
https://extranet.who.int/prequal/WHOPR/public-report-determine-syphilis-tp-pqdx-0485-013-00
https://extranet.who.int/prequal/WHOPR/public-report-determine-syphilis-tp-pqdx-0485-013-00
https://extranet.who.int/prequal/WHOPR/public-report-xpert-hcv-vl-fingerstick-pqdx-0453-070-00
https://extranet.who.int/prequal/WHOPR/public-report-xpert-hcv-vl-fingerstick-pqdx-0453-070-00
https://extranet.who.int/prequal/WHOPR/public-report-panbio-hiv-verification-test-pqdx-0480-032-00
https://extranet.who.int/prequal/WHOPR/public-report-panbio-hiv-verification-test-pqdx-0480-032-00
https://extranet.who.int/prequal/WHOPR/public-report-one-step-test-malaria-pf-hrp-ii-ag-meriscreen-malaria-pf-hrp-ii-ag-pqdx-0470
https://extranet.who.int/prequal/WHOPR/public-report-one-step-test-malaria-pf-hrp-ii-ag-meriscreen-malaria-pf-hrp-ii-ag-pqdx-0470
https://extranet.who.int/prequal/WHOPR/public-report-one-step-test-malaria-pf-hrp-ii-ag-meriscreen-malaria-pf-hrp-ii-ag-pqdx-0470
https://extranet.who.int/prequal/WHOPR/public-report-cobas-hiv-1-nucleic-acid-test-use-cobas-4800-system-pqdx-0710-118-00
https://extranet.who.int/prequal/WHOPR/public-report-cobas-hiv-1-nucleic-acid-test-use-cobas-4800-system-pqdx-0710-118-00
https://extranet.who.int/prequal/WHOPR/public-report-cobas-hiv-1-nucleic-acid-test-use-cobas-4800-system-pqdx-0710-118-00
https://extranet.who.int/prequal/WHOPR/public-report-wondfo-hiv-self-test-pqdx-0357-004-01
https://extranet.who.int/prequal/WHOPR/public-report-wondfo-hiv-self-test-pqdx-0357-004-01
https://extranet.who.int/prequal/WHOPR/public-report-checknow-hiv-self-test-pqdx-0481-032-00
https://extranet.who.int/prequal/WHOPR/public-report-checknow-hiv-self-test-pqdx-0481-032-00
https://extranet.who.int/prequal/WHOPR/public-report-trinscreen-hiv-pqdx-0473-052-00
https://extranet.who.int/prequal/WHOPR/public-report-trinscreen-hiv-pqdx-0473-052-00
https://extranet.who.int/prequal/WHOPR/public-report-hcv-cobas-PQDx-0465-046-00
https://extranet.who.int/prequal/WHOPR/public-report-hcv-cobas-PQDx-0465-046-00
https://extranet.who.int/prequal/WHOPR/public-report-first-response-syphilis-anti-tp-card-test-pqdx-0471-010-00
https://extranet.who.int/prequal/WHOPR/public-report-first-response-syphilis-anti-tp-card-test-pqdx-0471-010-00
https://extranet.who.int/prequal/WHOPR/public-report-first-response-syphilis-anti-tp-card-test-pqdx-0471-010-00
https://extranet.who.int/prequal/WHOPR/public-report-cobas-hiv-1-quantitative-nucleic-acid-test-use-cobas-580068008800-systems-pqdx
https://extranet.who.int/prequal/WHOPR/public-report-cobas-hiv-1-quantitative-nucleic-acid-test-use-cobas-580068008800-systems-pqdx
https://extranet.who.int/prequal/WHOPR/public-report-cobas-hiv-1-quantitative-nucleic-acid-test-use-cobas-580068008800-systems-pqdx
https://extranet.who.int/pqweb/WHOPR/public-report-meriscreen-hiv-1-2-wb-pqdx-0464-074-00
https://extranet.who.int/pqweb/WHOPR/public-report-meriscreen-hiv-1-2-wb-pqdx-0464-074-00
https://extranet.who.int/prequal/WHOPR/public-report-paracheck-pf-rapid-test-pfalciparum-malaria-device-ver-3-pqdx-0321-024-00
https://extranet.who.int/prequal/WHOPR/public-report-paracheck-pf-rapid-test-pfalciparum-malaria-device-ver-3-pqdx-0321-024-00
https://extranet.who.int/prequal/WHOPR/public-report-paracheck-pf-rapid-test-pfalciparum-malaria-device-ver-3-pqdx-0321-024-00
https://extranet.who.int/pqweb/WHOPR/public-report-one-step-test-malaria-pfpan-ag-meriscreen-malaria-pfpan-ag-pqdx-0330-074-00
https://extranet.who.int/pqweb/WHOPR/public-report-one-step-test-malaria-pfpan-ag-meriscreen-malaria-pfpan-ag-pqdx-0330-074-00
https://extranet.who.int/pqweb/WHOPR/public-report-one-step-test-malaria-pfpan-ag-meriscreen-malaria-pfpan-ag-pqdx-0330-074-00
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200 Malaria ROT parascreen - Rapid test for Malaria Pan/Pf 3 CE-marked Z""‘“’B'“g:d“i;;‘[g':“;‘“""”“““ M46-47, Phase Il B, Verna, Goa, 403722, India 25T/t "'“ E"‘"W‘;‘"" o " WE‘" W’:W: l‘)‘;’;]";’z:‘;‘u'
- g =
P i
v
200 Malaria ROT FalciVax - Rapid test for Malaria Py/Pf 503010025; CE-marked Z""‘“’B'“g:d“i;;‘[g':“;‘“""”“““ M46-47, Phase Il B, Verna, Goa, 403722, India 25T/t :"" - E"“”ﬂ”*”‘"" ‘I" WE‘:’ W:“::ga“:z“;;; ort-
- g T
i i
e e, ool b,
200 HIV/Syp ROT 'STANDARD Q HIV/Syphilis Combo Test 09HIV20D. Row 5D Biosensor, Inc 28161, Republic of Korea. 25T/t o ; Z"";"‘ ":“’ o DWE‘" W“T"m;:“;;’ﬂ‘u""
site 2: Plot no. 38, Sector 4, IMT Manesar, Gurugram, B
oo ey vnsn b P
2020 HCV NAT Alinity m HCV. (08NS0-080; CE-marked Abbott Molecular Inc. 1300Esst Touhy Avene, Des Plaines, IL 50018 12 tubes of each control
08NS0-070 4tubesx1.95 mL https://extranet.who.int/prequal/WHOPR/public-report-
site 2: Plot no. 38, Sector 4, IMT Manesar, Gurugram, https://extranet.who.int/prequal/WHOPR/public-report-
Haryana 122052, India. standard-a-malaria-ofov-ag-test-padx-0348-117-00
e 75, Oonpanemeont 70, Osnt e,
EA——— f— o E— e replc s -
o m
France monolisa-hcv-ag-ab-ultra-v2-padx-0229-031-00
wevar JRS— P——— — JRS— SO0t Touty e, s P L 018 -
st P s
2019 HIV ROT for self-testing 'SURE CHECK HIV Self-Test 60-95080 RoW Chembio 3661 Horseblock Road, Medford, NY 11763 1T/t
st s P s
. P —
S P— o cst o — f— S —— —_—
s resime it o e 045 15005
PIOSFRCOS; 5 T/kit
PIOSFRC2S; 25T/kit
Rogara Y20 Cr s 120260 seran ot
PIOSFRCS0; 50T/kit
20T/kit
2019 HBsAg ROT Determine HBsAg 2 702942, Row Abbott Diagnostics Medical Co.Ltd 357 Matsuhidal, Matsudo-shi, 2702214, 100 T/kit
; -
100 T/kit
oo ndscsmon
wroros ot oo At i
o1 HIV ROT for sel-testing #Mylan HIV SelfTest ARSTO01.03.02; fow Atomo Dizgnostcs Pty L Site 2 Lateral Flow Laboratories (L) at Uit 1&.2, 1Tk
Moo cs et s oo oo Th
Technology Park, Muizenberg 7945, South Africa https://extranet.who.int/prequal/WHOPR/public-report-



https://extranet.who.int/pqweb/WHOPR/public-report-visitect-cd4-advanced-disease-pqdx-0384-077-00
https://extranet.who.int/pqweb/WHOPR/public-report-visitect-cd4-advanced-disease-pqdx-0384-077-00
https://extranet.who.int/pqweb/WHOPR/public-report-standard-q-hiv-12-ab-3-line-test-pqdx-0383-117-00
https://extranet.who.int/pqweb/WHOPR/public-report-standard-q-hiv-12-ab-3-line-test-pqdx-0383-117-00
https://extranet.who.int/pqweb/WHOPR/public-report-parascreen-rapid-test-malaria-panpf-pqdx-0291-025-00
https://extranet.who.int/pqweb/WHOPR/public-report-parascreen-rapid-test-malaria-panpf-pqdx-0291-025-00
https://extranet.who.int/pqweb/WHOPR/public-report-falcivax-rapid-test-malaria-pvpf-pqdx-0290-025-00
https://extranet.who.int/pqweb/WHOPR/public-report-falcivax-rapid-test-malaria-pvpf-pqdx-0290-025-00
https://extranet.who.int/pqweb/WHOPR/public-report-standard-q-hivsyphilis-combo-test-pqdx-0382-117-00
https://extranet.who.int/pqweb/WHOPR/public-report-standard-q-hivsyphilis-combo-test-pqdx-0382-117-00
https://extranet.who.int/prequal/WHOPR/public-report-alinity-m-hcv-pqdx-0461-027-00
https://extranet.who.int/prequal/WHOPR/public-report-alinity-m-hcv-pqdx-0461-027-00
https://extranet.who.int/prequal/WHOPR/public-report-standard-q-malaria-pfpv-ag-test-pqdx-0348-117-00
https://extranet.who.int/prequal/WHOPR/public-report-standard-q-malaria-pfpv-ag-test-pqdx-0348-117-00
https://extranet.who.int/prequal/WHOPR/public-report-standard-q-malaria-pfpan-ag-test-pqdx-0347-117-00
https://extranet.who.int/prequal/WHOPR/public-report-standard-q-malaria-pfpan-ag-test-pqdx-0347-117-00
https://extranet.who.int/prequal/WHOPR/public-report-standard-q-malaria-pf-ag-test-pqdx-0346-117-00
https://extranet.who.int/prequal/WHOPR/public-report-standard-q-malaria-pf-ag-test-pqdx-0346-117-00
https://extranet.who.int/prequal/WHOPR/public-report-standard-q-hcv-ab-test-pqdx-0360-117-00
https://extranet.who.int/prequal/WHOPR/public-report-standard-q-hcv-ab-test-pqdx-0360-117-00
https://extranet.who.int/prequal/WHOPR/public-report-monolisa-hcv-ag-ab-ultra-v2-pqdx-0229-031-00
https://extranet.who.int/prequal/WHOPR/public-report-monolisa-hcv-ag-ab-ultra-v2-pqdx-0229-031-00
https://extranet.who.int/prequal/WHOPR/public-report-abbott-realtime-hcv-pqdx-0450-027-00
https://extranet.who.int/prequal/WHOPR/public-report-abbott-realtime-hcv-pqdx-0450-027-00
https://extranet.who.int/prequal/WHOPR/public-report-sure-check-hiv-self-test-pqdx-0054-006-01
https://extranet.who.int/prequal/WHOPR/public-report-sure-check-hiv-self-test-pqdx-0054-006-01
https://extranet.who.int/prequal/WHOPR/public-report-abbott-realtime-high-risk-hpv-pqdx-0455-180-00
https://extranet.who.int/prequal/WHOPR/public-report-abbott-realtime-high-risk-hpv-pqdx-0455-180-00
https://extranet.who.int/prequal/WHOPR/public-report-first-response-hiv-1-2o-card-test-pqdx-0363-010-00
https://extranet.who.int/prequal/WHOPR/public-report-first-response-hiv-1-2o-card-test-pqdx-0363-010-00
https://extranet.who.int/prequal/WHOPR/public-report-determine-hbsag-2-pqdx-0451-013-00
https://extranet.who.int/prequal/WHOPR/public-report-determine-hbsag-2-pqdx-0451-013-00
https://extranet.who.int/prequal/WHOPR/public-report-architect-hcv-ag-assay-pqdx-0374-130-00
https://extranet.who.int/prequal/WHOPR/public-report-architect-hcv-ag-assay-pqdx-0374-130-00
https://extranet.who.int/prequal/WHOPR/public-report-mylan-hiv-self-test-pqdx-0320-090-00
https://extranet.who.int/prequal/WHOPR/public-report-mylan-hiv-self-test-pqdx-0320-090-00
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p—— Tpeatasay rocctrame rodutcadet) [— f— [E— rckagng Aslcatonumbrad ko he Publ et
120FRC2S; ;ZZ:“
"
s Respons W2y Combo Cor ormcs,
s avssor Y Bapans 21 Comb o froced ow Premier e Corporsion e Ui [srgm, Guaa nlo o st o e MHOP bl sert
120FRCE0; o/t
120FRC100 100 T/t 010-00
Twcais2 m
Towoaisz Tcze e
s - ot
s vror fonESTep A 1821 s s, ow recrooLCT, e 209 vengiao iy o
Tweaisetcso it bt xranetwhoinoreaus/ WHOPNpublcepr
onestesai v 13 et ot 0572017.0
wrh
roworss2 T
s wevror [—— Twotiss1co s recrooLCT, e 208 Wergiao s xnang WD AR cane P
ITPWD1153-TC40 ’ https://extranet.who.int/prequal/WHOPR/public-report-
[F— oA 3422220803878 20 o
g Roudne 29825 e v ot 0,
019 Malaria ROT Detection Test. 00-DKM-RK-MAL-ADX-004-010, and Row Advy Chemical Put Lt Thane 400 604 25T/kit,
oD RNALAGK 04050 i o
o extranetwhoinoesus WHOPR bl epos
s oo i e i g deeton st e
4510200
i G o e e
ke o o by heun o Yoni . Orenisdo 155, Republicot i
o Yores itpn st
s ol o pebny cemares SoboDgroststares nc[she 65, 8oraagavo s zsest
heun s Yonin s, Sronado 105, Repuicof
and Nk Malaria pf Korea https://extranet.who.int/prequal/WHOPR/public-report-
e michciminte ol 00034901200
e v ar p—— — ow Aot apidDlgnosicsiena G [oiaweg 1, 00743k, Germany a—
bt xranetwhoinoeaus/ WHOPNpblcspr
e A0, G S 35 55 Ve G Tt
Piarncion P Toxinsi
s Wataia o7 it Respanse Malara Andgen . Pasenczs, row Wedial e 2:52.35, 25wmutni; itpsfextranet uho it prequal/WHOPR publicreort
Jalelparum (HRP2) Card Tes PIT3FRCI0 Kachigam, Nani Daman, Daman 396215, India 30x multi kit firstresponser-malarla-antigen-p-falciparum- hroz-card:
T T
PI1SFRC1Os; site 1: A1-302, GIDC, Sarigam 396 155, Valsad, Gujarat, 10 single test;
First Response Malaria Ag. P.f. / P.v. Card PI19FRC25s; India; 25 xsingle test; https://extranet.who.int/prequal/WHOPR/public-report-
ans ol o ara s ow et Coporsiontimied |15 s s
PIIFRC2S Kachigam, Nani Daman, Daman 396215, India 25 % multi test 00
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onesep vtz cle oo oo s anshan o, sdence i, iogng sttt e
2018 HIVRDT Blood/Serum/Plasma Test W006-Cap2-, Row Guangzhou Wondfo Blotech Co, L8 |6 1 gzhou, 510663, Repubic of China T/
o ot e
WO06-P00S0, T/ https://extranet.who.int/prequal/WHOPR/public-report-
wos st i onesicohuiz ubole bosdstranpissma ckouhe
i, 0357-004-00
J— s
onestptestlor ol Py A oo \ i 010, et S o 57874, i
18 MERISCREEN Malaria PF/Py Ag MFLRPD-04; Cemarked Meril Diagnostics P, Lt Muktanand Marg, Chals, Vapi 396191, Gujarat, India SOT/kit; htps://extranet who int/prequal/WHOPR/public-report
s o
srcios R — -
First Response Malaria Ag. pLOH/HRP2 PI16FRC25s . . India; 25 xsingle kit
018 Combo Card Test PIGFRC2S Row Premier Medical Corporation Limited | J 5. 35 354, shree Ganesh Industrial Estate, 25 % multi kit hitps//extranet who.int/prequal/WHOPR/public-report
PII6FRC30 Kachigam, Nani Daman, Daman 396215, Indi 30 multi kit firstresponser-malaria-ag-pldhhrp?-combo-card-tst:
s060285.01000
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https://extranet.who.int/prequal/WHOPR/public-report-first-responser-hiv12syphilis-combo-card-test-pqdx-0364-010-00
https://extranet.who.int/prequal/WHOPR/public-report-first-responser-hiv12syphilis-combo-card-test-pqdx-0364-010-00
https://extranet.who.int/prequal/WHOPR/public-report-first-responser-hiv12syphilis-combo-card-test-pqdx-0364-010-00
https://extranet.who.int/prequal/WHOPR/public-report-one-step-anti-hiv-12-test-pqdx-0372-017-00
https://extranet.who.int/prequal/WHOPR/public-report-one-step-anti-hiv-12-test-pqdx-0372-017-00
https://extranet.who.int/prequal/WHOPR/public-report-rapid-anti-hcv-test-pqdx-0371-017-00
https://extranet.who.int/prequal/WHOPR/public-report-rapid-anti-hcv-test-pqdx-0371-017-00
https://extranet.who.int/prequal/WHOPR/public-report-advdx-malaria-pf-rapid-malaria-ag-detection-test-pqdx-0345-101-00
https://extranet.who.int/prequal/WHOPR/public-report-advdx-malaria-pf-rapid-malaria-ag-detection-test-pqdx-0345-101-00
https://extranet.who.int/prequal/WHOPR/public-report-advdx-malaria-pf-rapid-malaria-ag-detection-test-pqdx-0345-101-00
https://extranet.who.int/prequal/WHOPR/public-report-nxtek-eliminate-malaria-pf-pqdx-0349-012-00
https://extranet.who.int/prequal/WHOPR/public-report-nxtek-eliminate-malaria-pf-pqdx-0349-012-00
https://extranet.who.int/prequal/WHOPR/public-report-m-pima-hiv-12-vl-pqdx-0359-032-00
https://extranet.who.int/prequal/WHOPR/public-report-m-pima-hiv-12-vl-pqdx-0359-032-00
https://extranet.who.int/prequal/WHOPR/public-report-first-responser-malaria-antigen-p-falciparum-hrp2-card-test-pqdx-0283-010-00
https://extranet.who.int/prequal/WHOPR/public-report-first-responser-malaria-antigen-p-falciparum-hrp2-card-test-pqdx-0283-010-00
https://extranet.who.int/prequal/WHOPR/public-report-first-responser-malaria-antigen-p-falciparum-hrp2-card-test-pqdx-0283-010-00
https://extranet.who.int/prequal/WHOPR/public-report-first-responsermalaria-ag-pf-pv-card-test-pqdx-0329-010-00
https://extranet.who.int/prequal/WHOPR/public-report-first-responsermalaria-ag-pf-pv-card-test-pqdx-0329-010-00
https://extranet.who.int/prequal/WHOPR/public-report-first-responsermalaria-ag-pf-pv-card-test-pqdx-0329-010-00
https://extranet.who.int/prequal/WHOPR/public-report-bioline-malaria-ag-pfpfpv-pqdx-0297-012-00
https://extranet.who.int/prequal/WHOPR/public-report-bioline-malaria-ag-pfpfpv-pqdx-0297-012-00
https://extranet.who.int/prequal/WHOPR/public-report-insti-hiv-self-test-pqdx-0002-002-01
https://extranet.who.int/prequal/WHOPR/public-report-insti-hiv-self-test-pqdx-0002-002-01
https://extranet.who.int/prequal/WHOPR/public-report-one-step-hiv12-whole-bloodserumplasma-test-pqdx-0357-004-00
https://extranet.who.int/prequal/WHOPR/public-report-one-step-hiv12-whole-bloodserumplasma-test-pqdx-0357-004-00
https://extranet.who.int/prequal/WHOPR/public-report-one-step-hiv12-whole-bloodserumplasma-test-pqdx-0357-004-00
https://extranet.who.int/prequal/WHOPR/public-report-one-step-test-malaria-pf-pv-ag-meriscreen-malaria-pfpv-ag-pqdx-0294-074-00
https://extranet.who.int/prequal/WHOPR/public-report-one-step-test-malaria-pf-pv-ag-meriscreen-malaria-pfpv-ag-pqdx-0294-074-00
https://extranet.who.int/prequal/WHOPR/public-report-one-step-test-malaria-pf-pv-ag-meriscreen-malaria-pfpv-ag-pqdx-0294-074-00
https://extranet.who.int/prequal/WHOPR/public-report-first-responser-malaria-ag-pldhhrp2-combo-card-test-pqdx-0285-010-00
https://extranet.who.int/prequal/WHOPR/public-report-first-responser-malaria-ag-pldhhrp2-combo-card-test-pqdx-0285-010-00
https://extranet.who.int/prequal/WHOPR/public-report-first-responser-malaria-ag-pldhhrp2-combo-card-test-pqdx-0285-010-00
https://extranet.who.int/prequal/WHOPR/public-report-cyflow-counter-system-cd4-easy-count-kit-and-cd4-easy-count-kit-pqdx-0350-081
https://extranet.who.int/prequal/WHOPR/public-report-cyflow-counter-system-cd4-easy-count-kit-and-cd4-easy-count-kit-pqdx-0350-081
https://extranet.who.int/prequal/WHOPR/public-report-cyflow-counter-system-cd4-easy-count-kit-and-cd4-easy-count-kit-pqdx-0350-081
https://extranet.who.int/prequal/WHOPR/public-report-carehpvtm-test-pqdx-0085-028-00
https://extranet.who.int/prequal/WHOPR/public-report-carehpvtm-test-pqdx-0085-028-00
https://extranet.who.int/prequal/WHOPR/public-report-innotest-hcv-ab-iv-pqdx-0201-073-00
https://extranet.who.int/prequal/WHOPR/public-report-innotest-hcv-ab-iv-pqdx-0201-073-00
https://extranet.who.int/prequal/WHOPR/public-report-bioline-hbsag-wb-pqdx-0219-012-00
https://extranet.who.int/prequal/WHOPR/public-report-bioline-hbsag-wb-pqdx-0219-012-00
https://extranet.who.int/prequal/WHOPR/public-report-genie-fast-hiv-12-pqdx-0153-031-00
https://extranet.who.int/prequal/WHOPR/public-report-genie-fast-hiv-12-pqdx-0153-031-00
https://extranet.who.int/prequal/WHOPR/public-report-xpert-hpv-pqdx-0268-070-00-0
https://extranet.who.int/prequal/WHOPR/public-report-xpert-hpv-pqdx-0268-070-00-0
https://extranet.who.int/prequal/WHOPR/public-report-aptima-hiv-1-quant-dx-assay-pqdx-0236-078-00
https://extranet.who.int/prequal/WHOPR/public-report-aptima-hiv-1-quant-dx-assay-pqdx-0236-078-00
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Year prequalified Typeof assay Productname Product codes) Regulatoryversion Manufacturer Manufacturing site(s) Packaging ‘Application Number and Link to the Public Report
Sx4-1000;
sx-1001
Swons; site 1:Bethhem, USA soTft;
2017 HIV ROT for selftesting 2 ¢ vara ugha Row Orasure Technologie, Inc. site 2 Phetchabun, Thaiand 2501/
suffi "' o the praduct cade site 3: Ayutthaya, Thailand i0T/kt
the outerpackaging .. 5X4-1001.001, 002, ..
bitps:Jextranet who.int/prequal/ WHOPR public-report
oraauiclhiv-selftest oadx 0159.055-01
2017 HIVNAT Xpert HIV-1Viral Load GXHIV-VLCE-10 CE-marked Cepheid AB Solna, Sweden 10T/t hittps://extranet. who.int/prequal/WHOPR/ public-report-
spert hiv-1.viralload:genexpert dx genexpert nfinity.
2017 Hev AT Yopert HCV Viral Load GXHEVVLCE 10 Cemarked Cepheid A8 Soina, Sweden w0kt it fextranet whoint/prequal/ WHOPR ublic-report
Geenius HIV 1/2 Confirmatary Assay ith hitps:fextranet who in/prequal/ WHOPR /public report
2017 HIV Confirmatory Assay Geenivs HVA/2 Confrmatons Contrels 72460 and 72328 Cemarked sioad Marnes La Coquete, France 201/t esferanet o orequsl WHORRpuic
confrmatory-controls-podx 0181
2017 HevRoT Oraquick HCV 10010270, Ty
raQuick HCV Rapid Aniboy Test Kit 3 Cemarked Orasure Technologie, Inc. Sethlehen, USA
001-0274 100/kit https://extranet. who.int/prequal/WHOPR/public-report-
oraouicehiv-12-ravid- anibod-test-pach-0159.055 .00
2016 Hv RO Diagaostc it for KV (1+2) antibody R40150-C2; KHAR0Z; and AGOLD-0L Row Shanghai Kehua Bio-engineering Co, Ltd  |shanghal, PR China soTpit btos:/fexranet wholnt/orequs)/WHOPR/oublc report
(collidal gold) V2 diognostckit:hiv12-antbody-colloical-gold-v2-padh-
0267.037.00
o2F0; sor/it
2016 Hev Ror Siline HCV o2 Row Abbott Diagnostics Korea Inc oneung g Republicof 2570t
02FK17 30T/kit https://extranet. who int/prequal/WHOPR//public-report.
bioline-hov-0ach-0257-012-00
702842, 201/t
2016 Hv RO Determine HIV Early Detect 2843; Row Alere Medical Co. 1 Matsudo-shi,Chiba-ken, Japan 2007/
o Jooes htps:fextranet who int/prequal/ WHOPR public report
etermine-hiv-earlv detect padx-0243-013-00.
2016 HY NAT Yoert V-1 Qual Assay GXHIV-QACE10 Cemarked Cepheid A8 Soina, sweden 10 cartridges/itand instrument:
bitps:Jextranet who.int/prequal/ WHOPR public-report
n etec 20118050 marke ere Technologles G ens, Germany S0 cartidges/it
2016 HY NAT #mPIMA HIV-1/2 Detect o Cemarked Alere Technloies Gt Jena, Germany ardses)
bitps:Jextranet who.int/prequal/ WHOPR public-report
2016 Hy RoT 0PP HIV 172 Assay 6595050 Row Chembio Diagnosti sstems Inc Medford, NY, Usa 201kt
htps:fextranet who.in/prequal/ WHOPR public report
oorhiv-12-assav-pach- 0053-006-00
sw-0010; 1007kt
5w0014; site 1: ethlehem, UsA 100T/kit;
2016 HIVROT x:r::n:::‘n::, ‘T/:ﬁ 5X4-0062; RoW Orasure Technologies, Inc. site 2: Petchabun, Thailand 1007/kit
i v 5x0012; site 3: Ayutthaya, Thaland so0r/kit htps:fextranet who.int/prequal/ WHOPR public report
5x0015 50T/t oraquick-hiv-12-rapid-antibody-test-oadx-0159-055-00
81250/12; seT/it;
B1252/12; 1921k
2016 HBsAg EIA DS EIAHESAG 001 B1255/12; Cemarked RPC iagnostcs Systems Nizhaiy Novgorod, Russia 80T/
B1256/12; or
s-cia-hbsag 001-ensyme-immunosssa-detection-and:
823112 2007
i oot confirmation-hepatits-b
11030018 28T/t htps://extranet who int/prequal/ WHOPR public report
2016 2 Emark
11030036 Cemarked 36Tt mp-diagnostics hiv blot-22-padx-0198-071.00
antiHY 14 w4395, o Beijng eiing, China S6T/ki;
o e AOenIHIV L2 ELSA w3480 fow WantalBiologica Pharmacy Enverprise co. | %% " 80T/t
hitps:Jextranet who.int/prequal/ WHOPR publc report
w1810, o
207/t
Wi-18108; somnn
w-1850;
SOt/
WI-1850F;
W18108 Lok
Rapid Test for Antibody to Human rived sefng S0TAi;
2016 HvRoT ey ) i vl Row WantaiBologca Prmescy Entrprse Co. | BT €13 o
WI-18550€L; Torh
w18s10; TR
P 107/ bitps//fextranet. who int/prequal/ WHOPR publc-report
el S0TA {2pi-test-antbody-human- immunodeficiency-virus-hiv-
collidalold-device-oadx
B30166; 839101; B39102; B25697; B25698; 823536;
2015 D4 Technologies Aauios CLflow cytometer B23538; 623533; 823534; B23535; 825700; and CEmarked Beckman Coulterife Scences e ami FL USA Unstrument ) STt
site2: Hileah, L, USA (ragent site)
523502
hitps:fextranet who.int/prequal/ WHOPR public report
o6ra0; 25T/t
osficas; 25T/ bitps://extranet who int/prequal/ WHOPR public report
fotine s buo o iheung: orea
2015 HIV/Syp ROT Bioline HIV/Syphills D o Row b 25Tt bioline-hivsyphilis-duo-pads-0179-012-00



https://extranet.who.int/prequal/WHOPR/public-report-oraquick-hiv-self-test-pqdx-0159-055-01
https://extranet.who.int/prequal/WHOPR/public-report-oraquick-hiv-self-test-pqdx-0159-055-01
https://extranet.who.int/prequal/WHOPR/public-report-xpert-hiv-1-viral-load-genexpert-dx-genexpert-infinity-48s-and-genexpert
https://extranet.who.int/prequal/WHOPR/public-report-xpert-hiv-1-viral-load-genexpert-dx-genexpert-infinity-48s-and-genexpert
https://extranet.who.int/prequal/WHOPR/public-report-xpert-hiv-1-viral-load-genexpert-dx-genexpert-infinity-48s-and-genexpert
https://extranet.who.int/prequal/WHOPR/public-report-xpert-hcv-viral-load-pqdx-0260-070-00
https://extranet.who.int/prequal/WHOPR/public-report-xpert-hcv-viral-load-pqdx-0260-070-00
https://extranet.who.int/prequal/WHOPR/public-report-geenius-hiv-12-confirmatory-assay-geenius-hiv12-confirmatory-controls-pqdx-0181
https://extranet.who.int/prequal/WHOPR/public-report-geenius-hiv-12-confirmatory-assay-geenius-hiv12-confirmatory-controls-pqdx-0181
https://extranet.who.int/prequal/WHOPR/public-report-geenius-hiv-12-confirmatory-assay-geenius-hiv12-confirmatory-controls-pqdx-0181
https://extranet.who.int/prequal/WHOPR/public-report-oraquick-hiv-12-rapid-antibody-test-pqdx-0159-055-00
https://extranet.who.int/prequal/WHOPR/public-report-oraquick-hiv-12-rapid-antibody-test-pqdx-0159-055-00
https://extranet.who.int/prequal/WHOPR/public-report-diagnostic-kit-hiv12-antibody-colloidal-gold-v2-pqdx-0267-037-00
https://extranet.who.int/prequal/WHOPR/public-report-diagnostic-kit-hiv12-antibody-colloidal-gold-v2-pqdx-0267-037-00
https://extranet.who.int/prequal/WHOPR/public-report-diagnostic-kit-hiv12-antibody-colloidal-gold-v2-pqdx-0267-037-00
https://extranet.who.int/prequal/WHOPR/public-report-bioline-hcv-pqdx-0257-012-00
https://extranet.who.int/prequal/WHOPR/public-report-bioline-hcv-pqdx-0257-012-00
https://extranet.who.int/prequal/WHOPR/public-report-determine-hiv-early-detect-pqdx-0243-013-00
https://extranet.who.int/prequal/WHOPR/public-report-determine-hiv-early-detect-pqdx-0243-013-00
https://extranet.who.int/prequal/WHOPR/public-report-xpertr-hiv-1-qual-assay-pqdx-0259-070-00
https://extranet.who.int/prequal/WHOPR/public-report-xpertr-hiv-1-qual-assay-pqdx-0259-070-00
https://extranet.who.int/prequal/WHOPR/public-report-m-pima-hiv-12-detect-pqdx-0226-032-00
https://extranet.who.int/prequal/WHOPR/public-report-m-pima-hiv-12-detect-pqdx-0226-032-00
https://extranet.who.int/prequal/WHOPR/public-report-dppr-hiv-12-assay-pqdx-0053-006-00
https://extranet.who.int/prequal/WHOPR/public-report-dppr-hiv-12-assay-pqdx-0053-006-00
https://extranet.who.int/prequal/WHOPR/public-report-oraquick-hiv-12-rapid-antibody-test-pqdx-0159-055-00
https://extranet.who.int/prequal/WHOPR/public-report-oraquick-hiv-12-rapid-antibody-test-pqdx-0159-055-00
https://extranet.who.int/prequal/WHOPR/public-report-ds-eia-hbsag-001-enzyme-immunoassay-detection-and-confirmation-hepatitis-b
https://extranet.who.int/prequal/WHOPR/public-report-ds-eia-hbsag-001-enzyme-immunoassay-detection-and-confirmation-hepatitis-b
https://extranet.who.int/prequal/WHOPR/public-report-ds-eia-hbsag-001-enzyme-immunoassay-detection-and-confirmation-hepatitis-b
https://extranet.who.int/prequal/WHOPR/public-report-mp-diagnostics-hiv-blot-22-pqdx-0198-071-00
https://extranet.who.int/prequal/WHOPR/public-report-mp-diagnostics-hiv-blot-22-pqdx-0198-071-00
https://extranet.who.int/prequal/WHOPR/public-report-aid-anti-hiv-12-elisa-pqdx-0006-005-00
https://extranet.who.int/prequal/WHOPR/public-report-aid-anti-hiv-12-elisa-pqdx-0006-005-00
https://extranet.who.int/prequal/WHOPR/public-report-rapid-test-antibody-human-immunodeficiency-virus-hiv-colloidal-gold-device-pqdx
https://extranet.who.int/prequal/WHOPR/public-report-rapid-test-antibody-human-immunodeficiency-virus-hiv-colloidal-gold-device-pqdx
https://extranet.who.int/prequal/WHOPR/public-report-rapid-test-antibody-human-immunodeficiency-virus-hiv-colloidal-gold-device-pqdx
https://extranet.who.int/prequal/WHOPR/public-report-aquios-cl-flow-cytometer-pqdx-0156-053-00
https://extranet.who.int/prequal/WHOPR/public-report-aquios-cl-flow-cytometer-pqdx-0156-053-00
https://extranet.who.int/prequal/WHOPR/public-report-bioline-hivsyphilis-duo-pqdx-0179-012-00
https://extranet.who.int/prequal/WHOPR/public-report-bioline-hivsyphilis-duo-pqdx-0179-012-00
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p— Tpeotasny et p— BT Cre C—— racodis Aslcatonumbrad ko he Publ et
ceran o
05FKB1; !
e, e
USFKBB‘ T/kit
i
1T/kit x25 each
- Sotne ot PN cemaes " N ine s of sz o 10501200
2015 HCV EIA INNO-LIA HCV Score 80538 CE-marked Fujirebio Europe NV 2wijnaarde, Belgium 207/kit Lt fiist anitist o o el P 2 tagert
ey o 02070730
Hesana
ot e
11656/1.2 o0 v ¥ Novgorod, /2 plates; ds-eia-hiv-agab-screen-pqdx-0106-038-00
s
R 1o e RO WA T
R) https://extranet.who.int/prequal/ WHOPR/public-report-
2015 Malaria ROT Carestart Malarla HRP2/pLOH (PI/PAN) RoW. Access Bio, Inc. | Somerset NJ, USA carestarttm-malaria-hrp2pldh-pfpan-combo-pgdx-0136-
comso ele kit (product codes: RMAU.02571; RMRU. 4900
e —————— s o
1RI)
R 7o e TGN 5575 T
05071RI)
‘multi kit (product codes: RMVM-02571; RMVM-
G5 ANLHSTIC: AN G507 1 A
05071RI)
e Caretar Ml HAP2/pLDH (/) 2sThdt; soT/kit hitps://extranet who.nt/prequal/WHOPR/public-report
205 Molara FOT restar ilar HP2pL01 ingle kit (productcodes: RVVU.02571; RMVU- Row Acces o, Ic. Somerset 1, USA carestartim molaia-hrp2plah-i-combo-pathc0138-
;LTI LGN V- S Frevey
s
0s071R) 257/t 0Tk
s R — o —— ot Tt g 6 g 188 085
R o e 7T T ST
2015 Malaria ROT #Carestart Malaria pLOH (PAN) RoW Access Bio, Inc. Somerset NI, USA bt tranet.wh |/ WHOPR/publi s
single kit (product codes: RMNU-02571; RMNU- 25T/kdt; 40T/t carestarttm-malaria-pan-pldh-ag-rdt-padx-0234-049-00
Pt e
w0 E— BT G, e 2o S
More Y A Cambiation {7670 81,36 el nd 7671 45,0l E— s UK P— —— St o e SO
comsamaipicoms v 1V | L cemserio, oo E— T i oot ot v
" & 13516440001; and 28127387001 v20-tagman-48-padx-0221
v a 05807875001; and 03516440001 v20-tagman-96-pqdx-0200
avror r—— vaon 03527 w E— P o o O
oo i T —
2014 HBsAg EIA M“""““x::g:: 3;2::‘?“%% 9F80-0: CE-marked DiaSorin 5.p.A UK Branch Dartford, UK 480 /kit murex-hbsag-version-3-murex-hbsag-confirmatory-
v 2627-01 S0T/kit version-3-pqdx-0121-043-00



https://extranet.who.int/prequal/WHOPR/public-report-bioline-malaria-ag-pfpv-pqdx-0125-012-00
https://extranet.who.int/prequal/WHOPR/public-report-bioline-malaria-ag-pfpv-pqdx-0125-012-00
https://extranet.who.int/prequal/WHOPR/public-report-bioline-malaria-ag-pf-hrp2pldh-pqdx-0209-012-00
https://extranet.who.int/prequal/WHOPR/public-report-bioline-malaria-ag-pf-hrp2pldh-pqdx-0209-012-00
https://extranet.who.int/prequal/WHOPR/public-report-inno-lia-hcv-score-pqdx-0202-073-00
https://extranet.who.int/prequal/WHOPR/public-report-inno-lia-hcv-score-pqdx-0202-073-00
https://extranet.who.int/prequal/WHOPR/public-report-ds-eia-hiv-agab-screen-pqdx-0106-038-00
https://extranet.who.int/prequal/WHOPR/public-report-ds-eia-hiv-agab-screen-pqdx-0106-038-00
https://extranet.who.int/prequal/WHOPR/public-report-carestarttm-malaria-hrp2pldh-pfpan-combo-pqdx-0136-049-00
https://extranet.who.int/prequal/WHOPR/public-report-carestarttm-malaria-hrp2pldh-pfpan-combo-pqdx-0136-049-00
https://extranet.who.int/prequal/WHOPR/public-report-carestarttm-malaria-hrp2pldh-pfpan-combo-pqdx-0136-049-00
https://extranet.who.int/prequal/WHOPR/public-report-carestarttm-malaria-pf-hrp2-ag-rdt-pqdx-0137-049-00
https://extranet.who.int/prequal/WHOPR/public-report-carestarttm-malaria-pf-hrp2-ag-rdt-pqdx-0137-049-00
https://extranet.who.int/prequal/WHOPR/public-report-carestarttm-malaria-hrp2pldh-pfpv-combo-pqdx-0138-049-00
https://extranet.who.int/prequal/WHOPR/public-report-carestarttm-malaria-hrp2pldh-pfpv-combo-pqdx-0138-049-00
https://extranet.who.int/prequal/WHOPR/public-report-carestarttm-malaria-hrp2pldh-pfpv-combo-pqdx-0138-049-00
https://extranet.who.int/prequal/WHOPR/public-report-carestarttm-malaria-pf-hrp2pldh-ag-rdt-pqdx-0188-049-00
https://extranet.who.int/prequal/WHOPR/public-report-carestarttm-malaria-pf-hrp2pldh-ag-rdt-pqdx-0188-049-00
https://extranet.who.int/prequal/WHOPR/public-report-carestarttm-malaria-pf-hrp2pldh-ag-rdt-pqdx-0188-049-00
https://extranet.who.int/prequal/WHOPR/public-report-carestarttm-malaria-pan-pldh-ag-rdt-pqdx-0234-049-00
https://extranet.who.int/prequal/WHOPR/public-report-carestarttm-malaria-pan-pldh-ag-rdt-pqdx-0234-049-00
https://extranet.who.int/prequal/WHOPR/public-report-inno-lia-hiv-iii-score-pqdx-0203-073-00
https://extranet.who.int/prequal/WHOPR/public-report-inno-lia-hiv-iii-score-pqdx-0203-073-00
https://extranet.who.int/prequal/WHOPR/public-report-murex-hiv-agab-combination-pqdx-0144-043-00
https://extranet.who.int/prequal/WHOPR/public-report-murex-hiv-agab-combination-pqdx-0144-043-00
https://extranet.who.int/prequal/WHOPR/public-report-cobasr-ampliprepcobasr-taqmanr-hiv-1-qualitative-test-v20-taqman-48-pqdx-0221
https://extranet.who.int/prequal/WHOPR/public-report-cobasr-ampliprepcobasr-taqmanr-hiv-1-qualitative-test-v20-taqman-48-pqdx-0221
https://extranet.who.int/prequal/WHOPR/public-report-cobasr-ampliprepcobasr-taqmanr-hiv-1-qualitative-test-v20-taqman-48-pqdx-0221
https://extranet.who.int/prequal/WHOPR/public-report-cobasr-ampliprepcobasr-taqmanr-hiv-1-qualitative-test-v20-taqman-96-pqdx-0200
https://extranet.who.int/prequal/WHOPR/public-report-cobasr-ampliprepcobasr-taqmanr-hiv-1-qualitative-test-v20-taqman-96-pqdx-0200
https://extranet.who.int/prequal/WHOPR/public-report-cobasr-ampliprepcobasr-taqmanr-hiv-1-qualitative-test-v20-taqman-96-pqdx-0200
https://extranet.who.int/prequal/WHOPR/public-report-sure-check-hiv-12-assay-pqdx-0054-006-00
https://extranet.who.int/prequal/WHOPR/public-report-sure-check-hiv-12-assay-pqdx-0054-006-00
https://extranet.who.int/prequal/WHOPR/public-report-murex-hbsag-version-3-murex-hbsag-confirmatory-version-3-pqdx-0121-043-00
https://extranet.who.int/prequal/WHOPR/public-report-murex-hbsag-version-3-murex-hbsag-confirmatory-version-3-pqdx-0121-043-00
https://extranet.who.int/prequal/WHOPR/public-report-murex-hbsag-version-3-murex-hbsag-confirmatory-version-3-pqdx-0121-043-00
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https://extranet.who.int/prequal/WHOPR/public-report-parahit-f-ver-10-rapid-test-p-falciparum-malaria-device-pqdx-0062-023-00
https://extranet.who.int/prequal/WHOPR/public-report-parahit-f-ver-10-rapid-test-p-falciparum-malaria-device-pqdx-0062-023-00
https://extranet.who.int/prequal/WHOPR/public-report-parahit-f-ver-10-rapid-test-p-falciparum-malaria-device-pqdx-0062-023-00
https://extranet.who.int/prequal/WHOPR/public-report-bd-facspresto-near-patient-cd4-counter-system-pqdx-0197-045-00
https://extranet.who.int/prequal/WHOPR/public-report-bd-facspresto-near-patient-cd4-counter-system-pqdx-0197-045-00
https://extranet.who.int/prequal/WHOPR/public-report-bd-facspresto-near-patient-cd4-counter-system-pqdx-0197-045-00
https://extranet.who.int/prequal/WHOPR/public-report-abon-hiv-12o-tri-line-human-immunodeficiency-virus-rapid-test-device-pqdx-0141
https://extranet.who.int/prequal/WHOPR/public-report-abon-hiv-12o-tri-line-human-immunodeficiency-virus-rapid-test-device-pqdx-0141
https://extranet.who.int/prequal/WHOPR/public-report-abon-hiv-12o-tri-line-human-immunodeficiency-virus-rapid-test-device-pqdx-0141
https://extranet.who.int/prequal/WHOPR/public-report-insti-hiv-1hiv-2-antibody-test-pqdx-0002-002-00
https://extranet.who.int/prequal/WHOPR/public-report-insti-hiv-1hiv-2-antibody-test-pqdx-0002-002-00
https://extranet.who.int/prequal/WHOPR/public-report-bioline-malaria-ag-pfpan-pqdx-0030-012-01
https://extranet.who.int/prequal/WHOPR/public-report-bioline-malaria-ag-pfpan-pqdx-0030-012-01
https://extranet.who.int/prequal/WHOPR/public-report-abbott-realtime-hiv-1-qualitative-manual-pqdx-0151-027-00
https://extranet.who.int/prequal/WHOPR/public-report-abbott-realtime-hiv-1-qualitative-manual-pqdx-0151-027-00
https://extranet.who.int/prequal/WHOPR/public-report-abbott-realtime-hiv-1-qualitative-manual-pqdx-0151-027-00
https://extranet.who.int/prequal/WHOPR/public-report-abbott-realtime-hiv-1-qualitative-m2000sp-pqdx-0084-027-00
https://extranet.who.int/prequal/WHOPR/public-report-abbott-realtime-hiv-1-qualitative-m2000sp-pqdx-0084-027-00
https://extranet.who.int/prequal/WHOPR/public-report-abbott-realtime-hiv-1-qualitative-m2000sp-pqdx-0084-027-00
https://extranet.who.int/prequal/WHOPR/public-report-bioline-hiv-12-30-pqdx-0027-012-00
https://extranet.who.int/prequal/WHOPR/public-report-bioline-hiv-12-30-pqdx-0027-012-00
https://extranet.who.int/prequal/WHOPR/public-report-genscreen-ultra-hiv-ag-ab-pqdx-0096-031-00
https://extranet.who.int/prequal/WHOPR/public-report-genscreen-ultra-hiv-ag-ab-pqdx-0096-031-00
https://extranet.who.int/prequal/WHOPR/public-report-uni-gold-hiv-pqdx-0149-052-00
https://extranet.who.int/prequal/WHOPR/public-report-uni-gold-hiv-pqdx-0149-052-00
https://extranet.who.int/prequal/WHOPR/public-report-pima-cd4-test-pqdx-0099-032-00
https://extranet.who.int/prequal/WHOPR/public-report-pima-cd4-test-pqdx-0099-032-00
https://extranet.who.int/prequal/WHOPR/public-report-bd-facscount-instrument-system-facscount-control-kit-and-bd-facscount-reagent
https://extranet.who.int/prequal/WHOPR/public-report-bd-facscount-instrument-system-facscount-control-kit-and-bd-facscount-reagent
https://extranet.who.int/prequal/WHOPR/public-report-bd-facscount-instrument-system-facscount-control-kit-and-bd-facscount-reagent
https://extranet.who.int/prequal/WHOPR/public-report-bd-facscounttm-instrument-system-facscounttm-control-kit-and-bd-facscounttm-cd4
https://extranet.who.int/prequal/WHOPR/public-report-bd-facscounttm-instrument-system-facscounttm-control-kit-and-bd-facscounttm-cd4
https://extranet.who.int/prequal/WHOPR/public-report-bd-facscounttm-instrument-system-facscounttm-control-kit-and-bd-facscounttm-cd4
https://extranet.who.int/prequal/WHOPR/public-report-cobas-ampliprepcobas-taqman-hiv-1-test-version-20-taqman-48-pqdx-0126-046-00
https://extranet.who.int/prequal/WHOPR/public-report-cobas-ampliprepcobas-taqman-hiv-1-test-version-20-taqman-48-pqdx-0126-046-00
https://extranet.who.int/prequal/WHOPR/public-report-cobas-ampliprepcobas-taqman-hiv-1-test-version-20-taqman-48-pqdx-0126-046-00
https://extranet.who.int/prequal/WHOPR/public-report-cobas-ampliprepcobas-taqman-hiv-1-test-version-20-taqman-96-pqdx-0147-046-00
https://extranet.who.int/prequal/WHOPR/public-report-cobas-ampliprepcobas-taqman-hiv-1-test-version-20-taqman-96-pqdx-0147-046-00
https://extranet.who.int/prequal/WHOPR/public-report-cobas-ampliprepcobas-taqman-hiv-1-test-version-20-taqman-96-pqdx-0147-046-00
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Year prequalified Type of assay Productname Product codels) Regulatory version Manufacturer Manutacturing sitels) Packaging Application Number and Link o the Public Report
Site 1 Chembio Diagnostic Systems, nc. (3661
Horseblock Road, Medford, Long sand, 11763, NY,
s/ extranet who int/prequsl ublic-repos

2012 Hv RO HY 172 STAT-PAK HvioL Row a site2: ohd. located 207t T

at N-TATT Building 2nd floor, No. 2-1 Jalan TPS, Taman - 12.stat-pakr: pqde. 0007.006-00
Perindustrian, UEP, 47600, 5ubang Jaya, Selangor,
Malaysia

280140; 280130; 280131; 280132; 280133; 280134; . 280130, 280131, 260132,280133 and 280134 éx1L.

2011 Y NAT NUCISENS EasyQ HIV-1 120 (Automated) s Toossns s Cemarked bioMériewx s Marey UEtole, France e s extranet o et/ WHOP bl enat
nuclsens-easvo-hiv 1-v20-automste pod-0127-016-00.
tts:/Jextranet who.int/prequal/ WHOPR public report

UGISENS EasyQ HIV-1 2.0 (Semi- 200293, 200292; 285056; 200305; an
2011 Y NAT e 700305, 200295, 0029%; 285056; 200509, and Cemarked bioMériewx s Marcy Uetoile,France 200293 and 200292: 48T/, 285033 48 T/t | nuclisens-easyar-hiv-1.v20.semi-automated-pad 0148
7D2342; 20T/kit;
702343, 1007/ct; ttps:/Jextranet who.int/prequal/ WHOPR /public report
w etermine HIV- o ottDisgnostics Medical Co, atsudo-shi, Chiba-ken, Japan
2011 Hv RDT Determine HIV-1/2 B Row Abbott Diagnostics Medical Co, Ltd | Matsudo-shi, Chiba-ken, ap: oo, o
and 7D23435ETS 1007/t
2631-90: 96T/kit (4x24T);
2631263190, 263180, 263170 2631.66; 116809 s/ Jextranet who.int/prequal/ WHOPR public report
2011 WY NAT ABbort RealTime HIV-1 (Manual) evson oot st 0s CEmarked Abbort Molecularinc. Des Phaines, L, USA
04170.22: 96T kit
2631(2631:90 01 2631.010, 263180, 2631.70) 2631 2631.90: 96T/kit (6x24T)or 2631010 ST/t (424T);
2011 WY NAT ABbortt RealTime HIV-1(m 2000sp) | 66; 1L68-09; SKIS-01; 04170-26; 0417195; and SK1d- CEmarked Abbort Molecularinc. Des Phaines, L, USA 263180:8runs;
@
2W0501, 3G3UGE21 20763180 363170 26315 st bt st ol HOP bl et
2011 HIV NAT Abbott RealTime HIV-1(m 24sp) 8-09; 9K15-01; 04)70-24; CE-marked Abbott Molecular Inc. Des Plaines, IL, USA 0
and 047193 04)70-24: 96T/kit
oseso; i
O5FKS1; " https://extranet.who.int/prequal/WHOPR/public-report-
alaria foline Malaria marke heung ores itx 25 eac
2010 Malaria ROT Bioline Malaria Ag P.f osrs CE-marked K Mtgm: bioline-malaria-ag-pf-padx-0031-012-01
osri
- WHO Notice of Concern;
" public rep h de on the public report and the product,
‘The following product will be discontinued by 31 July 2024:
B0F D4+ Counts)
D4+, CDB+, and CD3+ Counts)
8D FACSPresto Near-Patient CDA Counter with 8D CDA%CDA/Hb Cartrdge and 80 FACSPresto Cartidges kit
istof deised Products
Year delisted Type of assay. Product name Product code(s) ‘Manufacturer Reason for Delisting
cobas HIV-1 Quantitative nuclic acid test
2023/ Nuclic At Test {oruse onthecobas ocs79599190andossras7a10 [ —— Disconinuaion ofthe roduc by the
4800 system acture
Discontinuation of the RoW regulatory verson.
2023( IV Nuclsic Acid Test "
prequlifed.
2021wy roT HIV 1/2 STAT-PAK Dipstick HIva0s |
2021 Hev Assay IoHOv03 Genedve iagnostcs 18 Falure to verify the ciaimed analytial it of
detection (LoD).
edive HEV 1D it
2021 v erology sun BioMeérieux A Withdrawal by the manufacturer
vika s 172
2021 | Hashg Assay 12 BioMérieuxsA Withérawal by the manufactu
Vi Hosag
2020{Hev Assay bioelsa HCV 4.0 3000-1115 and 3000 Bkt A Discontinuaton of he product by the
Discontinuation o the product by the
2020 Y Serolo 1172 and 3000- Bkt S.A
el bioelisa HIV 1+2 Ag/Ab 3000-1172 and 30001173
2020| HBsAg Assay 3000-1158 and 3000-1159 Biokit SA D'S“’",‘:““‘“" ofthe product by the
00|y ror 10SFRC100, 105FRCED, 0FRC30, remier Medical Corporaton Prvate Liited | P<0Tnuation of the prodct by the
First Response HIV 1-2-0 Card test and I0SFRCOS. man!
2019 [ HCV Assay Murexanti-HCV {version 4.0) 7F51-01and 7F51-02 Pty) Ltd. Withdrawal
Enaygnost HV ntegral 4 and Ny Ny
2019 [HIVEIA supplementary reagents kit for OPKRO35, OPKRO35, OPKROSS(Q), and OUVP175 Siemens Products | Siemens Products
GmbH Gt
2019 | Hovhg ey Enygnost HBsAg 6.0 and Supplementary OPINO35 and OPIHOSS Siemens Products | Siemens Products
GmbH G
2018 |HIVROT SD Bioline HIV Ag/Ab Combo (03FK30 and 03FK35. K . (Formerly
Standard Disenostcs. inc.) manufacturer.
araFIT FVer, 10 Rapid Tetfor P
2017 | Malaria ROT ParaHIT Ver. 1.0 Rapid Test e 551C103-10, 551C103-25 and 551C103-50 '

End of document



https://extranet.who.int/prequal/WHOPR/public-report-hiv-12-stat-pakr-pqdx-0007-006-00
https://extranet.who.int/prequal/WHOPR/public-report-hiv-12-stat-pakr-pqdx-0007-006-00
https://extranet.who.int/prequal/WHOPR/public-report-nuclisens-easyq-hiv-1-v20-automated-pqdx-0127-016-00
https://extranet.who.int/prequal/WHOPR/public-report-nuclisens-easyq-hiv-1-v20-automated-pqdx-0127-016-00
https://extranet.who.int/prequal/WHOPR/public-report-nuclisens-easyqr-hiv-1-v20-semi-automated-pqdx-0148-016-00-0
https://extranet.who.int/prequal/WHOPR/public-report-nuclisens-easyqr-hiv-1-v20-semi-automated-pqdx-0148-016-00-0
https://extranet.who.int/prequal/WHOPR/public-report-nuclisens-easyqr-hiv-1-v20-semi-automated-pqdx-0148-016-00-0
https://extranet.who.int/prequal/WHOPR/public-report-determine-hiv-12-pqdx-0033-013-00
https://extranet.who.int/prequal/WHOPR/public-report-determine-hiv-12-pqdx-0033-013-00
https://extranet.who.int/prequal/WHOPR/public-report-abbott-realtime-hiv-1-manual-pqdx-0146-027-00
https://extranet.who.int/prequal/WHOPR/public-report-abbott-realtime-hiv-1-manual-pqdx-0146-027-00
https://extranet.who.int/prequal/WHOPR/public-report-abbott-realtime-hiv-1-m2000sp-pqdx-0145-027-00
https://extranet.who.int/prequal/WHOPR/public-report-abbott-realtime-hiv-1-m2000sp-pqdx-0145-027-00
https://extranet.who.int/prequal/WHOPR/public-report-abbott-realtime-hiv-1-m24sp-pqdx-0083-027-00
https://extranet.who.int/prequal/WHOPR/public-report-abbott-realtime-hiv-1-m24sp-pqdx-0083-027-00
https://extranet.who.int/prequal/WHOPR/public-report-bioline-malaria-ag-pf-pqdx-0031-012-01
https://extranet.who.int/prequal/WHOPR/public-report-bioline-malaria-ag-pf-pqdx-0031-012-01

