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https://extranet.who.int/pgweb/WHOPR/public-report-samba-whole-blood-
2023 HIV NAT SAMBA Il HIV-1 Qual Whole Blood Test 4500-12 CE-mark Diagnostics for the Real World Ltd Diagnostics for the Real World in San Jose, CA, USA 12 T/kit os:// /g ! lo .
test-pgdx-0458-072-00
2023 HPV Virological Technologies cobas HPV 07460155130, 07460171130, 07002238130, CE-mark Roche Molecular Systems, Inc Branchburg, New Jersey, USA 480 T/kit https://extranet.who.int/pqweb/WHOPR/public-report-cobas-hpv-pqdx-0468-
& & 06997546190, 06997511190, 06997538190, 06997503190 ystems, Inc. & e 046-00
7D2452 Abbott Di tics Medical Co., Ltd, located at 357 30 T/kit
. . . ! . . ) ° . |a.gnos. Ics Viedical to., Lid, located a / I_ https://extranet.who.int/pqweb/WHOPR/public-report-determine-syphilis-tp-
2022 Syphilis RDT Determine Syphilis TP 7D2453 and RoW Abbott Diagnostics Medical Co., Ltd. Matsuhidai, Chiba-ken 100 T/kit dx-0485-013-00
7D2453SET Matsudo-shi, 270-2214, Japan 100 T/kit ed
https://extranet.who.int/pgweb/WHOPR/public-report-xpert-hcv-vi-fingerstick-
2022 HCV NAT Xpert HCV VL Fingerstick GXHCV-FS-CE-10 CE-mark Cepheid AB Réntgenvagen 5, SE-171 54 Solna, Sweden 10 T/kit s:// [paweb/ /o Bk .
pqdx-0453-070-00
2022 HIV RDT Panbio HIV Verification Test 29011-W20 RoW Abbott Rapid Diagnostics Jena GmbH Orlaweg 1, Jena, German 207T/kit htps://extranet.who:int/paweb/WHOPR/public-report-panbio-hiv-verification-
29011AW20 pic Biag &4 Jena, Y 20 T/kit test-pgdx-0480-032-00
10 T/kit
25 T/kit
50 T/kit
One Step test for Malaria RPWMPH-02,
S d Fl D1-D3, Meril Park, S No 135/2/B & https: t t.who.int b/WHOPR blic- t- -step-test-malaria-
2022 Malaria RDT Pf HRP-Il Ag MERISCREEN Malaria Pf HRP-Il RPWMPH-03, RoW Meril Diagnostics Pvt. Ltd econd Foor, , Meril Park, Survey No 135/2/ ps://extranet-whoint/paweh/ Lpublic-report-one-step-test-malaria
174/2, Muktanand Marg, Chala, Vapi, 396191, India pf-hrp-ii-ag-meriscreen-pqdx-0470-074-00
Ag RPWMPH-04
08792992190, 120 T/kit;
06979572190, 10 Sets;
06979513190, 240 T/kit;
cobas HIV-1 Nucleic acid test for use on the Sandhofer Strasse 116, Mannheim, it: https://extranet.who.int/pgweb/WHOPR/public-report-cobas-hiv-1-nucleic-
2022 HIV NAT 06979521190, CE-mark Roche Diagnostics GmbH 960 T/kit; tos:// /paweb/ [p D
cobas 4800 System 05235863190, 68305 Germany 240 T/kit; acid-test-use-cobas-4800-system-pgdx-0710-118-00
05235871190, 960 T/kit;
06979556190, 240 T/kit;
06979530190. 240 T /kit:
1 T/kit;
WO006P0058, - . . . 20 T/kit : ; :
Lizhishan R City, L District https: t t.who.int b/WHOPR/public- t- dfo-hiv-self-test-
2022 HIV RDT for self-testing Wondfo HIV Self-Test WO006P0059, RoW Guangzhou Wondfo Biotech Co., Ltd 8 Lizhishan Road, Science Ci .y, uogfang istrict, 100T/kit ps://extranet.who.int/pqweb/ /public-report-wondfo-hiv-self-tes
Guangzhou, 510663, Republic of China pqdx-0357-004-01
and WO006P0060
Abbott Rapid https: t t.who.int b/WHOPR/public- t-check -hiv-self-test-
2022 HIV RDT for self-testing CheckNOW HIV SELF TEST 29012-WO01 RoW _ O Rapt Loebstedter Str. 103-105, Jena, Germany 1T/kit bs://extranet.who.int/pqweb/ /public-report-checknow-hiv-self-tes
Diagnostics Jena GmbH pgdx-0481-032-00
1 South C IDA Busi https: t t.who.int b/WHOPR blic- t-tri -hiv-pgdx-
2022 HIV RDT TrinScreen HIV 5551100 RoW Trinity Biotech Manufacturing Ltd outhern Lross [UA BUsIness 100 T/kit bs://extranet.who.int/pqweb/ [public-report-trinscreen-hiv-pqdx
Park in Bray, Ireland 0473-052-00
120 T/kit;
06979599190; 10 Sets;
06979572190; 240 T/kit;
06979513190; 960 T/kit;
# cobas HIV-1 titati lei id test 06979521190; 240 T/kit;
cobas Quantitative nucleic acid tes ! . . Sandhofer Strasse 116, Mannheim, / I ’ https://extranet.who.int/pgweb/WHOPR/public-report-cobas-hiv-1-
2021 HIV NAT for use on the cobas 05235863190; CE-mark Roche Diagnostics GmbH 960 T/kit; o ) )
68305 Germany ) quantitative-nucleic-acid-test-use-cobas-4800-system-pqdx-0373-118
4800 System 05235871190; 240 T/kit;
06979556190; 240 T/kit;
06979530190 ; 960 T/kit
06979548190
2021 HCV NAT # cobas HCV (Quantitative nucleic acid test 6997732190 CE-mark Roche Molecular Svstems. Inc Sandhofer Strasse 116, Mannheim, 96 T/kit https://extranet.who.int/pgweb/WHOPR/public-report-cobas-hcv-quantitative-
for use on cobas 5800/6800/8800 Systems) 09040765190 ¥ T 68305 Germany 192 T/Kit nucleic-acid-test-use-cobas-68008800-systems-pgdx-0465
site 1: A1-302, GIDC, Sari 396 i
PIOSFRC25, _ 'gam 25 T/kit
PIO8FRC50 155, Valsad, Gujarat, India. 50 T/kit https://extranet.who.int/pgweb/WHOPR/public-report-first-response-syphilis
2021 Syphilis RDT First Response Syphilis Anti-TP Card Test RoW Premier Medical Corporation Private Limited site 2: 32-35A, Shree Ganesh Industrial Estate, Kachigam, 100 T/kit I:.) ) : R . . . Yo
PIO8FRC100 . . anti-tp-card-test-pqdx-0471-010-00
PIOSFRC25-SA Nani Daman, 25 T/kit
Daman 396215, India.
# cobas HIV-1 titati lei id test
2020 HIV NAT cobas Ql;z:ulsae I:s nucleicacid tes 07000995190 CE-mark Roche Molecular Sandhofer Strasse 116, Mannheim, 96 T/kit https://extranet.who.int/pgweb/WHOPR/public-report-cobas-hiv-1-
09040803190 Systems, Inc. 68305 Germany 192 T/Kit guantitative-nucleic-acid-test-use-cobas-68008800-systems-pqdx-0365
the cobas 5800/6800/8800 Systems
HVWRPD-01 30 T/kit
HVWRPD-02 Second Floor, D1-D3, Meril Park, Survey No 40 T/kit . . . .
o . ! urvey . / I https://extranet.who.int/pgweb/WHOPR/public-report-meriscreen-hiv-1-2-wb-
2020 HIV RDT # MERISCREEN HIV 1-2 WB HVWRPD-06 CE-mark Meril Diagnostics Pvt. Ltd. 135/2/B & 174/2, Muktanand Marg, Chala, Vapi, 396191, 50 T/kit dx0464-074-00
HVWRPD-07 India 10 T/kit B9
HVWRPD-08 100 T/kit
302030025, 1T/kit,
302030005 5 T/kit
Paracheck Pf - Rapid Test for P. Falciparum ! o . . / I, . . .
2020 Malaria RDT Malaria 302030010, CE-mark Orchid Biomedical Plot nos 88/89, Phase Il C, Verna Industrial Estate, Verna, 10 T/kit https://extranet.who.int/pgweb/WHOPR/public-report-paracheck-pf-rapid-test-
Device (Ver. 3) 302030025, Systems — A Division of Tulip Diagnostics (P) Ltd |Goa, 403722, India 25 T/kit pfalciparum-malaria-device-ver-3-pqdx-0321-024-00
' 302030100, 100 T/kit
302030025(1T) 25 x 1 T/kit



https://extranet.who.int/pqweb/WHOPR/public-report-samba-whole-blood-test-pqdx-0458-072-00
https://extranet.who.int/pqweb/WHOPR/public-report-samba-whole-blood-test-pqdx-0458-072-00
https://extranet.who.int/pqweb/WHOPR/public-report-cobas-hpv-pqdx-0468-046-00
https://extranet.who.int/pqweb/WHOPR/public-report-cobas-hpv-pqdx-0468-046-00
https://extranet.who.int/pqweb/WHOPR/public-report-determine-syphilis-tp-pqdx-0485-013-00
https://extranet.who.int/pqweb/WHOPR/public-report-determine-syphilis-tp-pqdx-0485-013-00
https://extranet.who.int/pqweb/WHOPR/public-report-xpert-hcv-vl-fingerstick-pqdx-0453-070-00
https://extranet.who.int/pqweb/WHOPR/public-report-xpert-hcv-vl-fingerstick-pqdx-0453-070-00
https://extranet.who.int/pqweb/WHOPR/public-report-panbio-hiv-verification-test-pqdx-0480-032-00
https://extranet.who.int/pqweb/WHOPR/public-report-panbio-hiv-verification-test-pqdx-0480-032-00
https://extranet.who.int/pqweb/WHOPR/public-report-one-step-test-malaria-pf-hrp-ii-ag-meriscreen-pqdx-0470-074-00
https://extranet.who.int/pqweb/WHOPR/public-report-one-step-test-malaria-pf-hrp-ii-ag-meriscreen-pqdx-0470-074-00
https://extranet.who.int/pqweb/WHOPR/public-report-cobas-hiv-1-nucleic-acid-test-use-cobas-4800-system-pqdx-0710-118-00
https://extranet.who.int/pqweb/WHOPR/public-report-cobas-hiv-1-nucleic-acid-test-use-cobas-4800-system-pqdx-0710-118-00
https://extranet.who.int/pqweb/WHOPR/public-report-wondfo-hiv-self-test-pqdx-0357-004-01
https://extranet.who.int/pqweb/WHOPR/public-report-wondfo-hiv-self-test-pqdx-0357-004-01
https://extranet.who.int/pqweb/WHOPR/public-report-checknow-hiv-self-test-pqdx-0481-032-00
https://extranet.who.int/pqweb/WHOPR/public-report-checknow-hiv-self-test-pqdx-0481-032-00
https://extranet.who.int/pqweb/WHOPR/public-report-trinscreen-hiv-pqdx-0473-052-00
https://extranet.who.int/pqweb/WHOPR/public-report-trinscreen-hiv-pqdx-0473-052-00
https://extranet.who.int/pqweb/WHOPR/public-report-cobas-hiv-1-quantitative-nucleic-acid-test-use-cobas-4800-system-pqdx-0373-118
https://extranet.who.int/pqweb/WHOPR/public-report-cobas-hiv-1-quantitative-nucleic-acid-test-use-cobas-4800-system-pqdx-0373-118
https://extranet.who.int/pqweb/WHOPR/public-report-cobas-hcv-quantitative-nucleic-acid-test-use-cobas-68008800-systems-pqdx-0465
https://extranet.who.int/pqweb/WHOPR/public-report-cobas-hcv-quantitative-nucleic-acid-test-use-cobas-68008800-systems-pqdx-0465
https://extranet.who.int/pqweb/WHOPR/public-report-first-response-syphilis-anti-tp-card-test-pqdx-0471-010-00
https://extranet.who.int/pqweb/WHOPR/public-report-first-response-syphilis-anti-tp-card-test-pqdx-0471-010-00
https://extranet.who.int/pqweb/WHOPR/public-report-cobas-hiv-1-quantitative-nucleic-acid-test-use-cobas-68008800-systems-pqdx-0365
https://extranet.who.int/pqweb/WHOPR/public-report-cobas-hiv-1-quantitative-nucleic-acid-test-use-cobas-68008800-systems-pqdx-0365
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/pqweb/WHOPR/public-report-paracheck-pf-rapid-test-pfalciparum-malaria-device-ver-3-pqdx-0321-024-00
https://extranet.who.int/pqweb/WHOPR/public-report-paracheck-pf-rapid-test-pfalciparum-malaria-device-ver-3-pqdx-0321-024-00
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MHLRPD-02, 30 T/kit
One Step test for Malaria Pf/Pan Ag . / . . . .
. MHLRPD-03, . . Second Floor, D1-D3, Meril Park, Survey No 135/2/B & 10 T/kit https://extranet.who.int/pgweb/WHOPR/public-report-one-step-test-malaria-
2020 Malaria RDT MERISCREEN CE-mark Meril Diagnostics Pvt. Ltd . . . - -
. MHLRPD-04, 174/2, Muktanand Marg, Chala, Vapi, 396191, India 25 T/kit pfpan-ag-meriscreen-malaria-pfpan-ag-pqdx-0330-074-00
Malaria Pf/Pan Ag .

MHLRPD-05. 50 T/kit

2020 CD4 Technologies 4 VISITECT CD4 Advanced Disease AB376 CE-mark AccuBio Ltd AccuBio Ltd located at Hillfoots Business, Village, Alva, 25 T/kit https://extranet.who.int/pgweb/WHOPR/public-report-visitect-cd4-advanced-
g FK12 5DQ United Kingdom. disease-pqdx-0384-077-00
74, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok- . . . .

09HIV30D; 25 T/kit; https: t t.who.int b/WHOPR blic- t-standard-q-hiv-12-ab-3-
2020 HIV RDT STANDARD Q HIV 1/2 Ab 3-Line Test ’ RoW SD Biosensor, Inc gu, Cheongju-si, Chungcheongbuk-do, / I_ - bs://extranet.who.int/pqweb/ /public-report-standard-g-hiv 2

09HIV3ODM . 25 T/kit line-test-pgdx-0383-117-00

28161, Republic of Korea
503030025(1T) 25x 1 T/kit
503030010; 10 T/kit
. . . ! Zephyr Biomedicals — A Division of Tulip . / I https://extranet.who.int/pgweb/WHOPR/public-report-parascreen-rapid-test-
2020 Malaria RDT parascreen - Rapid test for Malaria Pan/Pf 503030025; CE-mark . . M46-47, Phase Il B, Verna, Goa, 403722, India 25 T/kit .
Diagnostics (P) Ltd. . malaria-panpf-pgdx-0291-025-00
503030050; 50 T/kit
503030100 100 T/kit
503010025(1T) 25x 1 T/kit
503010010; 10 T/kit
Zephyr Bi dicals — A Divisi f Tuli https: t t.who.int b/WHOPR/public- t-falcivax-rapid-test-

2020 Malaria RDT # FalciVax - Rapid test for Malaria Pv/Pf 503010025; CE-mark ephyr 'ogi'ae rl'ncoas:ics o) ':’t':‘l'on ortulp M46-47, Phase Il B, Verna, Goa, 403722, India 25 T/kit m;:r; / e’\‘/ r?ne d": oc;lgr:)/opzqswgo/ /public-report-falcivax-rapid-tes

503010050; & ' 50 T/kit BvpTRg

503010100 100 T/kit

74, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-
2020 HIV/Syp RDT STANDARD Q HIV/Syphilis Combo Test 09HIV20D RoW SD Biosensor, Inc gu, Cheongju-si, Chungcheongbuk-do, 25 T/kit
28161, Republic of Korea

https://extranet.who.int/pgweb/WHOPR/public-report-standard-g-hivsyphilis-
combo-test-pgdx-0382-117-00

08N50-090; 1300 East Touhy Avenue, Des Plaines, IL 60018 4 trays of 48 T/kit https://extranet.who.int/pgweb/content/public-report-alinity-m-hcv-pgdx
2020 HCV NAT # Alinity m HCV 08N50-080; CE-mark Abbott Molecular Inc Y ’ ’ 12 tubes of each control B ~¥o.ML/pg o . Y Bd

08N50-070 USA 4 tubes x 1.95 mL 0461-027-00

74, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-
2020 Malaria RDT STANDARD Q Malaria P.f/P.v Ag Test 09MAL20D CE-mark SD Biosensor, Inc. gu, Cheongju-si, Chungcheongbuk-do, 25 T/kit
28161, Republic of Korea

https://extranet.who.int/pgweb/content/public-report-standard-g-malaria-
pfpv-ag-test-pgdx-0348-117-00

74, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-
2020 Malaria RDT STANDARD Q Malaria P.f Pan Ag Test 09MAL30D CE-mark SD Biosensor, Inc. gu, Cheongju-si, Chungcheongbuk-do, 25 T/kit
28161, Republic of Korea

https://extranet.who.int/pgweb/content/public-report-standard-g-malaria-
pfpan-ag-test-pqdx-0347-117-00

74, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-
2020 Malaria RDT STANDARD Q Malaria P.f Ag Test 09MAL10D CE-mark SD Biosensor, Inc. gu, Cheongju-si, Chungcheongbuk-do, 25 T/kit
28161, Republic of Korea

https://extranet.who.int/pgweb/content/public-report-standard-g-malaria-pf-
ag-test-pgdx-0346-117-00

74, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-
2020 HCV RDT STANDARD Q HCV Ab Test 09HCV10D RoW SD Biosensor, Inc. gu, Cheongju-si, Chungcheongbuk-do, 25 T/kit
28161, Republic of Korea

https://extranet.who.int/pgweb/content/public-report-standard-q-hcv-ab-test-
padx-0360-117-00

2020 HCV EIA Monolisa HCV Az-Ab ULTRA V2 22561 and 72562 CE-mark Bio-Rad 3, bd Raymond Poincaré, 92430, Marne La Coquette, 96 T/kit https://extranet.who.int/pgweb/content/public-report-monolisa-hcv-ag-ab-
& France and Route de Cassel, 59114, Steenvoorde, France 480 T/kit ultra-v2-pgdx-0229-031-00
5019 HCV NAT Abbott RealTime HCV 4)86-90; 4J86-80; and CE-mark Abbott Molecular Inc 1300 East Touhy Avenue, Des Plaines, IL 60018 96 T/kit https://extranet.who.int/pgweb/content/public-report-abbott-realtime-hcv-
4)86-70 USA pqdx-0450-027-00
Chembio 3661 Horseblock Road, Medford, NY 11763 . https: t t.who.int b tent/public- t- -check-hiv-self-test-
2019 HIV RDT for self-testing SURE CHECK HIV Self-Test 60-9508-0 RoW , hemb! sebloc 1 T/kit bs://extranet.who.int/pqweb/content/public-report-sure-check-hiv-self-tes
Diagnostic Systems, Inc USA pqdx-0054-006-01
HPV 02N09-092; and https://extranet.who.int/pgweb/content/public-report-abbott-realtime-high-
2019 Abbott RealTi High Risk HPV CE- k Abbott GmbH Max-PI k-Ring 2, Wiesbad 65205, G 96 T/ kit
Virological Technologies ot Reattime High RS 02N09-080 mar ortsm Flanci-ring 2, Wiesbaden, ,bermany /K risk-hpv-pqdx-0455-180-00
PIO5FRCO5; 5 T/kit
PIOS5FRC10; 10 T/kit
PIO5FRC25; 25 T/kit
First R HIV 1-2. Versi https: t t.who.int tent lic- t-first- -hiv-1-20-
2019 HIV RDT Irst Response ) 0)0 Card test (Version PIOSFRC30; RoW Premier Medical Corporation Private Limited  |A1-302, GIDC, Sarigam, India 30 T/kit carzst/e /S (:X = dne03W63O(;:0/ ';gweb/ content/public-report-first-response-hiv-1-20
' PIOSFRC50; 50 T/kit pacx
PIO5FRC60; 60 T/kit
PIOS5FRC100 100 T/kit
357 Matsuhidai, Matsudo-shi, 270-2214 20 T/kit https://extranet.who.int/pgweb/content/public-report-determine-hbsag-2
2019 HBsAg RDT # Determine HBsAg 2 7D2942; RoW Abbott Diagnostics Medical Co.Ltd _ ’ ’ ’ 100 T/kit BS: ~¥10.ML/Pg D . 5
Chiba-ken, Japan . pgdx-0451-013-00
7D2943; 100 T/kit

7D2943 SET



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/pqweb/content/public-report-alinity-m-hcv-pqdx-0461-027-00
https://extranet.who.int/pqweb/content/public-report-alinity-m-hcv-pqdx-0461-027-00
https://extranet.who.int/pqweb/content/public-report-standard-q-malaria-pfpv-ag-test-pqdx-0348-117-00
https://extranet.who.int/pqweb/content/public-report-standard-q-malaria-pfpv-ag-test-pqdx-0348-117-00
https://extranet.who.int/pqweb/content/public-report-standard-q-malaria-pfpan-ag-test-pqdx-0347-117-00
https://extranet.who.int/pqweb/content/public-report-standard-q-malaria-pfpan-ag-test-pqdx-0347-117-00
https://extranet.who.int/pqweb/content/public-report-standard-q-malaria-pf-ag-test-pqdx-0346-117-00
https://extranet.who.int/pqweb/content/public-report-standard-q-malaria-pf-ag-test-pqdx-0346-117-00
https://extranet.who.int/pqweb/content/public-report-standard-q-hcv-ab-test-pqdx-0360-117-00
https://extranet.who.int/pqweb/content/public-report-standard-q-hcv-ab-test-pqdx-0360-117-00
https://extranet.who.int/pqweb/content/public-report-monolisa-hcv-ag-ab-ultra-v2-pqdx-0229-031-00
https://extranet.who.int/pqweb/content/public-report-monolisa-hcv-ag-ab-ultra-v2-pqdx-0229-031-00
https://extranet.who.int/pqweb/content/public-report-abbott-realtime-hcv-pqdx-0450-027-00
https://extranet.who.int/pqweb/content/public-report-abbott-realtime-hcv-pqdx-0450-027-00
https://extranet.who.int/pqweb/content/public-report-sure-check-hiv-self-test-pqdx-0054-006-01
https://extranet.who.int/pqweb/content/public-report-sure-check-hiv-self-test-pqdx-0054-006-01
https://extranet.who.int/pqweb/content/public-report-abbott-realtime-high-risk-hpv-pqdx-0455-180-00
https://extranet.who.int/pqweb/content/public-report-abbott-realtime-high-risk-hpv-pqdx-0455-180-00
https://extranet.who.int/pqweb/content/public-report-determine-hbsag-2-pqdx-0451-013-00
https://extranet.who.int/pqweb/content/public-report-determine-hbsag-2-pqdx-0451-013-00
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6L47-29; 6L47-11;
6L47-02; and 8C89-01
’ Street 1359-1, K ida, Kigoshi, G -shi, Niigata, . https: t t.who.int b tent/public- t-architect-hcv-ag- -
2019 HCV EIA ARCHITECT HCV Ag assay CE-mark Denka Seiken Co., LTD, Kagamida Factory ree agamida, Rigoshi, Sosen-shi, Tigata 100 T/kit ps://extranet-who:int/paweb/content/public-report-architect-hov-ag-assay
Japan pqdx-0374-130-00
Site 1: Atomo
ARST001-03; Diagnostics Pty Ltd atLevel 2, 701-703 Parramatta Road, 1 T/kit;
ARST001-03-01; , , Leichardt 2040 NSW, Australi 1 T/kit; https: t t.who.int b tent/public- t-mylan-hiv-self-test-
2019 HIV RDT for self-testing # Mylan HIV Self Test RoW Atomo Diagnostics Pvty. Ltd ?Ic ar ustra I? . / I ps://extranet.who.int/pqweb/content/public-report-mylan-hiv-self-tes
ARST001-03-02; Site 2: Lateral Flow Laboratories (LFL) at Unit 1 & 2, 1 T/kit; pgdx-0320-090-00
ARST001-03-03 Greenwich Place, Capricorn Crescent, Capricorn 1 T/kit.
Technology Park, Muizenberg,7945, South Africa
I20FRC25; 25 T/kit
I20FRC30; 30 T/kit
# First Response HIV1+2/Syphilis Combo Card . https://extranet.who.int/pgweb/content/public-report-first-response%C2%AE-
2019 HIV/Syp RDT P /Syp I20FRC50; RoW Premier Medical Corporation Private Limited  [Sarigam, Gujarat, India 50 T/kit ; os:// " /pq ! /p . . Samn
Test I20FRC60; 60 T/kit hiv12syphilis-combo-card-test-pqdx-0364-010-00
120FRC100 100 T/kit
ITPW02152-TC40; 40 T/kit
ITPW02152-TC25; .. . . . 25 T/kit . . L.
. 308, Wengjiao Rd, Xinyang IND. AREA, Haicang, Xiamen, / I https://extranet.who.int/pgweb/content/public-report-one-step-anti-hiv-12-
2019 HIV RDT ONE STEP Anti-HIV (1&2) Test ITPW02153-TC40 RoW InTec PRODUCTS, INC . 40 T/kit
361022, China . test-pgdx-0372-017-00
ITPW02153-TC40SA 40 T/kit
40 T/kit
ITPWO01152-TC40; .. . . . . . . . .
2019 HCV RDT Rapid Anti-HCV Test TPWO01152-TC25. ROW InTec PRODUCTS. INC 308, Wengjiao Rd, Xinyang IND. AREA, Haicang, Xiamen, 25 T/kit https://extranet.who.int/pqweb/content/public-report-rapid-anti-hcv-test-
’ ! 361022, China 40 T/kit pqdx-0371-017-00
ITPW01153-TC40
Plot No.A-334,336,338 & A-337 & 339
. AdvDx Malaria Pf Rapid Malaria Ag Detection . Road no. 25 & 26, Wagle industial Estate . https://extranet.who.int/pgweb/content/public-report-advdx-malaria-pf-rapid-
2019 Malaria RDT 00-DKM-RK-MALADX-004-025 RoW Advy Chemical Pvt Ltd., 25 T/kit . 3
Test Thane 400 604 malaria-ag-detection-test-pgdx-0345-101-00
India
05FK140; site 1: 46, Hagal-ro 15 beongil, 25T/Kit;
05FK141; Giheung-gu, Yongin-si, Gyeonggi-do 17099, Republic of 25T/Kit;
05FK142; Korea 1T/kit x 25 each;
# NxTek Eliminate Malaria Pf and ’ . ’
05FK143 site 2: 65, Borahagal-ro, 1T/kit x 25 each
2019 Malaria RDT CE-mark Abbott Diagnostics Korea Inc Giheung-gu, Yongin-si, Gyeonggi-do 17099, Republic of https://extranet.who.int/pgweb/content/public-report-pgdx-0349-012-00
Korea
and NxTek Malaria Pf .
05FK144 25T/Kit
https://extranet.who.int/pgweb/content/public-report-m-pima-hiv-12-vl-pgdx-
2019 HIV NAT # m-PIMA HIV-1/2 VL 27015-W50 RoW Abbott Rapid Diagnostics Jena GmbH Orlaweg 1, D-07743 Jena, Germany 50 cartridges/kit 03:9 3/32 00 /g / [p D D Bd
PI13FRC25s: site 1: A1-302, GIDC, Sarigam 396 155, Valsad, Gujarat, 25 x single kit;
PI13FRC10s; India; _ . 10 x single kit;
5018 Malaria RDT First Response Malaria Antigen P. falciparum PI13FRC25; ROW Premier Medical C tion Limited site 2: 32-35A, Shree Ganesh Industrial Estate, Kachigam, 25 x multi kit; https://extranet.who.int/pgweb/content/public-report-first-response%C2%AE-
alaria o remier Medical Corporation Limite i ;
(HRP2) Card Test PI13FRC30 P Nani Daman, Daman 396215, India 30 x multi kit malaria-antigen-p-falciparum-hrp2-card-test-pqdx-0283-010-00
PI19FRC10s; 25 x single test;
DI19FRC25e. site 1: A1-302, GIDC, Sarigam 396 155, Valsad, Gujarat, 30x s'nglftest
; x multi test;
FirstR Malaria Ag. P.f. / P.v. Card India; ’ https://ext t.who.int b tent/public- t-first-
2018 Malaria RDT irst Response Malaria Ag. P.f. / P.v. Car PI19FRC30; RoW Premier Medical Corporation Limited ndia , , 25 x multi test psi//extranctwho.nt/paweb/content/public report firs
Test PI19ERC2S site 2: 32-35A, Shree Ganesh Industrial Estate, Kachigam, response%C2%AEmalaria-ag-pf-pv-card-test-pqdx-0329-010-00
Nani Daman, Daman 396215, India
05FK120; . . 65 Borahagal-ro, Giheung-gu, Yongin-si, Geonggi-do, 25T/kit; . .
2018 Malaria RDT Bioline Malaria Ag P.f/P.f/P.v CE-mark Abbott Diagnostics Korea Inc 8 &8 & g8 / . https://extranet.who.int/pgweb/content/public-report-pdx-0297-012-00
05FK123 South Korea 1T/kit
https: t t.who.int b tent blic- t-insti-hiv-self-test-pgdx-
2018 HIV RDT for self-testing INSTI HIV Self Test 90-1071 RoW bioLytical Laboratories Inc. Richmond, British Columbia, Canada 1T/kit 00525 (/)éezxorla”e who.int/pawebj/content/public-report-insti-hiv-self-test-padx
WO006-C4P2, 25T/kit;
WO006-P0045, 25T/kit;
WO006-P0046, 25T/kit;
2018 HIV RDT One Step HIV1/2 Whole W006-P0047, ROW Guanezhou Wondfo Biotech Co.. Ltd 8 Lizhishan Road, Science City, Luogang District, 25T/kit; https://extranet.who.int/pqweb/content/public-report-one-step-hivi2-whole-
_ u zhou i . . . it;
Blood/Serum/Plasma Test W006-P0048, g Guangzhou, 510663, Republic of China 25T/kit; bloodserumplasma-test-pgqdx-0357-004-00
WO006-C4P2-F, 40T/kit;
WO006-P0049, 40T/kit;
WO006-P0050, 40T/kit;
W006-P0051 . 40T /kit:
MFLRPD-02; 30T/kit;
) One Step test for Malaria Pf/Pv Ag MFLRPD-03; o ) D1-D3, Meril Park, Survey No. 135/2/B & 174/2, 25T/kit; https://extranet.who.int/pgweb/content/public-report-one-step-test-malaria-
2018 Malaria RDT . CE-marked Meril Diagnostics Pvt. Ltd. . . . . ) 3
MERISCREEN Malaria Pf/Pv Ag MFLRPD-04; Muktanand Marg, Chala, Vapi 396191, Gujarat, India 50T/kit; pf-pv-ag-meriscreen-malaria-pfpv-ag-pqdx-0294-074-00
MFLRPD-05 10 T/kit.



https://extranet.who.int/pqweb/content/public-report-architect-hcv-ag-assay-pqdx-0374-130-00
https://extranet.who.int/pqweb/content/public-report-architect-hcv-ag-assay-pqdx-0374-130-00
https://extranet.who.int/pqweb/content/public-report-mylan-hiv-self-test-pqdx-0320-090-00
https://extranet.who.int/pqweb/content/public-report-mylan-hiv-self-test-pqdx-0320-090-00
https://extranet.who.int/pqweb/content/public-report-first-response%C2%AE-hiv12syphilis-combo-card-test-pqdx-0364-010-00
https://extranet.who.int/pqweb/content/public-report-first-response%C2%AE-hiv12syphilis-combo-card-test-pqdx-0364-010-00
https://extranet.who.int/pqweb/content/public-report-one-step-anti-hiv-12-test-pqdx-0372-017-00
https://extranet.who.int/pqweb/content/public-report-one-step-anti-hiv-12-test-pqdx-0372-017-00
https://extranet.who.int/pqweb/content/public-report-rapid-anti-hcv-test-pqdx-0371-017-00
https://extranet.who.int/pqweb/content/public-report-rapid-anti-hcv-test-pqdx-0371-017-00
https://extranet.who.int/pqweb/content/public-report-advdx-malaria-pf-rapid-malaria-ag-detection-test-pqdx-0345-101-00
https://extranet.who.int/pqweb/content/public-report-advdx-malaria-pf-rapid-malaria-ag-detection-test-pqdx-0345-101-00
https://extranet.who.int/pqweb/content/public-report-pqdx-0349-012-00
https://extranet.who.int/pqweb/content/public-report-m-pima-hiv-12-vl-pqdx-0359-032-00
https://extranet.who.int/pqweb/content/public-report-m-pima-hiv-12-vl-pqdx-0359-032-00
https://extranet.who.int/pqweb/content/public-report-first-response%C2%AE-malaria-antigen-p-falciparum-hrp2-card-test-pqdx-0283-010-00
https://extranet.who.int/pqweb/content/public-report-first-response%C2%AE-malaria-antigen-p-falciparum-hrp2-card-test-pqdx-0283-010-00
https://extranet.who.int/pqweb/content/public-report-first-response%C2%AEmalaria-ag-pf-pv-card-test-pqdx-0329-010-00
https://extranet.who.int/pqweb/content/public-report-first-response%C2%AEmalaria-ag-pf-pv-card-test-pqdx-0329-010-00
https://extranet.who.int/pqweb/content/public-report-pdx-0297-012-00
https://extranet.who.int/pqweb/content/public-report-insti-hiv-self-test-pqdx-0002-002-01
https://extranet.who.int/pqweb/content/public-report-insti-hiv-self-test-pqdx-0002-002-01
https://extranet.who.int/pqweb/content/public-report-one-step-hiv12-whole-bloodserumplasma-test-pqdx-0357-004-00
https://extranet.who.int/pqweb/content/public-report-one-step-hiv12-whole-bloodserumplasma-test-pqdx-0357-004-00
https://extranet.who.int/pqweb/content/public-report-one-step-test-malaria-pf-pv-ag-meriscreen-malaria-pfpv-ag-pqdx-0294-074-00
https://extranet.who.int/pqweb/content/public-report-one-step-test-malaria-pf-pv-ag-meriscreen-malaria-pfpv-ag-pqdx-0294-074-00
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PI16FRC10s site 1: A1-302, GIDC, Sarigam 396 155, Valsad, Gujarat, 10 x single kit
First Response Malaria Ag. pLDH/HRP2 PI16FRC25s . 25 x single kit https://extranet.who.int/pgweb/content/public-report-first-response%C2%AE-
2018 Malaria RDT P &P / RoW Premier Medical Corporation Limited India; & . 5 .// /2 / /e ; . e
Combo Card Test PI16FRC25 site 2: 32-35A, Shree Ganesh Industrial Estate, Kachigam, 25 x multi kit malaria-ag-pldhhrp2-combo-card-test-pgdx-0285-010-00
PI16FRC30 Nani Daman, Daman 396215, India" 30 x multi kit
site 1: Arndtstr. 11a-b, 02826 Gorlitz, Germany; and . .
. CyFlow Counter System with CD4 easy count ) ) . "z v . https://extranet.who.int/pgweb/content/public-report-cyflow-counter-system-
2018 CD4 Technologies . . CY-S-3023; 05-8401; and 05-8405 CE-marked Sysmex Partec GmbH site 2: Exbio Praha a.s., Nad Safinou 11 341, 252 50 100 T/kit - )
kit and CD4% easy count kit . cd4-easy-count-kit-and-cd4-easy-count-kit-pgdx-0350-081
Vestec, Czech Republic
ite 1: QIAGEN Sci , G t , 20874, United . .
HPV site 1: Q clences, bermantown nre . https://extranet.who.int/pqweb/content/public-report-carehpv-test-pgdx-0085
2018 . . . care HPV Test 614015 CE-mark QIAGEN GmBH States 96 T/kit
Virological Technologies . . 028-00
site 2: QIAGEN Shenzhen Co., Shenzhen China -
80068; .. . . 192T/kit https: t t.who.int b tent blic- t-i test-hcv-ab-iv-pgdx;
2018 HCV EIA INNOTEST HCV Ab IV CE-mark Fujirebio Europe NV Ghent, Belgium /ki bs://extranet.who.int/pqweb/content/public-report-innotest-hev-ab-iv-padx
80330 480T/kit 0201-073-00
https://extranet.who.int/pgweb/content/public-report-sd-bioline-hbsag-wb-
2017 HBsAg RDT Bioline HBsAg WB 01FK10W RoW Abbott Diagnostics Korea Inc Giheung-gu, Republic of Korea 30T/kit s:// /g ! lo . &
pqdx-0219-012-00
72327; 25T/kit
https: t t.who.int b tent blic- t- ie%E2%84%A2-fast-
2017 HIV RDT Genie Fast HIV 1/2 72347 CE-mark Bio-Rad Marne La Coquette, France 50T/kit . pfz/ / exdragfs;’vogl'noé bqweb/content/public-report-genie%E2%84%A2-fas
iv-12-pgdx- -031-
72330 50T/kit bd
https://extranet.who.int/pgweb/content/public-report-xpert-hpv-pqdx-0268-
2017 HPV Virological Technologies Xpert HPV GXHPV-CE-10 CE-mark Cepheid AB Solna, Sweden 10T /kit 075 0(/)/ /g / /o D . ev-pd
PRD-03000 (PRD-03002, PRD-03001); https://extranet.who.int/ b/content/publi t-aptima%E2%84%A2-hi
s://extranet.who.in web/content/public-report-aptima -hiv-
2017 Virological Technologies Aptima HIV-1 Quant Dx Assay 303014; PRD-03003; and 303095 CE-mark Hologic, Inc. San Diego, USA 100T/kit : Bg B s 0 R
1-quant-dx-assay-pgdx-0236-078-00
5X4-1000;
5X4-1001; site 1: Bethlehem, USA 50T/kit;
' ' ' https://extranet.who.int b/content/public- t- ick-hiv-self-test-
2017 HIV RDT for self-testing OraQuick HIV Self-Test 5X4-2001; RoW OraSure Technologies, Inc. site 2: Phetchabun, Thailand 250T/kit; gs é/les);rggse Ovil 0.int/pqweb/content/public-report-oraquick-hiv-self-tes
. . X- - -
Country specific variations are documented through a site 3: Ayutthaya, Thailand 110T/kit =
suffix “###” to the product code on
https://extranet.who.int/pgweb/content/public-report-xpert%C2%AE-hiv-1-
2017 Virological Technologies # Xpert HIV-1 Viral Load GXHIV-VL-CE-10 CE-mark Cepheid AB Solna, Sweden 10T /kit viral-load-genexpert%C2%AE-dx-genexpert%C2%AE-infinity-48-
genexpert%C2%AE
https://extranet.who.int/pgweb/content/public-report-xpert%C2%AE-hcv-viral-
2017 HCV NAT Xpert HCV Viral Load GXHCV-VL-CE-10 CE-mark Cepheid AB Solna, Sweden 10T/kit s:// /g ! lo . RELALEA
load-pgdx-0260-070-00
Geenius HIV 1/2 Confirmatory Assay with https://extranet.who.int/pgweb/content/public-report-geenius-hiv-12-
2017 HIV Confirmatory Assay . / i v y 72460; and 72329 CE-mark Bio-Rad Marnes-La-Coquette, France 20T /kit p, 1 /,pq ) ! ) [p BOT-A
Geenius HIV1/2 Confirmatory Controls confirmatory-assay-geenius-hivl2-confirmatory-controls-pgdx
- . 25T/kit; https://extranet.who.int/pgweb/content/public-report-oraquick-hcv-rapid-
2017 HCV RDT OraQuick HCV Rapid Antibody Test Kit 1001-0270; CE-mark Orasure Technologies, Inc. Bethlehem, USA fiit ps:/} . [paqweb/ fo : . .
001-0274 100T/kit antibody-test-kit-pqdx-0244-055-00
Diagnostic kit for HIV (1+2) antibody (colloidal https://extranet.who.int/pqweb/content/public-report-diagnostic-kit-hiv12-
2016 HIV RDT R-401-50-C-2; KH-R-02; d A-GOLD-01 RoW Sh hai Kehua Bio- i ing Co., Ltd Sh hai, PR Chi 50T/kit ) )
gold) V2 an © anghal Rehua Blo-engineering L0 anghal ina /ki antibody-colloidal-gold-v2-pgdx-0267-037-00
02FK10; . . 30T/kit . . Lo
o . . Giheung-gu, Republic of / I https://extranet.who.int/pgweb/content/public-report-sd-bioline-hcv-pqdx-
2016 HCV RDT Bioline HCV 02FK16; RoW Abbott Diagnostics Korea Inc 25T/kit
Korea . 0257-012-00
02FK17 30T/kit
7D2842; 20T/kit; . . .
. . o / I_ https://extranet.who.int/pgweb/content/public-report-alere %E2%84%A2-hiv-
2016 HIV RDT # Determine HIV Early Detect 7D2843; RoW Alere Medical Co. Ltd. Matsudo-shi, Chiba-ken, Japan 100T/kit;
. combo-pgdx-0243-013-00
7D2843SET 100T/kit
https://extranet.who.int/pgweb/content/public-report-xpert%C2%AE-hiv-1-
2016 HIV NAT Xpert HIV-1 Qual Assay GXHIV-QA-CE-10 CE-mark Cepheid AB Solna, Sweden 10 cartridges/kit and instrument os:// /g / /o D RECANLA
qual-assay-pgdx-0259-070-00
270110050; 50 cartridges/kit
2016 HIV NAT PIMA HIV-1/2 Detect 270110010; CE-mark Alere Technologies GmbH | G 10 cartridges/kit https://extranet.who.int/pgweb/content/public-report-m-pima-hiv-12-detect-
m- - etec ere Technologies Gm ena, German . .
27011-W50 RoW & y 50 cartridges/kit pqdx-0226-032-00
270300001 Instrument
https://extranet.who.int/pgweb/content/public-report-dpp%C2%AE-hiv-12-
2016 HIV RDT DPP HIV 1/2 Assay 65-9506-0 RoW Chembio Diagnostic Systems Inc. Medford, NY, USA 20T/kit ps:// /pq / /p D pp7etos
assay-pqdx-0053-006-00



https://extranet.who.int/pqweb/content/public-report-first-response%C2%AE-malaria-ag-pldhhrp2-combo-card-test-pqdx-0285-010-00
https://extranet.who.int/pqweb/content/public-report-first-response%C2%AE-malaria-ag-pldhhrp2-combo-card-test-pqdx-0285-010-00
https://extranet.who.int/pqweb/content/public-report-cyflow-counter-system-cd4-easy-count-kit-and-cd4-easy-count-kit-pqdx-0350-081
https://extranet.who.int/pqweb/content/public-report-cyflow-counter-system-cd4-easy-count-kit-and-cd4-easy-count-kit-pqdx-0350-081
https://extranet.who.int/pqweb/content/public-report-carehpv-test-pqdx-0085-028-00
https://extranet.who.int/pqweb/content/public-report-carehpv-test-pqdx-0085-028-00
https://extranet.who.int/pqweb/content/public-report-innotest-hcv-ab-iv-pqdx-0201-073-00
https://extranet.who.int/pqweb/content/public-report-innotest-hcv-ab-iv-pqdx-0201-073-00
https://extranet.who.int/pqweb/content/public-report-sd-bioline-hbsag-wb-pqdx-0219-012-00
https://extranet.who.int/pqweb/content/public-report-sd-bioline-hbsag-wb-pqdx-0219-012-00
https://extranet.who.int/pqweb/content/public-report-genie%E2%84%A2-fast-hiv-12-pqdx-0153-031-00
https://extranet.who.int/pqweb/content/public-report-genie%E2%84%A2-fast-hiv-12-pqdx-0153-031-00
https://extranet.who.int/pqweb/content/public-report-xpert-hpv-pqdx-0268-070-00
https://extranet.who.int/pqweb/content/public-report-xpert-hpv-pqdx-0268-070-00
https://extranet.who.int/pqweb/content/public-report-aptima%E2%84%A2-hiv-1-quant-dx-assay-pqdx-0236-078-00
https://extranet.who.int/pqweb/content/public-report-aptima%E2%84%A2-hiv-1-quant-dx-assay-pqdx-0236-078-00
https://extranet.who.int/pqweb/content/public-report-oraquick-hiv-self-test-pqdx-0159-055-01
https://extranet.who.int/pqweb/content/public-report-oraquick-hiv-self-test-pqdx-0159-055-01
https://extranet.who.int/pqweb/content/public-report-xpert%C2%AE-hiv-1-viral-load-genexpert%C2%AE-dx-genexpert%C2%AE-infinity-48-genexpert%C2%AE
https://extranet.who.int/pqweb/content/public-report-xpert%C2%AE-hiv-1-viral-load-genexpert%C2%AE-dx-genexpert%C2%AE-infinity-48-genexpert%C2%AE
https://extranet.who.int/pqweb/content/public-report-xpert%C2%AE-hiv-1-viral-load-genexpert%C2%AE-dx-genexpert%C2%AE-infinity-48-genexpert%C2%AE
https://extranet.who.int/pqweb/content/public-report-xpert%C2%AE-hcv-viral-load-pqdx-0260-070-00
https://extranet.who.int/pqweb/content/public-report-xpert%C2%AE-hcv-viral-load-pqdx-0260-070-00
https://extranet.who.int/pqweb/content/public-report-geenius-hiv-12-confirmatory-assay-geenius-hiv12-confirmatory-controls-pqdx
https://extranet.who.int/pqweb/content/public-report-geenius-hiv-12-confirmatory-assay-geenius-hiv12-confirmatory-controls-pqdx
https://extranet.who.int/pqweb/content/public-report-oraquick-hcv-rapid-antibody-test-kit-pqdx-0244-055-00
https://extranet.who.int/pqweb/content/public-report-oraquick-hcv-rapid-antibody-test-kit-pqdx-0244-055-00
https://extranet.who.int/pqweb/content/public-report-diagnostic-kit-hiv12-antibody-colloidal-gold-v2-pqdx-0267-037-00
https://extranet.who.int/pqweb/content/public-report-diagnostic-kit-hiv12-antibody-colloidal-gold-v2-pqdx-0267-037-00
https://extranet.who.int/pqweb/content/public-report-sd-bioline-hcv-pqdx-0257-012-00
https://extranet.who.int/pqweb/content/public-report-sd-bioline-hcv-pqdx-0257-012-00
https://extranet.who.int/pqweb/content/public-report-alere%E2%84%A2-hiv-combo-pqdx-0243-013-00
https://extranet.who.int/pqweb/content/public-report-alere%E2%84%A2-hiv-combo-pqdx-0243-013-00
https://extranet.who.int/pqweb/content/public-report-xpert%C2%AE-hiv-1-qual-assay-pqdx-0259-070-00
https://extranet.who.int/pqweb/content/public-report-xpert%C2%AE-hiv-1-qual-assay-pqdx-0259-070-00
https://extranet.who.int/pqweb/content/public-report-m-pima-hiv-12-detect-pqdx-0226-032-00
https://extranet.who.int/pqweb/content/public-report-m-pima-hiv-12-detect-pqdx-0226-032-00
https://extranet.who.int/pqweb/content/public-report-dpp%C2%AE-hiv-12-assay-pqdx-0053-006-00
https://extranet.who.int/pqweb/content/public-report-dpp%C2%AE-hiv-12-assay-pqdx-0053-006-00
andre
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5x4-0010; 100T/kit;
5x4-0014; site 1: Bethlehem, USA 100T/kit; . . . . .
OraQuick HIV 1/2 X . I ) / I_ https://extranet.who.int/pgweb/content/public-report-oraquick-hiv-12-rapid-
2016 HIV RDT . . 5X4-0062; RoW OraSure Technologies, Inc. site 2: Petchabun, Thailand 100T/kit -
Rapid Antibody Test ) . . antibody-test-pgdx-0159-055-00
5x-0012; site 3: Ayutthaya, Thailand 500T/kit
5x-0015 500T/kit
B-1254/1.2; 96T/kit;
B-1252/1.2; 192T/kit;
2016 HBsAg EIA DS-EIA-HBsAg-0,01 B 1255;1 2, CE-mark RPC Diagnostics Systems Nizhniy Novgorod, Russia 480T;k;t" https://extranet.who.int/pqweb/content/public-report-
& & o & Y y oveorod, _ . o . ds%E2%80%90eia%E 2%80%90hbsag%E 2%80%90001-pgdx-0120-038-00
B-1256/1.2; 96T/kit (for detection) or 48T/kit(for confirmation)
B-231/1.2 200T/kit
11030-018; . . . . . . 18T/kit; https: t t.who.int b tent/public- t-mp-di tics-hiv-blot-
2016 HIV Confirmatory Assay MP Diagnostics HIV Blot 2.2 CE-mark MP Biomedicals Asia Pacific Pte.Ltd. Singapore, Singapore / '_ ps://extranet.who.int/pgweb/content/public-report-mp-diagnostics-hiv-blo
11030-036 36T/kit 22-pgdx-0198-071-00
2016 HIV EIA AID anti-HIV 142 ELISA WI-4396; ROW N ' Beijing . Beijing, China 96T/k|t.; https://extranet.who.int/pgweb/content/public-report-aid-anti-hiv-12-elisa-
WI-43480 Wantai Biological Pharmacy Enterprise Co. 480T/kit pgdx-0006-005-00
WI-1810; 10T/kit
WJ-1810E; 10T/kit;
Rapid Test for Antibody to Human WJ-1850; it: . . . .
P! o . foody u ) Beijing ) 50T/kit; https://extranet.who.int/pgweb/content/public-report-rapid-test-antibody-
2016 HIV RDT Immunodeficiency Virus (HIV) (Colloidal Gold WI-1850E; RoW o . . Beijing, China 50T/kit; . . ) ) ) .
i Wantai Biological Pharmacy Enterprise Co. ’ human-immunodeficiency-virus-hiv-colloidal-gold-device
Device) WJ-1810EL; 10 T/kit;
WIJ-1850EL; 50 T/kit;
WJ-18S10EL; 10 T/kit-
B30166; B39101; B39102; B25697; B25698; B23536; ite 1: Miami, FL, USA (inst tsit https: t t.who.int b tent blic- t- ios-cl-flow-
2015 CD4 Technologies Aquios CL flow cytometer ’ ’ ! ! ’ ’ CE-mark Beckman Coulter Life Sciences S! € .|am|, ’ (ins rumen' site) 50T/kit ps://extranet.who.int/paweb/content/public-report-aquios-ci-flow
B23538; B23533; B23534; B23535; B25700; and B23502 site 2: Hialeah, FL, USA (reagent site) cytometer-pqdx-0156-053-00
06FK30; 25T/kit;
06FK35; 25T/kit; https://extranet.who.int/pgweb/content/public-report-alere %E2%84%A2-
201 HIV, RDT Bioline HIV hilis D RoW A Di ics K | ih - R lic of K
015 /Syp ioline HIV/Syphilis Duo 06EK37 o bbott Diagnostics Korea Inc Giheung-gu, Republic of Korea 25T kit. hivsyphilis-duo-padx-0179-012-00
05FK80; 25T/kit;
O5FK81; 25T/kit
05FK82; . . . . 1T/kit x25 each . .
2015 Malaria RDT Bioline Malaria Ag P.f/P.v CE-mark Abbott Diagnostics Korea Inc Giheung-gu, Republic of Korea / I Xe>eac https://extranet.who.int/pgweb/content/public-report-pqdx-0125-012-00
O5FK83; 1T/kit x25 each
O5FK86; 10T/kit
05FK87 25T/kit
25T/kit;
05FK90; ST/k;
O0SFKEKO3: 1T/kit x25 each
2015 Malaria RDT Bioline Malaria Ag P.f (HRP2/pLDH) 05FKO1L: ! CE-mark Abbott Diagnostics Korea Inc Giheung-gu, Republic of Korea 25T/kit https://extranet.who.int/pgweb/content/public-report-pgdx-0209-012-00
0SFK092 1T/kit x 25 each
https: t t.who.int tent lic- t-i -lia-hcv- - -
2015 HCV EIA INNO-LIA HCV Score 80538 CE-mark Fujirebio Europe NV Zwijnaarde, Belgium 20T/kit bs://extranet.who.int/pqweb/content/public-report-inno-lia-hcv-score-pqdx
0202-073-00
1-1654/1.2;
| 1652//1 2" 96T/1 plate; https://extranet.who.int/pgweb/content/public-report-ds-eia-hiv-agab-screen
2015 HIV EIA DS-EIA-HIV-AGAB-SCREEN Y CE-mark RPC Diagnostics Systems Nizhniy Novgorod, Russia 192T/2 plates; B3 - AN P B 0 &
1-1656/1.2 pgdx-0106-038-00
480 T/5 plates
multi kit (product codes: RMRM-02571; RMRM- 2517kt SOT/kit.
02571CB; RMRM-02571RB; RMRM-02571RI; RMRM-
05071; RMRM-05071CB; RMRM-05071RB and RMRM-
05071Rl)
. **CareStart Malaria HRP2/pLDH (Pf/PAN) . https://extranet.who.int/pgweb/content/public-report-carestart%E2%84%A2-
2015 Malaria RDT RoW Access Bio, Inc. Somerset NJ, USA .
COMBO single kit (product codes: RMRU-02571; RMRU-02571CB; malaria-hrp2pldh-pfpan-combo-padx-0136-049-00
RMRU-02571RB; RMRU-02571RI; RMRU-04071; RMRU- 25T/kit; 40T/kit.
04071CB; RMRU-04071RB and RMRU-04071Rl)
multi kit (product codes: RMOM-02571; RMOM-
02571CB; RMOM-02571RB; RMOM-02571RIl; RMOM- ) ]
05071; RMOM-05071CB; RMOM-05071RB and RMOM- 25T/kit; 50T/kit;
05071R1) h h b bl %E2%84%
ttps: t t. .int tent ic- t- tart%E2%84%A2-
2015 Malaria RDT **CareStart Malaria HRP2 (Pf) RoW Access Bio, Inc. Somerset NJ, USA S5T/kit: 40T /kit: Ts //(:]x r:nef Y do ml/pqwe [content/public-report-carestarty6E2%84%
single kit (product codes: RMOU-02571; RMOU- 5T/kit; 40T/kit; malaria-hrp2-pt-pqdx-0137-043-00
02571CB; RMOU-02571RB; RMOU-02571RI; RMOU-
05071; RMOU-05071CB; RMOU-05071RB and RMOU-
05071RI)



https://extranet.who.int/pqweb/content/public-report-oraquick-hiv-12-rapid-antibody-test-pqdx-0159-055-00
https://extranet.who.int/pqweb/content/public-report-oraquick-hiv-12-rapid-antibody-test-pqdx-0159-055-00
https://extranet.who.int/pqweb/content/public-report-ds%E2%80%90eia%E2%80%90hbsag%E2%80%90001-pqdx-0120-038-00
https://extranet.who.int/pqweb/content/public-report-ds%E2%80%90eia%E2%80%90hbsag%E2%80%90001-pqdx-0120-038-00
https://extranet.who.int/pqweb/content/public-report-mp-diagnostics-hiv-blot-22-pqdx-0198-071-00
https://extranet.who.int/pqweb/content/public-report-mp-diagnostics-hiv-blot-22-pqdx-0198-071-00
https://extranet.who.int/pqweb/content/public-report-aid-anti-hiv-12-elisa-pqdx-0006-005-00
https://extranet.who.int/pqweb/content/public-report-aid-anti-hiv-12-elisa-pqdx-0006-005-00
https://extranet.who.int/pqweb/content/public-report-rapid-test-antibody-human-immunodeficiency-virus-hiv-colloidal-gold-device
https://extranet.who.int/pqweb/content/public-report-rapid-test-antibody-human-immunodeficiency-virus-hiv-colloidal-gold-device
https://extranet.who.int/pqweb/content/public-report-aquios-cl-flow-cytometer-pqdx-0156-053-00
https://extranet.who.int/pqweb/content/public-report-aquios-cl-flow-cytometer-pqdx-0156-053-00
https://extranet.who.int/pqweb/content/public-report-alere%E2%84%A2-hivsyphilis-duo-pqdx-0179-012-00
https://extranet.who.int/pqweb/content/public-report-alere%E2%84%A2-hivsyphilis-duo-pqdx-0179-012-00
https://extranet.who.int/pqweb/content/public-report-pqdx-0125-012-00
https://extranet.who.int/pqweb/content/public-report-pqdx-0209-012-00
https://extranet.who.int/pqweb/content/public-report-inno-lia-hcv-score-pqdx-0202-073-00
https://extranet.who.int/pqweb/content/public-report-inno-lia-hcv-score-pqdx-0202-073-00
https://extranet.who.int/pqweb/content/public-report-ds-eia-hiv-agab-screen-pqdx-0106-038-00
https://extranet.who.int/pqweb/content/public-report-ds-eia-hiv-agab-screen-pqdx-0106-038-00
https://extranet.who.int/pqweb/content/public-report-carestart%E2%84%A2-malaria-hrp2pldh-pfpan-combo-pqdx-0136-049-00
https://extranet.who.int/pqweb/content/public-report-carestart%E2%84%A2-malaria-hrp2pldh-pfpan-combo-pqdx-0136-049-00
https://extranet.who.int/pqweb/content/public-report-carestart%E2%84%A2-malaria-hrp2-pf-pqdx-0137-049-00
https://extranet.who.int/pqweb/content/public-report-carestart%E2%84%A2-malaria-hrp2-pf-pqdx-0137-049-00
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multi kit (product codes: RMVM-02571; RMVM-
02571CB; RMVM-02571RB; RMVM-02571RIl; RMVM-
05071; RMVM-05071CB; RMVM-05071RB and RMVM-
05071Rl) 25T/kit; 50T/kit
5015 Malaria RDT **CareStart Malaria HRP2/pLDH (Pf/Pv) ROW A Bio. | s £ NJ. USA https://extranet.who.int/pgweb/content/public-report-carestart%E2%84%A2-
alaria i i . - . - o ccess Bio, Inc. omerset NJ, )
COMBO single kit (product codes: RMVU-02571; RMVU malaria-hrp2pldh-pfpv-combo-pgdx-0138-049-00
02571CB; RMVU-02571RB; RMVU-02571RIl; RMVU- 25T/kit; 40T /kit
05071; RMVU-05071CB; RMVU-05071RB and RMVU-
05071Rl)
multi kit (product codes: RMPM-02571; RMPM-
02571CB; RMPM-02571RB; RMPM-02571RIl; RMPM-
05071; RMPM-05071CB; RMPM-05071RB and RMPM- ) )
2015 Malaria RDT **CareStart Malaria HRP2/pLDH (Pf) ROW A Bio | s £ NJ. USA https://extranet.who.int/pgweb/content/public-report-carestart%E2%84%A2-
alaria areStart Malaria o ccess Bio, Inc. omerse
P ! ! malaria-hrp2pldh-pf-pqdx-0188-049-00
single kit (product codes: RMPU-02571; RMPU-02571CB; ) )
RMPU-02571RB; RMPU-02571RI; RMPU-05071; RMPU- 25T/kit; 40T/kit
05071CB; RMPU-05071RB and RMPU-05071RlI)
multi kit (product codes: RMNM-02571; RMNM-
02571CB; RMNM-02571RB; RMNM-02571RIl; RMNM-
05071; RMNM-05071CB; RMNM-05071RB and RMNM- 25T/kit; 50T/kit
05071Rl)
https: t t.who.int b tent blic- t- tart%E2%84%A2-
2015 Malaria RDT **CareStart Malaria pLDH (PAN) RoW Access Bio, Inc. Somerset NJ, USA ;lns //err;;lne = (:jlno/zp3q4w(()e49/c:0n ent/public-report-carestart%E2%84%
single kit (product codes: RMNU-02571; RMNU- ma‘aria-plan-pan-pqax-t,s3-9% -
02571CB; RMNU-02571RB; RMNU-02571RI; RMNU-
05071; RMNU-05071CB; RMNU-05071RB and RMNU- 25T/kit; 40T/kit
05071RI)
https://extranet.who.int/pgweb/WHOPR/public-report-inno-lia-hiv-iii-score-
2015 HIV Confirmatory Assay INNO-Lia HIV I/1l Score 80540 CE-mark Fujirebio Europe NV Ghent, Belgium 20T /kit ps:// /pq ! /b .
pqdx-0203-073-00
https://extranet.who.int b/content/public- t- -hiv-agab-
2015 HIV EIA Murex HIV Ag/Ab Combination 7G79-09 (GE41, 96 wells); and 7G79-11 (GE42, 480 wells) CE-mark DiaSorin S.p.A UK Branch Dartford, UK 967T/kit; 480T /kit ps://extranet.who.int/paweb/content/public-report-murex-hiv-aga
combination-pqdx-0144-043-00
. . . COBAS AmpliPrep/COBAS TagMan HIV-1 06693083190; 03051315001; 03279332001; . https.://extranet.who.int/pqweb/content/pl.Jinc—report—cF)bas%CZ%AE—
2014 Virological Technologies o . 03587797190; 06989861190; 05807875001; CE-mark Roche Molecular Systems, Inc. Branchburg, New Jersey, USA 48T /kit ampliprepcobas%C2%AE-tagman%C2%AE-hiv-1-test-version-20-tagman-48-
Qualitative Test, version 2.0 (TagMan 48)
03516440001; and 28127387001 pqdx-0126-046
i 06693083190; 03587797190; 06989861190; https://extranet.who.int/pgweb/content/public-report-cobas%C2%AE-
. . . COBAS AmpliPrep/COBAS TagMan HIV-1 . . . . . . .
2014 Virological Technologies Qualitative Test, version 2.0 (TagMan 96) 03051315001; 03121453001; 28127387001; CE-mark Roche Diagnostics GmbH Mannheim, Germany 48T/kit ampliprepcobas%C2%AE-tagman%C2%AE-hiv-1-test-version-20-tagman-96-
ualitativ , versi .
q 05807875001; and 03516440001 pqdx-0147-046
https: t t.who.int b tent/public- t- -check-hiv-1-2-
2014 HIV RDT SURE CHECK HIV 1/2 Assay HIV201 (60-9527-0), RoW Chembio Diagnostic Systems Inc. Medford, NY, USA 25T/kit bs://extranet.who.int/pqweb/content/public-report-sure-check-hiv
assay-pqdx-0054-006-00
M HBsAg Version 3 with M HBsA 9F80-0L; S6T/kit; https://ext t.who.int/ b/content/publi t hb ion-3
urex HBs ersion 3 wi urex HBs s://extranet.who.in web/content/public-report-murex-hbsag-version-3-
2014 HBsAg EIA c gf. o voreor 3 & 9F80-05; CE-mark DiaSorin S.p.A UK Branch Dartford, UK 480T kit D - p— AWeD. 3 dp0121 0:’3 ” &
onfirmatory Version murex-hbsag-confirmatory-version-3-pgdx- -043-
y 2G27-01 50T/kit & Y bd
55I1C104-10; 10T/kit;
ParaHIT f Ver. 1.0 Rapid Test for P.falci https: t t.who.int b tent/public- t- hit-f-ver-10-rapid-
2014 Malaria RDT are er y lar_n Des_ or riaiciparum 551C104-25; CE-mark ARKRAY Healthcare Pvt. Ltd. Sachin (Surat), India 25T/kit; : E’s /f/elx,ra”e W ol'n_/pdqwfe /cor; e?)()/gzuoz'; rggor parantver==ranl
alaria Device est-p-falciparum-malaria-device-pqdx- -023-
55IC104-50 50T/kit bl bd
# BD FACSPresto Near-Patient CD4 Counter 651000; San Jose. California. USA 651000: instrument https://extranet.who.int/pgweb/content/public-report-bd-
2014 CD4 Technologies with BD CD4%CD4/Hb Cartridge and BD 657681; CE-mark Becton, Dickinson and Company, BD Biosciences ’ ’ 657681: catridge (100/box) facspresto%E2%84%A2-near-patient-cd4-counter-bd-cd4cd4hb-cartridge-and-
FACSPresto Cartridges Kit 655495 655495: pipette (100/box) bd
IHI-T402WI, 40T/kit;
IHI-T402WA, 40T/kit;
a0 Tri IHI-T402WG, 40T/kit; A o X o onOE2%EA%A
2014 HIV RDT | #ABdONf_HIV /\{.O TrFl{-Llr?de.llrlur:gn ) IHI-T402WB, RoW ABON Biopharm (Hangzhou) Co. Ltd. Hangzhou, PR China 40T/kit, 1;tpst././|('extr:;11net.w .o.|nt/pq\(;vef. /.conten.t/pu |c.—(;etpo;t(-ja 9nAEh/c;|84/:A v
mmunodeficiency Virus Rapid Test Device IHI-T402WD, 10T/Ikit, o-tri-line-human-immunodeficiency-virus-rapid-test-device-whole
IHI-T402WE, 40T/kit
IHI-T402WF 10T/kit
90-1013; 24T/kit without support material;
90-1010; 24T/kit with support materials;
90-1022; 48T /kit without support material; https: t t.who.int b tent/public- t-insti-hiv-1hiv-2-
2013 HIV RDT INSTI HIV-1/HIV-2 Antibody Test RoW BioLytical Laboratories, Inc. Richmond, British Columbia, Canada . PP . PS //extranet.who.int/paweb/content/public-report-insti-hiv-1hiv
90-1021; 48T/kit with support materials; antibody-test-pqdx-0002-002-00
90-1038; 48T/kit with pipettes
90-1064 but no lancet, no alcohol
05FK60; 25T/kit;
O5FK61; 25x1T/kit; . . Lo .
https: t t.who.int b tent/public- t-sd-bioline-malaria-ag-
2013 Malaria RDT Bioline Malaria Ag P.f/Pan 05FK62; CE-mark Abbott Diagnostics Korea Inc Giheung-gu, Republic of Korea 1T/kit; ; B3 /ég);ga(;]lez who.int/pqweby/content/public-report-sd-bioline-malaria-ag
. pfpan- -
05FK63; 25T/kit;
05FK67 30T/kit



https://extranet.who.int/pqweb/content/public-report-carestart%E2%84%A2-malaria-hrp2pldh-pfpv-combo-pqdx-0138-049-00
https://extranet.who.int/pqweb/content/public-report-carestart%E2%84%A2-malaria-hrp2pldh-pfpv-combo-pqdx-0138-049-00
https://extranet.who.int/pqweb/content/public-report-carestart%E2%84%A2-malaria-hrp2pldh-pf-pqdx-0188-049-00
https://extranet.who.int/pqweb/content/public-report-carestart%E2%84%A2-malaria-hrp2pldh-pf-pqdx-0188-049-00
https://extranet.who.int/pqweb/content/public-report-carestart%E2%84%A2-malaria-pldh-pan-pqdx-0234-049-00
https://extranet.who.int/pqweb/content/public-report-carestart%E2%84%A2-malaria-pldh-pan-pqdx-0234-049-00
https://extranet.who.int/pqweb/WHOPR/public-report-inno-lia-hiv-iii-score-pqdx-0203-073-00
https://extranet.who.int/pqweb/WHOPR/public-report-inno-lia-hiv-iii-score-pqdx-0203-073-00
https://extranet.who.int/pqweb/content/public-report-murex-hiv-agab-combination-pqdx-0144-043-00
https://extranet.who.int/pqweb/content/public-report-murex-hiv-agab-combination-pqdx-0144-043-00
https://extranet.who.int/pqweb/content/public-report-cobas%C2%AE-ampliprepcobas%C2%AE-taqman%C2%AE-hiv-1-test-version-20-taqman-48-pqdx-0126-046
https://extranet.who.int/pqweb/content/public-report-cobas%C2%AE-ampliprepcobas%C2%AE-taqman%C2%AE-hiv-1-test-version-20-taqman-48-pqdx-0126-046
https://extranet.who.int/pqweb/content/public-report-cobas%C2%AE-ampliprepcobas%C2%AE-taqman%C2%AE-hiv-1-test-version-20-taqman-48-pqdx-0126-046
https://extranet.who.int/pqweb/content/public-report-cobas%C2%AE-ampliprepcobas%C2%AE-taqman%C2%AE-hiv-1-test-version-20-taqman-96-pqdx-0147-046
https://extranet.who.int/pqweb/content/public-report-cobas%C2%AE-ampliprepcobas%C2%AE-taqman%C2%AE-hiv-1-test-version-20-taqman-96-pqdx-0147-046
https://extranet.who.int/pqweb/content/public-report-cobas%C2%AE-ampliprepcobas%C2%AE-taqman%C2%AE-hiv-1-test-version-20-taqman-96-pqdx-0147-046
https://extranet.who.int/pqweb/content/public-report-sure-check-hiv-1-2-assay-pqdx-0054-006-00
https://extranet.who.int/pqweb/content/public-report-sure-check-hiv-1-2-assay-pqdx-0054-006-00
https://extranet.who.int/pqweb/content/public-report-murex-hbsag-version-3-murex-hbsag-confirmatory-version-3-pqdx-0121-043-00
https://extranet.who.int/pqweb/content/public-report-murex-hbsag-version-3-murex-hbsag-confirmatory-version-3-pqdx-0121-043-00
https://extranet.who.int/pqweb/content/public-report-parahit-f-ver-10-rapid-test-p-falciparum-malaria-device-pqdx-0062-023-00
https://extranet.who.int/pqweb/content/public-report-parahit-f-ver-10-rapid-test-p-falciparum-malaria-device-pqdx-0062-023-00
https://extranet.who.int/pqweb/content/public-report-bd-facspresto%E2%84%A2-near-patient-cd4-counter-bd-cd4cd4hb-cartridge-and-bd
https://extranet.who.int/pqweb/content/public-report-bd-facspresto%E2%84%A2-near-patient-cd4-counter-bd-cd4cd4hb-cartridge-and-bd
https://extranet.who.int/pqweb/content/public-report-bd-facspresto%E2%84%A2-near-patient-cd4-counter-bd-cd4cd4hb-cartridge-and-bd
https://extranet.who.int/pqweb/content/public-report-abon%E2%84%A2-hiv-12o-tri-line-human-immunodeficiency-virus-rapid-test-device-whole
https://extranet.who.int/pqweb/content/public-report-abon%E2%84%A2-hiv-12o-tri-line-human-immunodeficiency-virus-rapid-test-device-whole
https://extranet.who.int/pqweb/content/public-report-insti-hiv-1hiv-2-antibody-test-pqdx-0002-002-00
https://extranet.who.int/pqweb/content/public-report-insti-hiv-1hiv-2-antibody-test-pqdx-0002-002-00
https://extranet.who.int/pqweb/content/public-report-sd-bioline-malaria-ag-pfpan-0030-012
https://extranet.who.int/pqweb/content/public-report-sd-bioline-malaria-ag-pfpan-0030-012

World Health
Organization

WHO list of prequalified in vitro diagnostic products

RoW: Rest of the world. Regulatory version applied to products not approved by stringent/mature NRAs or not regulated

Last update: 29 August 2023

Year prequalified Type of assay Product name Product code(s) Regulatory version Manufacturer Manufacturing site(s) Packaging Link to acess public report
4N66-90; 4N66-80; 6K12-24; 9K15-01; 4N66-01; and
’ ’ ’ ’ ’ 96T/kit; https://extranet.who.int b/content/public- t-abbott-realtime-hiv-1-
2013 Virological Technologies Abbott RealTime HIV-1 Qualitative (Manual) 4N66-66 (optional) CE-mark Abbott Molecular Inc. Des Plaines, IL, USA /kit; p.s //.ex ranet.who.int/pqweb/content/public-report-abbott-realtime-hiv
4x24T pack gualitative-manual-pqdx-0151-027-00
AN66-90; 9K14-02; 9K15-01; 4N66-80; 4N66-01; 6K12-
Abbott RealTime HIV-1 Qualitati ’ ’ ’ ’ ’ 96T/kit; https://extranet.who.int b/content/public- t-abbott-realtime-hiv-1-
2013 Virological Technologies ott Realtime Qualitative 24; and 4N66-66 (optional) CE-mark Abbott Molecular Inc. Des Plaines, IL, USA /kit; p.s //.ex ranet.who.int/paweb/content/public-report-abbott-realtime-hiv
(m 2000sp) 4x24T pack gualitative-m2000sp-pqdx-0084-027-00
03FK10; 30T/kit; https://extranet.who.int/ eb/content/public-report-bioline-hiv-12-30-pgd
2013 HIV RDT Bioline HIV-1/2 3.0 03FK16; RoW Abbott Diagnostics Korea Inc Giheung-gu, Republic of Korea 25T/kit; oozp7 .012Xoo ~WNO.IN/ BAW DUDIC-TEpOrDIoTNeN pacx
03FK17 25T /kit e —
72386; and 72388 96T/kit; 480T/kit https: t t.who.int b tent/public- t- %E2%84%A2-
2013 HIV EIA Genscreen ULTRA HIV Ag-Ab »an CE-mark Bio-Rad Marnes La Coquette, France /kit; /ki B3 //ex ranet.who.int/paweb/content/public-report-genscreen%E2%84%
ultra-hiv-ag-ab-pgdx-0096-031-00
206502; 20T/kit;
1206502N; 20T/kit;
1206502E; 20T/kit;
1206502N-100; N . 100T/kit; https: t t.who.int b tent/public- t-uni-gold%E2%84%A2-
2012 HIV RDT # Uni-Gold HIV RoW Trinity Biotech Manufacturing Ltd. Bray, Ireland / . ) ps://extranet.who.int/pqweby/content/public-report-uni-gold%E27%84%
1206502-100; 100T/kit; hiv-pgdx-0149-052-00
1206502-C; 20T/kit;
1206502E-C; 20T/kit;
1206502-C100 100T/kit
25 trid kit and inst t; https: t t.who.int b tent blic- t-pima%E2%84%A2-cd4-
2012 CD4 Technologies Pima CD4 Test 260100025 and 260300003; 260100100; and 260300003 CE-mark Abbott Rapid Diagnostics Jena GmbH Orlaweg 1, D-07743 Jena, Germany cartridges/kit and instrument; bs://extranet-whoint/paweb/content/public-report-pima%E2%84%A2-c
100 cartridges/kit and instrument test-pqdx-0099-032-00
# BD FACSCount Instrument System with
FACSCount Control Kit and BD»;:ACSCount 337858; 337858: instrument system https://extranet.who.int/pqweb/content/public-report-bd-
2012 CD4 Technologies . 340166; CE-mark Becton, Dickinson and Company, BD Biosciences |San Jose, CA, USA 340166: 25T /kit facscount%E2%84%A2-instrument-system-facscount%E2%84%A2-control-kit-
Reagent Kit (Absolute CD4+, CD8+, and CD3+ )
340167 340167: 50T/kit and-bd-facscount%E2%84%A2
Counts)
# BD FACSC tInst t Syst ith
FACSCount g;:tr;SKir:::rrllanD»;;z:]CVovLImt 337858; San Jose, CA, USA and 337858: instrument system https://extranet.who.int/pgweb/content/public-report-bd-facscounttm
2012 CD4 Technologies , 340166; CE-mark Becton, Dickinson and Company, BD Biosciences P MRS 340166: 25T/kit Tps: ~¥10.MNL/pg p D
CD4 Reagent Kit (Absolute and Percentage Cayey, Puerto Rico , instrument-system-facscounttm-control-kit-and-bd-facscounttm
339010 339010: 50T/kit
CD4+ Counts)
05212294190; 03587797190; 03121453001; https: t t.who.int b tent/public- t-cobas%C2%AE-
o . COBAS AmpliPrep/COBAS TagMan HIV-1 ’ : : , , , 05212294190: 48T/kit ps://extranet.who.int/pqueb/content/public-report cobasi.2%;
2012 Virological Technologies ) 03051315001 or 05807875001 and 07963084190. CE-mark Roche Diagnostics GmbH Mannheim, Germany ) ampliprepcobas%C2%AE-tagman%C2%AE-hiv-1-qualitative-test-version-20-
Test, version 2.0 (TagMan 48) . 03587797190: 5.1 liters
Optional: 05527503001; 28127387001 tagman-48
05212294190; 03587797190; 03279332001;
COBAS AmpliPrep/COBAS TagMan HIV-1 03051315001; 07347308001 or 05807875001 and 05212294190: 48T/kit hitps://extranet. who.int/paweb/content/public-report cobasC2NAE
2012 Virological Technologies P . P q ’ CE-mark Roche Molecular Systems, Inc. Branchburg, NJ, USA o ampliprepcobas%C2%AE-tagman%C2%AE-hiv-1-qualitative-test-version-20-
Test, version 2.0 (TagMan 96) 07963084190. 03587797190: 5.1 liters
. tagman-96
Optional: 05527503001; 28127387001
Site 1: Chembio Diagnostic Systems, Inc. (3661
Horseblock Road, Medford, Long Island, 11763, NY, USA
2012 HIV RDT HIV 1/2 STAT-PAK HIV101 ROW Chembio Diagnostic Svstems Inc Site 2: Chembio Diagnostics Malaysia Sdn. Bhd. located 20T/kit https://extranet.who.int/pgweb/content/public-report-hiv-12-stat-pak%C2%AE-
g y ' at N-TATT Building 2nd floor, No. 2-1 Jalan TP5, Taman pqdx-0007-006-00
Perindustrian, UEP, 47600, Subang Jaya, Selangor,
Malaysia
2011 Virological Technologies NUCHISENS EasyQ HIV-1v2.0 (Automated) 280140; 280130; 280131; 280132; 280133; 280134; CE-mark bioMérieux SA Marcv LEtoile. France 280130, 280131, 280132,280133 and 280134: 4x1L https://extranet.who.int/pgweb/content/public-report-nuclisens-
& & y ' 285056; 200309; and 285033 Y ’ 285033: 48 T/kit easyq%C2%AE-hiv-1-v20-automated-pqdx-0127-016-00
2011 Virological Technologies NUClSENS EasyQHIV-1v2.0(Semi= |, 355. 200203; 200292; 285056; 200309; and 285033 CE-mark bioMérieux SA Marcy L’Etoile, France 200293 and 200292: 48T/kit, 285033: 48 T/kit ttps://extranet.who.int/paweb/content/public-report-nudlisens:
g & Automated) / / / / / 4 ’ ' ’ ' easyq%C2%AE-hiv-1-v20-semi-automated-pgdx-0148-016-00
7D2342; 20T/kit;
7D2343; 100T/kit; https://extranet.who.int/pgweb/content/public-report-alere-
2011 HIV RDT # Det ine HIV-1/2 RoW Abbott Di tics Medical Co., Ltd Matsudo-shi, Chiba-ken, J
etermine HIV-1/ 7D2343SET © Ot Uiagnostics Medical to., atsudo-shi, Lhiba-ken, Japan 100T/kit; determine%E2%84%A2-hiv-12-pqdx-0033-013-00
and 7D2343SETS. 100T/kit
2G31-90: 96T/kit (4x24T);
2G31(2G31-90, 2G31-80, 2G31-70); 2G31-66; 1L68-09; 2G31-80: 8 ; https: t t.who.int b tent/public- t-abbott-realtime-hiv-1-
2011 Virological Technologies Abbott RealTime HIV-1 (Manual) ( ’ ’ ) ’ ’ CE-mark Abbott Molecular Inc. Des Plaines, IL, USA T runs; bs://extranet.who.int/pqweb/content/public-report-abbott-realtime-hiv
9K15-01; 04J70-24; and 04)71-93 2G31-70: 4 calibration runs (1/6 months); manual-padx-0146-027-00
04)70-24: 96T /kit



https://extranet.who.int/pqweb/content/public-report-abbott-realtime-hiv-1-qualitative-manual-pqdx-0151-027-00
https://extranet.who.int/pqweb/content/public-report-abbott-realtime-hiv-1-qualitative-manual-pqdx-0151-027-00
https://extranet.who.int/pqweb/content/public-report-abbott-realtime-hiv-1-qualitative-m2000sp-pqdx-0084-027-00
https://extranet.who.int/pqweb/content/public-report-abbott-realtime-hiv-1-qualitative-m2000sp-pqdx-0084-027-00
https://extranet.who.int/pqweb/content/public-report-bioline-hiv-12-30-pqdx-0027-012-00
https://extranet.who.int/pqweb/content/public-report-bioline-hiv-12-30-pqdx-0027-012-00
https://extranet.who.int/pqweb/content/public-report-genscreen%E2%84%A2-ultra-hiv-ag-ab-pqdx-0096-031-00
https://extranet.who.int/pqweb/content/public-report-genscreen%E2%84%A2-ultra-hiv-ag-ab-pqdx-0096-031-00
https://extranet.who.int/pqweb/content/public-report-uni-gold%E2%84%A2-hiv-pqdx-0149-052-00
https://extranet.who.int/pqweb/content/public-report-uni-gold%E2%84%A2-hiv-pqdx-0149-052-00
https://extranet.who.int/pqweb/content/public-report-pima%E2%84%A2-cd4-test-pqdx-0099-032-00
https://extranet.who.int/pqweb/content/public-report-pima%E2%84%A2-cd4-test-pqdx-0099-032-00
https://extranet.who.int/pqweb/content/public-report-bd-facscount%E2%84%A2-instrument-system-facscount%E2%84%A2-control-kit-and-bd-facscount%E2%84%A2
https://extranet.who.int/pqweb/content/public-report-bd-facscount%E2%84%A2-instrument-system-facscount%E2%84%A2-control-kit-and-bd-facscount%E2%84%A2
https://extranet.who.int/pqweb/content/public-report-bd-facscount%E2%84%A2-instrument-system-facscount%E2%84%A2-control-kit-and-bd-facscount%E2%84%A2
https://extranet.who.int/pqweb/content/public-report-bd-facscounttm-instrument-system-facscounttm-control-kit-and-bd-facscounttm
https://extranet.who.int/pqweb/content/public-report-bd-facscounttm-instrument-system-facscounttm-control-kit-and-bd-facscounttm
https://extranet.who.int/pqweb/content/public-report-cobas%C2%AE-ampliprepcobas%C2%AE-taqman%C2%AE-hiv-1-qualitative-test-version-20-taqman-48
https://extranet.who.int/pqweb/content/public-report-cobas%C2%AE-ampliprepcobas%C2%AE-taqman%C2%AE-hiv-1-qualitative-test-version-20-taqman-48
https://extranet.who.int/pqweb/content/public-report-cobas%C2%AE-ampliprepcobas%C2%AE-taqman%C2%AE-hiv-1-qualitative-test-version-20-taqman-48
https://extranet.who.int/pqweb/content/public-report-hiv-12-stat-pak%C2%AE-pqdx-0007-006-00
https://extranet.who.int/pqweb/content/public-report-hiv-12-stat-pak%C2%AE-pqdx-0007-006-00
https://extranet.who.int/pqweb/content/public-report-nuclisens-easyq%C2%AE-hiv-1-v20-automated-pqdx-0127-016-00
https://extranet.who.int/pqweb/content/public-report-nuclisens-easyq%C2%AE-hiv-1-v20-automated-pqdx-0127-016-00
https://extranet.who.int/pqweb/content/public-report-nuclisens-easyq%C2%AE-hiv-1-v20-semi-automated-pqdx-0148-016-00
https://extranet.who.int/pqweb/content/public-report-nuclisens-easyq%C2%AE-hiv-1-v20-semi-automated-pqdx-0148-016-00
https://extranet.who.int/pqweb/content/public-report-alere-determine%E2%84%A2-hiv-12-pqdx-0033-013-00
https://extranet.who.int/pqweb/content/public-report-alere-determine%E2%84%A2-hiv-12-pqdx-0033-013-00
https://extranet.who.int/pqweb/content/public-report-abbott-realtime-hiv-1-manual-pqdx-0146-027-00
https://extranet.who.int/pqweb/content/public-report-abbott-realtime-hiv-1-manual-pqdx-0146-027-00
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2G31 (2G31-90 or 2G31-010, 2G31-80, 2G31-70); 2G31-

2G31-90: 96T/kit (4x24T) or 2G31-010 96T/kit (4x24T);

https://extranet.who.int/pgweb/content/%E2%80%A2-public-report-abbott-

2011 Virological Technologi # Abbott RealTi HIV-1 (m 2000 66; 1L68-09; 9K15-01; 04)J70-24; 04)71-93; and 9K14- CE- k Abbott Mol lar Inc. Des Plai IL, USA 2G31-80: 8 ; 2G31-70: 4 calibrati 1/6 ths);
irological Technologies ott RealTime (m sp) ; ; ; ; ; an mar o olecular Inc es Plaines, IL, runs; calibra |c?n runs (1/6 months); realtime-hiv-1-m2000sp-pqdx-0145-027-00-pdf-1345mb
02 04J70-24: 96T/kit
2G31-90: 96T/kit (4x24T);
3N06-01, 2631(2G31-90, 2G31-80, 2G31-70); 2G31-66; 2G31 80'/8IrLfn)s(' ! https://extranet.who.int/pgweb/content/public-report-abbott-realtime-hiv-1
2011 Virological Technologies Abbott RealTim e HIV-1 (m 24sp) 1168-09; 9K15-01; 04)70-24; CE-mark Abbott Molecular Inc. Des Plaines, IL, USA 332700 : Bs: ~WO.INY/ 00 D .
2G31-70: 4 calibration runs (1/6 months); m24sp-pqdx-0083-027-00
and 04J71-93 .
04)70-24: 96T/kit
25T/kit;
05FK50; 25T§k:tt
. o . O5FK51; . . . . ] ! https://extranet.who.int/pgweb/content/public-report-sd-bioline-malaria-ag-pf
2010 Malaria RDT Bioline Malaria Ag P.f CE-mark Abbott Diagnostics Korea Inc Giheung-ku, Republic of Korea 1T/kit x 25 each; . -
O5FK52; 1T/kit x 25 h and-sd-bioline-malaria-ag-pf-poct-pgdx-0031-012-01
05FK53 X 2> each.
** These products are subject to a WHO Notice of Concern: https://www.who.int/diagnostics_laboratory/procurement/complaints/en/.
# The public reports were amended. Please view the public report to view the summary of the changes made on the public report and the product.
The following product will be discontinued by 31 July 2024:
BD FACSCount Instrument System with FACSCount Control Kit and BD FACSCount CD4 Reagent Kit (Absolute and Percentage CD4+ Counts)
BD FACSCount Instrument System with FACSCount Control Kit and BD FACSCount Reagent Kit (Absolute CD4+, CD8+, and CD3+ Counts)
BD FACSPresto Near-Patient CD4 Counter with BD CD4%CD4/Hb Cartridge and BD FACSPresto Cartridges Kit
List of delisted Products
Year delisted Type of assay Product name Product code(s) Manufacturer Reason for Delisting
2021 (HIV RDT HIV 1/ 2 STAT-PAK Dipstick HIV303 Chembio Diagnostic Systems, Inc. Withdrawal by the manufacturer.
. . Failure to verify the claimed analytical Limit of
2021(HCV A ID-HCV-03 G d D tics Ltd
553y Genedrive HCV ID Kit enedrive Liagnostics detection (LoD).
2021 (HIV Serology VIKIA HIV 1/2 31112 BioMérieux SA Withdrawal by the manufacturer.
2021[HBsAg Assay VIKIA HBsAg 31124 BioMérieux SA Withdrawal by the manufacturer.
Discontinuation of the product by the
2020[HCV Assay bioelisa HCV 4.0 3000-1115 and 3000 Biokit S.A iscontintiati proguct by
manufacturer.
. Discontinuation of the product by the
2020|HIV Serol 3000-1172 and 3000-1173 Biokit S.A
erology bioelisa HIV 1+2 Ag/Ab o o manufacturer.
Discontinuation of the product by the
2020|HBsAg Assay . 3000-1158 and 3000-1159 Biokit S.A iscontintiati proguct by
bioelisa HBsAg 3.0 manufacturer.
I05FRC100, IO5FRC60, I0OSFRC30 Di ti ti fth duct by th
2020(HIV RDT . ’ ’ ’ Premier Medical Corporation Private Limited iscontinuation of the product by the
First Response HIV 1-2-0 Card test and I05FRCO5 manufacturer.
2019(Murex anti-HCV (version 4.0) Genedrive HCV ID Kit 7F51-01 and 7F51-02 DiaSorin South Africa (Pty) Ltd. Withdrawal by the manufacturer.
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https://extranet.who.int/pqweb/content/%E2%80%A2-public-report-abbott-realtime-hiv-1-m2000sp-pqdx-0145-027-00-pdf-1345mb
https://extranet.who.int/pqweb/content/%E2%80%A2-public-report-abbott-realtime-hiv-1-m2000sp-pqdx-0145-027-00-pdf-1345mb
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