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uhy Avenue, Des Plaines,
2024 HIVNAT Alinity m HIV-1 0845050 CEmarked Abbott Molecular Inc. o fostTouny Avene, Des Plaines, L 60018 8T/t PQDX 0640.027-00 (Publc Reportto be posted soon)
Pw11008-TC25, 308, Wengiiao Rd, Xinyang IND. AREA, Haicang, Xiamen, 257/t
iaROT P Malaria (PF/pv) Tri Tec P 3 PQDX 0627-017-00 (Publi
2024 Malaria RO ONE STEP Malaria (Pi/Py) Trine Test i Row Inec PRODUCTS, Ine oo o /00X 0627-017-00 (Public Report t be posted soon)
mPw11007-TC25, 308, Wengiiao Rd, Xinyang IND. AREA, Halcang, Xiamen, 25T/t
2024 Malaria ROT One Step Malaria (P Tes Row InTec PRODUCTS, Inc PQDX 062601700 (Public Report to b posted soon)
tep (P Test TPW11007-Tc40 g 361022, China 20T/t v ! port o be posted soon)
Cepheid AB located at Rentgenvagen 5 olna, 17127 e
2020 HIVNAT ¥pert HIV-1 Qual XC GXHIV-QAXCCE10 Ce-marked Cepheid AB P ted st Rontgenags A 107/t
Premier Medical Corporation Ltd. at AL- 7
Jr— e Mool Copraton U, StALS02 370210 -
203 Hev RoT First Response HCV Card Test PIOSFRCS0, and Row Premier Medical Corporation Privte Limited s0T/kit,
o 380110 3805 WI/2 and WI/3, GIDC Sarigam 396155, ot
Gujarat, India
first-response-hev-card-test-pach-0469-010.00
cobas HIV-1/HIV-2 Qualitative nuclec acid
testfor use ont orsertision roche Molecar Roche Molecular Systems, nc, located at 1080 US Huy 967/kit,
2023 HIVNAT cobas 6800/8800 and cobas HIV-1/HIV-2 g CEmarked 202 South Branchburg Township, 3879, United States of 192 17kt
and 09040528190 Systems, Inc,
Qualiative Nucleic acid testfor use America
on the cobas 5800/6800/8300 Systems e
cobas hiv-1hiv-2-PQDX-0528-046-00
THC 402 Abon Biopharm (Hangzhou) CO,LTD. located 1984 12th 0Tk
HCV Hepatits C Virus Rapid Test Device e PR Aoon lopharm Hangiho) Co. 8 . o
Ror . 3 fopharm rect East, i
202 HevRo oot smmriamal IHC 402WC, and RoW & d Technological Dl 310018 0T/t
IHC4020D Hangzhou, China 25 Thit hev-hepatitiscvirus-rapid-test-device-whoe
0
2023 HIVNAT SAMBA Il HIV-1 Qual Whole Blood Test 450012 CEmarked " L " Real World n San Jose, A, USA 127/t
0746015510, 07460171150, 07002238190,
203 HPV Virological Technologies cobas HeY 06997546190, 06997511150, 06997538190, CE marked Roche Molecular Systes, Inc. Branchburg, New Jersey, Ush 480 Tt h
06997503190 cobas hov-pacx-0468-046-00
702452, Abbott Diagnostics Medical Co., L1, located at 357 30T/t
2022 Syphills ROT Determine Syphils P 702453 and Row Abbott Disgnostics MedicalCo. L1 Matsuhidai, Chiba-ken 100 T/kit
702053567 Matsudo-shi, 270-2214,Japan 100 T/kit determine-svohils-tp-padx-0485-013-00
202 Hev NAT Xpert HCV VL Fingerstick GXHOV-FS.CE10 CEmarked Cepheid AB Rontgenvigen 5, SE-171 54 Solna, Sweden 10T/kie e
xpert-hov-vlfingerstick pad-0453-070-00
2901120 207/t
Hv RDT i ification Te id Diagnost laweg 1, Jena, Ger
2022 Panbio HIV Verification Test st Row Abbott Rapid Diagnostics lena GmbH | Orlaweg 1, Jena, Germany SO
banbio-hiv-verifcation-test- pach-0480.032-00
107/t
One Step test for Malaria RPWMPH.02, 257/t
oor, D1-03, Merll Park,Surv
202 Malaria ROT PF HRP-I| A§ MERISCREEN Malaria Pf HRP-I RPWMPH.03, Row Merl Diagnostics Pv. Ltd Second floor, D1:D3, Meri Park, Survey No 135/2/6 & B h
174/2, Muktanand Marg, Chal, Vapl, 396191, Idia
RPWMPH.04
hro-i-a2-padx-0470
12077k
08752992190,
cobas HIV-1 Nucleic acid testfor use on the g SandhoferStrasse 116, Mannheim,
202 HIVNAT 06979572190, CEmarked Roche Diagnostics GmbH 2 2 e
cobas 4800 System g 68305 Germany S
Dad0710-118-00
T
207/t
W006¢0058,
8 Lizhshan Road, cience Ciy, Luogan Distrc i
202 P — oo s Tes oosrooss, ow GumngthouMondio o Co, g | LN R Sk, ugng Dt oor
and W00GP0060 aehou, 310663, fep
wondfo-hiv-self-test-padx-0357-004-01
bott Rapi
202 P — Chedatow i Tst p—_— row Mcrivinel Losbtdtr . 103105, e Germany -
checknow-hiv-sel-test-padx-0481.032-00
2022 Hv RDT Trinscreen HIV 5551100 Row Trinity Botech Manufacturing Ltd 1 Southern Cross (DA Business 10077kt
Parkin Bray, reln
trinscreen-hiv-pad 0473-052-00
#cobas HCV (Quantitative nucleic acid test 6997732190 Sandhofer Strasse 116, Mannheim, 96T/t
v 2 Roche Molecular Systems, inc. 2 g
2on Hevnat for use on cobas 5800/6800/8800 Systems) 09040765190 Cmarked " 68305 Germany 192 /Kt
hev-cobas-PQDx-0465-046-00
possacas, site 1: A1-302, GIDC, Sarigam 396 257kt
Do 155, Volsad, Gujara,Incia okt
20 Syphils ROT First Response Syphils Ant TP Card Test Mot Row Preme Mo Corprston oL 2: 3235 S Gaesh st s, achiga 00Tl N
. ° ani Daman, 25Thit
108FRC2S-SA Daman 396215, ndia. 1:010:
o0
-1 Quantitaive nucleic aci
o0 AT cobas HIVL Quanttative puctlcacid test 07000985150 P— Roche Molecular Sandhofer Strasse 116, Mannheim, 96T/t
03040803190 Systems,inc. 68305 German) 192 7/
the cobas 5800/6800/8800 Systems etems: " e
cobas-hiv-1-quantitative-nucleic-acic-test-use-cobas
stems-adx



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
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HWRPD-01 30Tkt
HAWRPD-02 a0kt
HAWRPD-06 S0 T/kit
HWRPD-07 Second Floor, D1-D3, MerlPark,Survey No 107/t N
2020 H ROT WMERISCREEN HIV 1-2 W HAWRPD-08 CEmarked Weri Diagnostics Py, Ltd 135/2/8 & 174/2, Muktanand Marg, Chala, Vapi, 1007/t Caueh/WHOER
meriscree wb-pad
HAWRPD-09 396191, Inda 25Tkt
HAWRPD-10 30Tkt
HAWRPD-11 0Tkt
HWRPD-12 60Tkt
302030025, 1Tk,
302030005, SThit
Paracheck f - Rapid Testfor . Falcparum
J0%0 —— o P 302030010, Cemarked Orchid Biomedical Plot nos 88/89, Phase I C, Verna Industrial Estate, Verna, 107/t
e 302030025, Systems - A Divison of Tullp Diagrostics (°) Lt | Goa, 403722, Inla 25 Tkt e
302030100, 100 kit
302030025(17) 251 T/kit 0371 02000
30T/kiE
MHLRPD-02, 10Tkt N
One Sep test for Malaria Pi/Pan Ag
MHLRPD-03, Second Floor, D1:03, Meri Park,Survey No 135/2/8 &
200 Malaia ROT ISCREEN Moo Cemarked Meril Diagnostcs P, Ltd s o BT one-step-test-malria-pfpan-ag-meriscreen-malaria-
esent o, . Muktanand Marg, Chals, Vapi, 396181, India SoT/kit Dfpan-ag-0ad.0330.074-
Malara P/pan Ag oo an-ag-pqdx-0330.074-00
Accubio Lid ocated a Hilfoots Business, Village, Alva,
2020 4 Technologies VISITECT CD4 Advanced Disezse re376 Cemarked Accugio s 25 T/
o . #K12.50Q United Kingdom. it visitect-cd-advanced.disease-pac-0384:077-00
ite 374, Osongsacngmyzong 4.7, Osong-eus,
Heungdeok gy, Cheongiu s, Chungcheongbukdo,
200 Hv RDT STANDARD QLHIV 1/2 Ab 3-Line Test P Row 5D Biosensor, Inc 28161, Republic of Korea. BN o.nt e
site 2: Plot no. 38, Sector 4, IMT Manesar, Gurugram, !
Haryana 122052 ndia
503030025(17) 251 T/kit
503030010; 107/t
Zephyr Bomedicas - A Dwvision of Tl e
2020 Malaria 0T parascreen - Rapid testfor Malaria Pan/Pf 503030025; CEmarked e 1 P | Mae-a7, phase 118, verna, Gos, 403722, ndia 25 Tkt
503030050; . 50 T/kit
503030100 100 Tkit
so3010025(1m) 25 x17/k
503010010 10T/kie
2020 Malaria o7 FalciVax - Rapid test for Malaria Py/Pf 503010025, Cemarked s a7 | was-a7, e 15, Vern, Goa, a03722, ncia 25Tkt int/oauel
503010050 iognost SoT/kit
503010100 1007kt
site 1: 74, Osongsacngmyeons 4o, Osons-¢up,
Heungdeoku, Cheongju-i, Chungcheongbulcdo, N
2020 HV/syp ROT STANDARD Q HIV/Syphils Combo Test 09Hv200 Row 28161, Republic of Korea 2577kt oo
site 2: Plotno. 36, Sector &, IMT Manesar, Gurugram,
Haryana 122052, India
08N50-090; Atraysof 48 kit
2020 Hev NAT Alnity m Hev 08N50-080; CEmarked Abbott Molecular inc o0 EastTouny Avenue, Des Plaines, 1L 60018 12 tubes of each conrol
08N50-070 4 tubes x 195 ml
aliity-m-hev-pad-0461-027-00
site 1: 74, Osongsacngmyeons 4o, Osong-¢up,
Heungdeoku, Cheongju-i, Chungcheongbulcdo,
2020 Malaria 0T STANDARD Q@ Malari P.1/p.y Ag Test 09MAL20D CEmarked 50 Biosensor, Inc. 28161, Republic of Korea 25Tkt
site 21 Plotno. 36, Sector &, IMT Manesar, Gurugam,
Haryana 122052, India standard-o-malariz-ofov-ag-test-pach-0348-117-00
site 1: 74, Osongsacngmyeons 4o, Osons-¢up,
Heungdeoku, Cheongju-i, Chungcheongbulcdo,
2020 Malaria 0T STANDARD Q@ Malari 2.1 an Ag Test 09MALID CEmarked 50 Biosensor, Inc. 28161, Republic of Korea 25Tkt
site 2: Plotno. 36, Sector &, IMT Manesar, Gurugram,
Haryana 122052, India
standard-o-malaria-ofoan-ae-test-pach-0347-117-00
site 1: 74, Osongsaengmyeons 4o, Osong-¢up,
Heungdeoku, Cheongju-i, Chungcheongbulcdo,
2020 Malaria 0T STANDARD @ Malaria P Ag Test 09MALIOD CEmarked 50 Biosensor, Inc. 28161, Republic of Korea 25Tkt
site 2: Plotno. 36, Sector &, IMT Manesar, Gurugram,
Haryana 122052, India.
standard-o-malariaof-ag-test-pach-0346-117-00
site 1: 74, Osongsaengmyeons 4o, Osong-¢up,
Heungdeoku, Cheongju-i, Chungcheongbulcdo,
2020 Hev RoT STANDARD Q HCV Ab Test 0sHCv100 Row 50 biosensor, . 28161, Republic of Korea 25Tkt
site 2: Plotno. 36, Sector &, IMT Manesar, Gurugram,
Haryana 122052, ndia Standard-o-hev-abitest-pad-0360-117-00
3,bd Raymond Poincaré, 92430, Marne La Coquette, 96 T/kit
isa HCV Ag-4 v 7 ' o N
w20 HOVER Monolia HEV Ag-Ab ULTRA V2 72561 and 72562 CEmarked Bio-fad France and Route de Casel 59114, Steenvoorde, France 80Tk
monolisa-hev-ag-ab-lra-v2-pads-0229-031-00
2019 Hev NAT Abbott RealTime HeV 4186.90, 418680, 418670 and 4186-10. Cemarked Abbott Molecular nc o fostTouhy Avenue, Des Plaines, L 60018 96 T/kit
abbott-realtime-hev-pad-0450.027-00
2019 HIV ROT forseftesting SURE CHECK HIV Self-Test 60.9508.0 Row Chembio 3661 Horseblock Road, Medford, NY 11763 17
Disgnostic Systems, Inc
sure-checchivsel-test-pach-0054-006-01
02109-092; and
2019 rologcaencoges Abbott RealTime High Risk HPY PV CEmarked Abbott Gt Mo Plancing 2, Wiesbaden, 65205, Germany 967/ kit
sbbott-realtime-highrisk-hov-padx-0455-180-00



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
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
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PIOSFACOS; STkt
PIOSFRCLO; 1077kt
PlOSFRC2S; 25T/t
Firs Response HIV 1.2.0 Card test Version
2019 HI RDT s e PIOSFRC30; Row Premier Medical Corporation Private Limited | A1-302, GIOC, Sarigam,india 30T/t
PIOSFRCS0; 50T/t
PIOSFRCE0; 60T/t
PIOSFACI00 100 T/kit
firstresponse-hiv-1-20-card-test pad-0363-010-00
20T/t
357 Matsuhidal, Matsudo-sh, 270-2214,
2019 Hesag ROT Determine HBsAg 2 702042; Row Abbott Diagnostics Medical Co.td s Mt g g 100 T/kit
702043; P 100 T/kit
702943 SET
determine-hbsag-2-pach-0451-013-00
6147.28; 6L47-11;
6L47.02; and 8C89-01
2019 Hov A ARCHITECT HCV Ag assay CEmarked Denka Siken Co, LTD, Kagamida Factory [ +1°°1 1399 Kagamida, igosh, Gosen-< Nigate 10077kt
architect hov-ag-assav-pad0374-130-00
site 1: Atomo
ARSTO01.03; Diagnostics Py Ltd atLevel 2, 701.703 Parramatta Road, 11/
ARSTO01.03.01; Leichardt 2040 NSW, Australia 11/t
2019 HIV RDT for sef-testing Mylan HIV Sel Tes Row Atomo Diagnostics Pty Ltd
testng v * ARSTO01-03-02; tomo Disgnostcs Puy. L ite 2: Lateral Flow Laboratories (LFL) at Uit 182, 11/t
ARSTO01-03.03 Greenwich Place, Capricorn Crescent, Capricorn 1A
Technology Park, Mulzenberg, 7945, South Afrca
mlan-hiv-sel-test-padx-0320-090-00
120FRC25; 25T/t
30T/t
FirstResponse HIVL+2/Syphils Combo Card 120FRC30;
2019 HIV/syp ROT Response HVL2/Sip 20FRCS0; Row Premier MedicalCorporation Private Limited | Sarigam, Gujarat, India 0T/t
120FRC60; 60T/t hilis-comb o
20raci00 00Tkt 01000
TPW02152-TCA0 0T/t
mowo2152TC25 25T/t
PWO2153-TCd0 308, Wengiiao Rd, Xinyang IND. AREA, Haicang, Xiamen, 0T/t
2019 HI RDT ONE STEP Ant-HIV (182) Test TPWO2153TCH0SA Row InTec PRODUCTS, INC Soroza chime prolion
PW02154-TC40 0Thit
one:step-anti-hiv-12-test pach-0372.017-00
0T/t
PWoL152-7C40;
308, Wengjiao Rd, Xinyang IND. AREA, Hicang, Xiamen, 25Tk
2019 Hev RoT Rapid Anti-HCV Test PwoL152-7C25; Row InTec PRODUCTS, INC ety a0 R Kinyang v aicang, Xiamen, o
MPWOL153-TCd0 g
rapic-anti-hev-test-padx-0371-017-00
00-DKWM-RK-MAL-ADX-004-001, Plot No.A-334,336,338 & A-337 & 339 17
toria AdvDx Malara Pf Rapid Malaria Ag Detection 00-DKM-RK-MAL-ADX-004-025, o emica Roadi no. 25 & 26, Wagle Industil Estate 10Tkt
201 Malaria ROT Test 00-DKM-RK-MAL-ADX.004-010, and fow Advy Chemical Pt e, Thane 400 604 25 Tkt
00-DKM-RK-MAL-ADX-004-050 india 50T/t
0345-101-00
05FK140; site 1: 46, Hagal 10 15 beongl, 25T/
Tk Eliminate Mlaria P and osFK141; Giheung:gu, Yongin-si, Gyeonggi-do 17099, Republic of 257Kt
o5FK142; Korea 1T/kitx25 each;
2019 Malaria ROT 05FK143 Cemarked Abbott Diagnostics Korea Inc te 2:65, Borahagal-ro, 1T/kitx 25 each
and NxTek Malaria Giheung-gu, Yongin-i, Gyeonggi-do 17099, Repubic of
Korea
acevaan s nxtelceliminate-malaria-of-pach-0349.012-00
2019 HIVNAT mPIMAHIV-1/2 VL 27015-Ws0 Row Abbott Rapid Disgnostics lena GmbH | Orlawe 1, -07743 Jens, Germany 50 cartrdges/kit
m-pima-hiv-12-v-pac 0359-032-00
piI3FRC2SS; site 1: A1-302, GIDC, Sarigam 396 155, Valsad, Gujarat, 25 xsingle kt;
prsth il Anien .o pi13FRCI0S; ndia; 10 single kt;
2018 Malaria ROT irst Response S e ';";*" Jalelparum PII3FRC2S; Row Premier Medical Corporation Limited site 2:32:35A, Shree Ganesh Industrial Estate, Kachigam, 25 xmulti kit
(HRP2) Card Test PI13FRC30 Nani Daman, Daman 396215, India 30xmulti it I fl ry
test-pac-0283-010-00
PIISFRCIOS; te 1: A1-302, GIOC, Sarigam 396 155, Valsad, Gujarat, 10xsingle tes;
FirstResponse Malarla Ag, P,/ P, Card PI19FRC25s; ndie; 25 xsingle test;
2018 Malaria ROT Row Premier Medical Corporation Limited
Test PII9FRC30; poration Limit ite 2: 32-354, Shree Ganesh IndustralEstate, Kachigam, 30 muli test; f-pv-card-test-pad)
PIISFRC2S Nani Daman, Daman 396215, _India 25 x multi test 0
; osFK120; . 65 Borahagal o, Giheung:gu, Yongin-i, Geonggi-do, 257/t
2018 Malaria ROT Bioline Malaria Ag P./P /P plwecd Ce-marked Abbott Diagnostics Korea Inc o horanae: R
bioline-malaria-ag-Dfpfov-pad-0297-012-00
2018 HIV RDT for sef-testng INSTI HIV Self Test 201071 Row biotytical Laboratories Inc Richmond, Briish Columba, Canada it
insti-hiv-sef-test-pach-0002-002-01
Woos-Car2, 257/t
W006-p0035, 257/t
Wo0s-0045, 257/t
Wo0s-0047, 257/t
Woos-P0048, 8 Lizhishan Road, Sience Ciy, Luogang District, 25T/ki;
2018 HIvRoT Test W006-Cap2-, RoW Guangzhou Wondfo Biotech Co. 14 | 5 angahou, 510663, Repubic o China a0k
Wo0s.20043, a0k
W00G-$00S0, a0k
Woos-po0s1 aoTpi; ne-step-hiv1 2 whole-bloodserumplasmtest pads
W006-0052 aoT/kit 0357.004-00



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
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
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MFLRPD-02; 30T/kit;
One tep test for Malaria Pi/Py Ag MFLRPD-03; 0103, Meril Park, Survey No. 135/2/8 & 174/2, 25T/kit;
2018 Malaria ROT CE marked Meril Diagostics P, Lt
MERISCREEN Malaria P/Pv Ag MFLRPD-04; Enostics Pt L Muktanand Marg, Chela, Vapi 396191, Gujarat, India SOT/kit;
MFLRPD-05 10Tkt laria-ofy
ag-acx-0204-074-00
PII6FACI0s te 1: A1-302, GIOC, Sarigam 396 155, Valsad, Guiarat, 10.xsingle kit
First Response Malaria Ag. pLOH/HRP2 PILGFRC25S India; 25 xsingle kit
2018 Malaria ROT Row Premier Medical Corporation Limited d
Combo Card Test PILGFRC2S ite 2: 32-354, Shree Ganesh Industrial Estate, Kachigam, 25 xmulti it
PIL6FRCI0 Noni Daman, Daman 396215, India” 30 muli kit firstresponser-malaria-ag-pldhhrp2-combo-carcttes
Dadx-0285-010-00
site 1: Ardistr. 11a-b, 02626 Gerlitz, Germany; and
Flow Counter System with CD4 easy cou
2018 04 Technologies ©yflow Counter System with DA easy court €¥:5:3023; 05-8401; and 05-8405 CE marked Sysmex Partec GmbH site 2: Exbio Praha a5, Nad Safinou Il 341, 252 50 100 T/t
itand CDU% easy count kit Vestec, Cech Republic
i count kit-pac-0350-081
ev site 1: QUAGEN Sciences, Germantown, 20874, United
2018 Vrologca Technlogies care P Test 614015 Ce-marked QUAGEN GmaH States 96 T/kit
site 2: QUAGEN Shenzhen Co, Shenzhen China carehpvtm-testoonds 008502800
80068; 1927/t
2018 HOvEA INNOTEST HCV Ab IV poend CE-marked Fuirebio Europe NV Ghent,elgium o
innotest hev-aby-iv-padx-0201-073-00
2017 HBsAg ROT Bioline HBsAg W8 o1FK10W Row Abbott Diagnostics Korea Inc Giheung-gu, Republc of Korea 30Tkt
bioline-hbsag-wb-padx-0219-012-00
72327, 25Tkt
2007 HIV ROT Genie Fast HIV 1/2 72347; CE-marked Bio-Rad Marne La Coquette, France soT/kit
72330 soT/kit
senie fasthiv-12-0adx-0153-031-00
2007 HeV Virological Technologies Xpert HEV GXHPV-CE10 CE marked Cepheid AB Solna, Sweden 107kt
xpert-hov-padx-0268-070-00-0
PRO-03000 (PRD-03002, PRO-03001);
2017 HIVNAT Aptima HIV-1 Quant Dx Assay 303014; PRO-03003; and 303095 Ce-marked Hologic, Inc. san Diego, UsA 1007/t
1-quant-dx-assav-padx-0236-078-00
5X4-1000;
5%4-1001;
5X4-2001; site 1: Bethichem, USA SoT/kit;
2007 HIV RO for self-testing a Row Orasure Technologies, Inc. site 2: Phetchabun, Thailand 250T/kit;
suffx "Wt the product code on site 3: Ayutthaya, Thailand La07/kt
the outer packaging (1. 5X4-1001.001, 002, ..
oraquickchiv-self-test-padx-0159-055-01
2007 HIVNAT Xpert HIV-1 ViralLoad GXHIV-VLCE10 CEmarked Cepheid AB Solna, Sweden 107kt
and-genexpert
2007 HCV NAT Xpert HV Viral Load GXHCV-VLCE10 CE marked Cepheid AB Solna, Sweden 107kt
xpert-hev-viral-load-5adx-0260-070-00
Geenius HIV 1/2 Confirmatory Assay with
2007 HIV Confirmatory Assa 72460; and 72329 CEmarked Bio-Rad Marnes-La-Coquette, France 207k
ory Assay Geenius HIV1/2 Confirmatory Controls g auetie: T seenius-hiv-12-confirmatory-assav-geenlus hivi:
confirmatory-controls-pacx-0181
10010270 25T/t
2007 Hev RoT OraQuick HCV Rapid Antibody Test Kit d Ce-marked Orasure Technologies, Inc. Bethlehem, Ush
0010274 1007/kit
Diagnostic kit for HIV (1+2) antibody
2016 HIV ROT R40150.C2; KH.R02; and A-GOLD-01 Row Shanghai Kehua Bio-engineering Co. Ltd | Shanghai, PR China soT/ki
(colloidal gold) V2 g i e gineering Co, Li ghai, it
026703700
026k10; soT/kit
2016 Hev RoT Sioline HOV 02FK15; Row Abbott Diagnostics Korea Inc oneunt: g Republicof 25Tkt
o217 soT/kit
bioline-hov-ach-0257-012-00
702802; 207/kit;
2016 HIV ROT Determine HIV Early Detect 702843; Row Alere Medical Co.Ltd Matsudo-shi,Chiba-ken, lapan 100T/kit
7D28a35ET 100T/kit
determine-hiv-earlv-detect-0adx-0243-013-00
270118050 50 cartridges/kit
v PIMA HIV-1 : logi 3
2016 HIVNAT #m-PIMA HIV-1/2 Detect S osono0s Ce-marked Alere Technologies GmbH Jena, Germany e
m-pima-hiv-12-detect-padx-0226-032-00
2016 HIV RoT DPPHIV 1/2 Assay 65-9506-0 Row Chembio Diagnostc Systems Inc. Medford, NY, UsA 207kt
dopr-hiv-12-assay-padx-0053-006-00
5x-0010; 100T/kit
J—— 5x-0014; te 1: Bethlehen, UsA 100T/kit;
2016 HIVRDT o Aoy Tt 5X4-0062; Row Orasure Technologies, Inc. te 2: etchabun, Thailand 100T/kit
” v 50012 site 3: Ayutthays, Thailand 500T/kit
50015 500T/kit



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
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-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
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s 1256/12; 96T
81252/12; 19277t
2016 Heshg E1n DS.EA HB1AE 001 81255/12, Cemarked RPC Diagnostis Systems Nizhniy Novgorod, Russa ssor/t
81256/12; 96T/t (fordetection) or 48T/ki(for confirmation)
21712 2007 confirmation-hepatits-b
11030.018; 187/t
2016 w 22 CEmarked MP Blomedicals Asa acificPetd. | ingapore,Singapore
11030036 et gapore,Singap 36T/t mp-diagnostics hv-blot-22:000x:0198.071.00
14396 seiing 96Tkt
2016 s AD antHV 142 ELsA Row Seiing China
" w3450 Wantai Biologica Pharmacy Enteprise Co. | *SIE asoT/ut
si-anti-hiv-12-elisa-pac-0006-005-00
WETEIO; 107kt
WHIB10E; 107/t
Wi1850; sorjit
WI18506; sor/k;
WHI8106L; 1074
WH-I8S06L; S0/t
Rapid Testfor Antbody to Human WHISSIOEL; s 10T
2016 v Ror Immunadeficiency Vius (HIV) (Colidal Gold W-18SSOEL; Row st sgies e rveprseco. | PEN8 G S0t/
oevice) W18510; WantaiBiological Pharmacy Enerprise 10T
W-18550; S0/t
WH-I8S106; 10T
WEI8SS0E; soTA:
WIIESI0ELC; 1074t
W8SSOELC soT/kt d bordchy o
colloidal-golc-device-pacx
830166 839101; 839102; 825657, 825638; B23536; e 1 Ml L USA(mstrament it
2015 04 Technologies AauiosCL flow ytometer 023538; B23533; 623534; B23535; 25700, and Cemarked Beckman Couter Life Sciences Jam, L USA instrument e} sor/ki
te 2: Hialeah, F, USA (reagent site)
023502
sauios-clflow-cvtometer-pach-0156.053.00
o6i0; a5k
oerias; . a5k
2015 Hv/syp ROT loline HIV/Syohils Duo wones: Row AbbottDiagnostcs Korea nc Giheung-gu, Republic o Korea ot (euanctubo /orequa/WHOFR ool
osea0; 2o
oserar; 2T/t
B 1T/kitx25 each
2015 aaria Jolne Malara Ag P/Pv g mar ne heune-gu, Republic o Korea i
Malaria RO Sioline Malaia Ag P4/ foaned CEmarked I i a3 exch
05¢K86; o,
osea7 bioline malria-ag-pfpv-pad-0125-012-00
o
e
2015 Malaria ROT Sioline Malaria Ag 2.f (HRP2/pLOH) i Ce-marked nc i Republic of Korea 25Tkt
et kit 25 exch
2015 : ore mar ujrebio Europe winaarde, Belgium :
Hoven INNO-LIA HV e sos3s Cemarked Fuiiebio Europe NV Zuinaarde, bl 20me htpsfexsanctubo ni/orequal/
e 96171 plte;
2015 VA DS EIAHIV-AGAE-SCREEN ; Cemarked RPC Diagnostis Systems Nizhniy Novgorod, Russia 192172 pltes;
1165612 gabscreen-pade-0106-038-00
4801T/5 plates
mult Kt (produc codes: RMRM-02571; AMRN- 25T/t SoT/k
0257108; RMAM-0257178; RMRM-0257181; RMRM-
05071; RMRM-050715; RMRM-05071R3 and RMRM-
, oso71)
2015 Malaria ROT ‘CoreStar Malaris WRPZ gLDH (PH/PAK) Row Access Bi, Inc. Somerset N, Ush
comeo single kit (roduct codes: RMAU-02571; RMRU- 04900
02571C8; AMRU-0257176; RMRU-02571R; AMRU- 25T/t aoT/k,
04071; RMRU-04071CB; AMRU-04071R8 and AMRU-
00711
Tl it (roduct codes: RMONE 02571, RMON-
02571C8; RMOM-0257148; RMOM-02571Rl; RMOM-
05071; RMOM-0S071C3; RVOM-05071R and RVOM- [ —
os0718)
2015 Malaria ROT *sCarestart Malara HR?2 (71 single kit (product codes: RMOU-02571; RMOU- Aow Access Bi, Inc. Somerset ), Ush [ "
02571C8; RMOU-0257148; RMOL-02571R), RMOU- o
05071; RMOL-05071CE; RMOU-0507188 and RMOU-
os0718)



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
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
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Year prequalified Type of assay Product name. Product code(s) Regulatory version Manufacturer Manufacturing site(s) Packaging Application Number and Link to the Public Report
multi it (product codes: AMVV-02571; RMVNI
02571CB; RMVM-02571R8; RMVM-02571RI; RMVM.
05071; AMVM-05071CB; RMVM-05071RB and RMVM-
05071R1) 25T/kit; S0T/kie
**CareStart Malaria HRP2/pLDH (PF/P)
2015 Malaria ROT ort /oLOH (P1/7) single kit (product codes: RMVU-02571; RMVU- Row Access Bio, Inc. Somerset N, Ush
02571CB; RMVU-02571R8; RMVU-02571RI; RMVU Pp—— 049:00
05071; RMVL-05071CB; AMVU-05071RB and RMVU-
0507181)
‘mlt it (product codes: RMP-02571; RMPM
02571CB; RMPM-02571R8; RMPML02571R; RMPM
05071; RMPM-05071CB; RMPM0S071R8 and RMPM
05071R) 25T/it; S0T/kit
2015 Malaria ROT **Caretart Malaria HRP2/pLDH (Pf) Row Access Bio,Inc Somerset N, UsA. laria-pt-hrp2pldh-ag-r
single kit (product codes: RVPU-02571; RMPU-02571CH 2
RMPU.02571RE; RMPU-02571Rl; RMPU-05071; RMPU- 257k 40T/t
05071CB; RMPU-05071R and RMPU-05071R1)
multi it (product codes: RN 02571; RMNNI- 25T/kit; S0T/kit
02571CB; RMNM.02571RE; RMINW-02571RI; RMNM-
05071; RMNM-05071CB; RMNM-05071RB and RMNM
0507181)
2015 Malaria ROT Carestart Malaria pLOH (PAN) Row Access Bio, Inc. Somerset N, Ush
singl kit (product codes: RMNU-02571; RMINU- 25T/kit; 40T/kie
02571CB; RMNU-02571RE; RMINU-02571Ri; RMNU-
05071; RMNU-05071C8; RMNU-05071RB and RMNU-
181)
2015 HIV Confirmatory Assay INNO-Lia HIV /i Score 80540 Ce-marked Fujireblo Europe NV Ghent, Belgium 207kt e 203.073.00
2015 HIV A Mrex HIV Ag/Ab Combination 7679-09 (GEA1, 96 wels); and 7679-11 (GEA2, 480 wells) Ce-marked Diasorin $p.A UK Branch Dartford, UK 96T/kit; 480T/kit e ot o b 0144.043-00
06693083190; 03051315001; 03279332001;
‘COBAS AmpliPrep/COBAS TagMan HIV-1
201 HIVNAT ot o o 181 03587797190; 06989861190; 05807875001; Ce-marked Roche Molecular Systems,Inc. Branchburg, New Jersey, USA 8T/t b hi
. . 03516440001; and 28127387001 120-tagman-48-padx-0221
08693083190; 03587797190; 069B9B61150;
ipre T d d d
201 HIVNAT SO:::A?YL:‘W:?:\A: e";?"&:“'m 03051315001; 03121453001; 28127387001; CE-marked Roche Diagnostics GmbH Mannheim, Germany asT/ie
allatve Test, v . 05807875001; and 03516440001 120 -tagman-96-0adx-0200
201 HIV RoT SURE CHECK HIV 1/2 Assay HIV201 (60-9527-0), Row Chembio Diagnostc Systems Inc Medford, NY, Ush 25Tkt e e 0054-006.00
9780-01; 96T/kit;
Murex HBsAg Version 3 with Murex HBs
201 HBshg ElA e verson 3wt urex HBshe 9780.05; Ce-marked Diasorin §.p.A UK 8ranch Dartford, UK ag0T/kit murex-hbsag-version-3-murex-hbsag-confirmatory:
" 262701 soT/kit version-3-pqd0121.043-00
551C104-10; 107/ki;
ParaHITf Ver. 1.0 Rapid Test for Pfalciparum
2014 Malaria ROT s P 551104-25; Ce-marked ARKRAY Healthcare Pyt Ld sachin (surat India 25T/t
551C104-50 soT/kit bac-0062-023-00
8D FACSPresto Near-Patient CD4 Counter 651000; San Jose, Catforna, Ush. 651000: nstrument
201 D4 Technologies With BD CDANCDA/Hb Cartricge and BD. 657681; Ce-marked Becton, Dickinson and Company, B Biosciences g g
FACSPresto Cartrdges Kit 655495 655495 pipette (100/box) 0197-045-00
aor/ii;
pra— i
1H1TA02WA, ot
ABON HIV 1/2/0 Tri-tine Human oIS, o,
2014 HIV ROT. oy 1HI-T402WB, Row ABON Biopharm (Hangzhou) Co. Ltd. Hangzhou, PR China "
Immunodeficiency Virus Rapid Test Device: pirisemns 107/1kit,
g ki
Tiriomwe o
1H1Ta02WF
90-1013; 24T/t without support material;
90-1010; 24T/Kit with support materials;
90-1022; 481/kit without support material
. 90-1021; 8T/kit with
2013 HIV RoT INSTI HIV-1/HIV-2 Antibody Test 01035 Row Biolytical Laboratories, Inc. Richmond, British Columbia, Canada 48T kit with plpettes b this 2 oo tosmeth0002-002-00
901064 but no lancet, no alcohol
48T/t with no support materias;
05¢K60; 25T/t
05¢K61; 2Tk
2013 Malaria ROT Bioline Malaria Ag P.f/Pan 05¢K62; Ce-marked Abbott Diagnostics Korea Inc Giheung-gu, Republic o Korea 1Tkt biolnemalaria-ag-poan-bach0030-012-01
05¢K63; 25T/t PomEmIE APt
05#K6: 30T/t
AN66-30; 4NG6-80; 6K12-24; SK15-01; 4NG6-01; and o
2013 HIVNAT w1 CEmarked Abbott Molecular Inc Des Plaines, IL, USA "
44T pack I



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
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
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Year prequalified Type of assay Product name Product code(s) Regulatory version Manufacturer Manufacturing site(s) Packaging Application Number and Link to the Public Report
Abbott RealTime HIV-1 Qualitative " i . ’ " 96T/kit;
(m2000sp) ’ {optional § v x24T pack - sanet o "
7o
o
o R
2013 HIVRDT Bioline HIV-1/2 3.0 03FK16; Row Abbott Diagnostics Korea Inc Giheung-gu, Republic of Korea e
it
a——— e swor
Gnscreen A 50 Cmred s o o G, e s e O
206502; 207/kit;
1206502N; 207/kit;
1206502E; 207/kit;
1206502N-100; 100T/kit;
2 sor o ow oy B g, ooy v s
1206502-C; 207/kit;
S02E-C; 207/kit;
1206502-C100 100T/kit
o s Technlois s coa et 260100025 21426030003, 26100100; 260300003 pr— Aot RapidDisgrostcsJra GoH | Ol 10,0743 e, Germany pssument,
B ————
ot et Ao el K0 B At - Ao, Dickirn an Cmpay, £ s |50 o, G4 U5k o, 27 b0 i
gent Kit (Absolu . v ane 340167 340167: 50T/kit.
Counts)
P ——
ot Tecmotgs RS orr 1 0 At - T P
gent Kit (Absolute and Percentage 339010 yey, Puerto Rico 339010: 50T/kit
o) o : ‘
b i oot
osaizsais, assrorio, ozt
o avwar s Al COBAS T 02051315001 or 05807875001 and 07363084150, pr— Roche Dagrats ot JER—— Ssazseiso ssrj cobsamplprepcobasagmanLtesverion0:
" q Optional: 05527503001; 28127387001 tagman-48-pgdx-0126-046-00
osainsais; assrorio, o
(COBAS AmpliPrep/COBAS TagMan HIV-1 03051315001; 07347308001 or 05807875001 and 05212294190: 48T/kit
Tesverion 0 o6 omesnsiso cemned Rl s bt U5k cuerrise 1 s e
man 6 oler ot
optoatossirson, a127aron
o
ol o, et Lo 4o 1765, , 54
She 5 o st byt . . e
2012 HIvROT HIV /2 STAT-PAK Hvior Row Chembio Disgnostic Systems Inc at N-TATT Building 2nd floor, No. 2-1 Jalan TPS, Taman 20Tt hiv-12-stat-pakr-pqdx-0007-006-00
e, U5, 4760, e, e,
ot
T p— , , a0, 50131, 20132 8013 0 8012 60
2011 HIV NAT NucliSENS EasyQ HIV-1v2.0 (Automated) 285056; 200309; and 285033 CE-marked bioMérieux SA Marcy LEtoile, France 285033, 48 T/Kit
e o -0 atomaredo00 117 1600
201 HIV NAT NucliSENS EasyQ HIV-1v2.0 (Semi- 200305; 200293; 200292; 285056; 200309; and CE-marked bloMérleux SA Marcy UEtoile, France 200293 and 285033: 48 T/kit
frres
s
e
2011 HIVRDT Determine HIV-1/2 7D2343SET Row Abbott Diagnostics Medical Co,, Ltd Matsudo-shi, Chiba-ken, Japan To0T/ki; determin: 6x.0033.013-00
2631-90: 96T/kit (4x24T);
2631 268130, 265180, 165170 263155 14505 ot s
P a0 26512651 et - Jr—— s ins 1,5k sl sl
e
2631 (2G31-90 or 2G31-010, 2631-80, 2G31-70); 2G31- 2G31-90: 96T/kit (4x24T) or 2G31-010 96T/kit (4x24T);
2011 HIV NAT Abbott RealTime HIV-1 (m 2000sp) 66; 1L68-09; 9K15-01; 04170-24; 04171-93; and 9K14- CE-marked Abbott Molecular Inc. Des Plaines, IL, USA 2G31-80: 8 runs; 2631-70: (1/6 months); |-\ + tt-realtime-hiv-1-m20005p-padx-0145-027-00
0: 04170-24: 96T/kit 2bbottrealime-hiv-1:m2000s0-000x-0145-027:00
nosa, 2163180, 203100, 23170, 23155 L stz
2011 HIVNAT Abbott RealTime HIV-1 (m 24sp) 168-09; 9K15-01; 04170-24; CE-marked Abbott Molecular Inc. Des Plaines, IL, USA - . .
and 047193 04170-24: 96T/kit



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
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
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Vear prequalfed Type of assay Product name Product code(s) Regulatory version Manufacturer Manufactuing sie(s) Packaging Appication Number and Link tothe Public Report
s
o 25T/
2010 Malaria RoT Sioline Malaia Ag .6 g CEmarked AbbottDiagnostcs Korea nc Giheung-k, Republic of Korea 1Tt 25 each
. osrs2; e Dagrost ko fep it bioline:malaria-ag:pf-pqd-0031-012-01
1T/kex 25 each
osfs3
- piect o2
B the changes made on the public report and the product.
The following product wil b discontinued by 31 uly 202
80 FACSCount Instrument System with FACSCount Control Kit and B0 FACSCout CDA Reagent Kit (Absolte an Percentage CD4+ Couts)
Kit (Absolute CDA, CDBS, and CD3+ Counts)
a0 FacC D4 Courter with BD.C
Lis of delisted Products
Year delisted Type of assay Product name Product code() Manutacturer Reason for Delisting
2024V Nuclec Acid Test Xpert -1 Qual Assay uv-anceto Ceheid A8 Discantnuation of theproduct by the

manufacturer.

2023 HIV Nucleic Acid Test

cobas HIV-1 Quantitative nucleic acid test for
use on the cobas
14800 System

06979599190 and 06979572190

Roche Diagnostics GmbH

Discontinuation of the product by the.
manufacturer.

2023 HIV Nucleic Acid Test

IMA HIV-1/2 Detect

27011:W50 and 270118010

Abbott Rapid Diagnostics Jena GmbH

Discontinuation of the RoW regulatory version.
The CE-marked regulatory version maintained as
prequiaified.

2o wwor 32T A st s a PO -
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v e

2020 | HOV Assay bioelisa HCV 4.0 3000-1115 and 3000 Biokit SA D““";“"“*“"" of the product by the

2020 | HIV Serolog )-117: -117: Biokit S.A o

a ey 1t 2000 172.2nd 3000-1173 i

2020 | HBsAg Assay 3000-1158 and 3000-1159 Biokit SA Discontinuation of the product by the
bioelisa HBsAg 3.0 manufacturer.

2020 o v Fo——

First Response HIV 1-2-0 Card test

and I05FRCOS

manufacturer.

2019 [HOV Assay

Murex anti-HCV (version 4.0)

7F51.01 and 7F51-02

DiaSorin South Africa (P1y) Ltd

Withdrawal by the manufacturer.

2018 [HIVEIA Enzygnost HIV Integral 4 and Supplementary OPKRO35, OPKRO3S, OPKRO55(Q), and OUVP17S orbit Products S"";:"S Products
reagents kit for Enaygnost/TMB. m m

2019 | HbeAg Assay Enaygnost HBsAg 6.0 and Supplementary OPIHO35 and OPIHOSS Products | Siemens Bnostics Products
reagents kit for Enzyanost/TMB GmbH

2018 |Hiv ROT

SD Bioline HIV Ag/Ab Combo

03FK30 and 03FK3S

G
‘Abbott Diagnostics Korea Inc. {Formerly.
Standard Diagnostics, Inc.)

Discontinuation of the product by the.
fact

2017 | Malaria ROT

ParaIT f Ver. 1.0 Rapid Test for P
Falciparum Malaria Dipstick

55/C103-10, 551C103-25 and 551C103-50

acc

criteria
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