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\WOOGPOOSS, 8 Lizhishan Road, Science City, L District oy https://extranet.who.int/pqweb/WHOPR/public-report-wondfo-hiv-self.
izhishan Road, Science City, Luogang District : .who. -report- -hiv-self-
2022 HIV RDT for self-testing Wondfo HIV Self-Test WO06P00S9, RoW Guangzhou Wondfo Biotech Co, Ltd | 21> " 950 2Xter bl,y' fcﬁ, 8 4 20T/kit oot 0957000 01
uangzhou, , Republic of China i -padx-0357-004-
and WO06P0060 € P 100T/kit CSRatx
Abbott Rapid https://extranet.who.int/paweb/WHOPR/public-report-checknow-hiv-self-
2022 HIV RDT for self-test CheckNOW HIV SELF TEST 29012-W01 Row Loebstedter Str. 103-105, Jena, G 1T/t
or seli-testing ec! Diagnostics Jena GmbH oebstedter Str. ena, Germany /i test-padx-0481-032-00
] ) whoint o .
2022 HIV RDT TrinScreen HIV 5551100 RoW Trinity Biotech Manufacturing Ltd ISufjthem Cross IDA Business 100 T/kit https://extranet 0.int/pqweb/WHOPR/public-report-trinscreen-hiv-pqdx
Park in Bray, Ireland 0473-052-00
06979599190; 120 T/kit;
06979572190; 10 Sets;
06979513190; 240T/kit;
bas HIV-1 Quantitati leic acid test 06979521190; 960 T/kit; : ) :
cobas HIV-1 Quantitative nucleic acid tes ¢ : ) sandhofer Strasse 116, Mannheim, 200 T/kit; https://extranet.who.int/paweb/WHOPR/public-report-cobas-hiv-1-
2021 HIV NAT for use on the cobas 05235863190; CE-mark Roche Diagnostics GmbH 68305 G it titati i " bas-480 4x-0373-118
erman it quan y -4800-system-pa N
4800 System 05235871190; v 960 T/kit; £lc-ac oDas
06979556190; 240T/kit;
06979530190 ; 240T/kit;
06979548190 960 T/kit
cobas HCV (Quantitative nucleic acid test N N Sandhofer Strasse 116, Mannheim, N https://extranet.who.int/pqweb/WHOPR/public-report-cobas-hcv-
2021 HCV NAT 6997732190 CE-mark Roche Diagnostics GmbH 96 T/kit R N
for use on cobas 6800/8800 Systems) 68305 Germany quanti leic-acid: -0bas-68008800-sy padx-0465
site 1: A1-302, GIDC, Sarigam 396
PIOBFRC25, 155, Valsad, Gujarat, India . 25T/kit . . y
’ Premier Medical C tion Privat . . . https://extranet.who.int/pgweb/WHOPR/public-report-first-response-
2021 Syphilis RDT First Response Syphilis Anti-TP Card Test PIOSFRCS0 RoW remier Me 'Timi(:;‘;m 1on Private | ite 2: 32-35A, Shree Ganesh Industrial Estate, 50T/kit e et 0471.010.00
PIOBFRC100 Kachigam, Nani Daman, 100 T/kit = P =
Daman 396215, India.
HIV-1 titati I test . -
cobas Quantitative nucleic acid tes sandhofer Strasse 116, Mannheim, https://extranet.who.int/pqweb/WHOPR/public-report-cobas-hiv-1-
2020 HIV NAT for use on 07000995190 CE-mark Roche Diagnostics GmbH, 68305 G 96 T/kit i lei ” bas-6800880 4x-0365
erman quant eic-aci -0Das- 0-sy. PQt
the cobas 6800/8800 Systems v
Fl D1-D3, Meril Park, N . . N
2020 HIV RDT MERISCREEN HIV 1-2 WB HVWRPD-01 CE-mark Meril D tics Pt. Ltd i;cs(;;;jﬂ ;i;A/z N? klE” :rM’ SUF\(’:EhV| oV 30 T/kit https://extranet.who.int/pqweb/WHOPR/public-report-meriscreen-hiv-1-2-|
. marl ril Diagnostics P, Ltd. nand Mar ;
HVWRPD-02 @ ertl Diagnostics » Muktanand Marg, Chata, Vapl, 40T/kit wb-padx-0464-074-00
396191, India
302030005, . . 5T/kit
Paracheck Pf - Rapid Test for P. Orchid Biomedical )
2020 Melaria ROT o T 302030010, Comark | Systems — A Dvision ol Diagnostics | P10t 105 88/89, Phase I C, Verna Industral Estate, 10 T/kit https://extranet.who.int/paweb/WHOPR/public-report-paracheck-pf-rapid-
D:vice er ) 302030025, v ) 11d P Die Verna, Goa, 403722, India 25 T/kit test-pfalciparum-malaria-device-ver-3-pqdx-0321-024-00
: 302030100, 100 T/kit
One Step test for Malaria Pf/Pan Ay MHLRPD-02, ot
n r Malari n ) )
oo I e Step EV\S/IE:ISCREEaENa an Ag MHLRPD-03, Cemark Weril Diagnostics Pyt Ltd Second Floor, D1-D3, Meril Park, Survey No 135/2/8 & 107/kit https://extranet.who.int/pgweb/WHOPR/public-report-one-step-test-
alaria -marl eril Diagnostics Pvt.
MHLRPD-04, 8 174/2, Muktanand Marg, Chala, Vapi, 396191, India 25T/kit malaria-pfpan-ag-meriscreen-malaria-pfpan-ag-pqdx-0330-074-00
Malaria Pf/Pan Ag 50 T/kit
MHLRPD-05.
Omega Omega Diagnostics Ltd located at Hilfoots Business, https://extranet.who.int/paweb/WHOPR/public-report-visitect-cd4-
2020 CD4 Technol VISITECT CD4 Advanced DI 0D376 CE-mark 25 T/kit
echnologies vanced Disease mar Diagnostics Ltd Village, Alva, FK12 5DQ United Kingdom. /i advanced-disease-pqdx-0384-077-00
74, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok- ) ) .
09HIV30D; 25TAt; https://extranet.who.int/paweb/WHOPR/public-report-standard-q-hiv-12-
2020 HIVROT STANDARD Q HIV 1/2 Ab 3-Line Test Row 5D Bi 3 , Cheongju-si, Chungcheongbuk-do, !
QHV1/: ine Tes 09HIV30DM © osensor Inc BL Pheongiusl, hungcheongbuledo 25T/kit ab-3-line-test-pqdx-0383-117-00
28161, Republic of Korea
503030010; 10 T/kit
parascreen - Rapid test for Malaria 503030025; Zephyr Biomedicals - A Division of Tulip ' 25 T/kit https://extranet.who.int/paweb/WHOPR/public-report-parascreen-rapid-
2020 Malaria RDT CE-mark M46-47, Phase I B, Verna, Goa, 403722, Ind
alarta pan/Pf 503030050; mar Diagnostics (P) Ltd. ase erna, Goa, ndia 50 T/kit test-malaria-panpf-padx-0291-025-00
503030100 100 T/kit



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
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
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503010010; 107/kit
) ) ) ) 503010025; Zephyr Biomedicals - A Division of Tulip ) 25T/kit
2020 Mal RDT *FalciVax - Rapid test for Mal. Pv/Pf CE-1 k M46-47, Ph; 11I'B, Ve G 403722, Indi
alaria aleiVax - Rapid test for Malaria Pv/ 503010050; mar Diagnostics (P) Ltd.  Phase lll B, Verna, Goa, , India 50T/kit malaria-pvpf-pqdx-0290-025-00
503010100 100 T/kit
74, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok- ) )
. ' aene https://extranet.who.int/pqweb/WHOPR /public-report-standard-q-
2020 HIV/Syp RDT STANDARD Q HIV/Syphilis Combo Test 09HIV20D RoW SD Biosensor, Inc u, Cheongju-si, Chungcheongbuk-do, 25 T/kit Lps://extranet.who.Int/pawe ubliereportstancar
) mbo-test-padx-0382-117-00
28161, Republic of Korea
08N50-090; X 4 trays of 48 T/kit . . -
" 1300 East Touhy Avenue, Des Plaines, IL 60018 https://extranet.who.int/pqweb/content/public-report-alinity-m-hcv-pgdx-
2020 HCV NAT Alinity m HCV 08N50-080; CE-mark Abbott Molecular Inc USA 12 tubes of each control 0461-027-00
08N50-070 4 tubes x 1.95 mL
i i : 74, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok- https://extranet.who.int/pqweb/content/public-report-standard-q-malaria-
2020 Malaria RDT STANDARD Q Malaria P.f/P.v Ag Test 09MAL20D CE-mark SD Biosensor, Inc. gu, Cheongju-si, Chungcheongbuk-do, 25T/kit
) fpv-ag-test-padx-0348-117-00
28161, Republic of Korea
74, O 4-ro, O - H deok- . "
, Osongsaengmyeong 4 ro, 0song-eup, Heungdeol ) https://extranet.who.int/pqweb/content/public-report-standard-g-malaria-|
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
bfpan-ag-test-pqdx-0347-117-00
28161, Republic of Korea
74, 4 o H k- . .
. Osongsaengmyeong 4-ro, Osong-eup, Heungdeol https://extranet.who.int/pqweb/content/public-report-standard-g-malaria-|
2020 Malaria RDT STANDARD Q Malaria P.f Ag Test 09MAL10D CE-mark SD Biosensor, Inc. gu, Cheongju-si, Chungcheongbuk-do, 25 T/kit
Df-ag-test-pqdx-0346-117-00
28161, Republic of Korea
74, 4-) o H k- . .
. Osongsaengmyeong 4-ro, Osong-eup, Heungdeol https://extranet.who.int/pqweb/content/public-report-standard-g-hcv-ab-
2020 HCV RDT STANDARD Q HCV Ab Test 09HCV10D Row SD Biosensor, Inc. gu, Cheongju-si, Chungcheongbuk-do, 25 T/kit
test-pqdx-0360-117-00
28161, Republic of Korea
3, bd Raymond Poincaré, 92430, Marne La Coquette, 96 T/kit https://extranet.who.int/paweb/content/public-report-monolisa-hcv-ag-ab.
2020 HCVEIA M lisa HCV Ag-Ab ULTRA V2 72561 and 72562 CE-1 k Bio-Rad
onolisa & an marl o-Ra France and Route de Cassel, 59114, Steenvoorde, France 480 T/kit ultra-v2-pqdx-0229-031-00
4186-90; 4186-80; and 1300 East Touhy Avenue, Des Plaines, IL 60018 https://extranet.who.int/paweb/content/public-report-abbott-realtime-
2019 HCV NAT Abbott RealTime HCV CE-mark Abbott Molecular Inc 96 T/kit
! 4186-70 UsA / hev-pqdx-0450-027-00
Chembi 3661 Horseblock Road, Medford, NY 11763 https://extranet.who.int/paweb/content/public-report-sure-check-hiv-self-
2019 HIV RDT for self-testing SURE CHECK HIV Self-Test 60-9508-0 Row ) nemolo lorseblock Road, Medior 17/kit B = P B
Diagnostic Systems, Inc UsA test-padx-0054-006-01
HPV 02N09-092; and https://extranet.who.int/paweb/content/public-report-abbott-realtime-
2019 Abbott RealTime High Risk HPV. an CE-mark Abbott GmbH Max-Planck-Ring 2, Wiesbaden, 65205, Germany 967/ kit

Virological Technologies

02N09-080

high-risk-hpv-pgdx-0455-180-00



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
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PIOSFRCOS; 5T/t
PIOSFRC10; 10 T/kit
PIOSFRC25; 257/kit ) ) )
First R HIV 1-2.0 Card test i Premier Medical Corporation Privat https://extranet.who.int/paweb/content/public-report-first-response-hiv-1
2019 HIVRDT s es"°("vseers‘von 20) ardtes PIOSFRC30; RoW remier Me 'Tim;;:m 1on Private | \1.302, GIDC, Sarigam, India 30 T/kit % Zard ot o 0n5s ozg P D D D
PIOSFRCS0; 507T/kit 20-card-est:pack-0363-010-00
PIOSFRCE0; 60T/kit
PIOSFRC100 100 T/kit
7D2942; 207k
i ) . .
7D2943; . 357 Matsuhidai, Matsudo-shi, 270-2214, https://extranet.who.int/pgweb/content/public-report-determine-hbsag-2-|
2019 HBsAg RDT Determine HBsAg 2 CE-mark Alere Medical Co. Ltd 100 T/kit
702943 SET Chiba-ken, Japan padx-0451-013-00
100 T/kit
6L47-29; 6L47-11;
6L47-02; and 8C89-01 . . -
Denka Seiken Co., LTD, Kagamida | Street 1359-1, Kagamida, Kigoshi, Gosen-shi, Niigata,
2019 HCVEIA ARCHITECT HCV Ag assay CE-mark 100 T/kit
Factory Japan assay-pqdx-0374-130-00
Site 1: Atomo
ARST001-03; Diagnostics Pty Ltd atLevel 2, 701-703 Parramatta Road, 17/kit;
S0t LIV ROT for self testi Mylan HIV Self Test ARST001-03-01; Row Aomo D s Puty. Lt Leichardt 2040 NSW, Australia 17/kit; https://extranet.who.int/pqweb/content/public-report-mylan-hiv-self-test-
" self-testin n mo Diagnostics Pyty.
or seli-testing v e res ARST001-03-02; © omo blagnostics Futy. Site 2: Lateral Flow Laboratories (LFL) at Unit 1 &2, 1T/kit; pqdx-0320-090-00
ARST001-03-03 Greenwich Place, Capricorn Crescent, Capricorn 1T/kit.
Technology Park, Muizenberg,7945, South Africa
120FRC25; 25 T/kit
120FRC30; 30 T/kit
First Response HIV1+2/Syphilis Combo 120FRC50; Premier Medical Corporation Private | ) https://extranet.who.int/paweb/content/public-report-first-
2019 HIV/Syp ROT d Row Sarigam, Gujarat, Ind 50 T/kit
15yp Card Test 120FRC60; © Limited arigam, Gujarat, India pot Tj k:t 2%AE-hiv12syphilis-combo-card-test-padx-0364-010-00
120FRC100 100 T/kit
ITPW02152-Tc40; 40T/kit
ITPW02152-TC2 25T/kit v .
i 308, Wengjiao Rd, Xinyang IND. AREA, Haicang, Xiamen, https://extranet.who.int/paweb/content/public-report-one-step-anti-hiv-
2019 HIVRDT ONE STEP Anti-HIV (1&2) Test ITPW02153-TC40 RoW InTec PRODUCTS, INC sslouezijil:: inyang alcang, Xiamen 40T/kit Dt 0370-017.00 !
ITPW02153-TC405A 407/kit 12-test-padx-0372:017-00
407/kit
ITPWO1152-TCA
308, Wengjiao Rd, Xinyang IND. AREA, Haicang, Xiamen, 25 T/kit hittps://extranet.who.int/paweb/content/public-report-rapid-anti-hev-test-
2019 Hev ROT Rapid Anti-HCV Test ITPWO01152-TC2! RoW InTec PRODUCTS, INC 35102;2?’\1;:: Inyang aicang, Xiamen, o T;k:t ; 037’(1 1700 int/pg public-report-rapid-anti
ITPW01153-TC40 PAGXO3/LOL7-00.
Plot No.A-334,336,338 & A-337 & 339
AdvDx Malaria Pf Rapid Malaria Ag ! Road no. 25 & 26, Wagle industial Estate ) https://extranet.who.int/paweb/content/public-report-advdx-malaria-pf-
2019 Malaria RDT 00-DKM-RK-MALADX-004-025 Row Advy Chemical Pt Ltd., 25T/kit
alaria Detection Test © vy Ehemica Thane 400 604 /i rapid-malaria-ag-detection-test-padx-0345-101-00
India
05FK140; site 1: 46, Hagal-ro 15 beongil 25T/Kit;
0SFK141; Giheung-gu, Yongin-si, Gyeonggi-do 17099, Republic of 257/kit;
. 05FK142; y . Korea 1T/kit x 25 each; . .
2019 Malaria RDT NxTek Eliminate Malaria Pf Py CE-mark Abbott Diagnostics Korea Inc ite 2:65, Borahagal o, kit 25 onch https://extranet.who.int/paweb/content/public-report-padx-0349-012-00
Giheung-gu, Yongin-si, Gyeonggi-do 17099, Republic of
Korea
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



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
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
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PI13FRC25s; site 1: A1-302, GIDC, Sarigam 396 155, Valsad, Gujarat, 25 x single kit;
. a . . p:llla;p;(élzoss; India; 122x smgl\i:\:; https://extranet.who.int/pgweb/content/public-report-first-
: ; e ) N ;
2018 Malaria RDT rst Response Maaria Antigen ; RoW Premier Medical Corporation Limited | Sit€ 2: 32-35A, Shree Ganesh Industrial Estate, multi kit; 2%AE-malaria-antigen-p-falciparum-hrp2-card-test-pqdx-0283-
falciparum (HRP2) Card Test PI13FRC30 Kachigam, Nani Daman, Daman 396215, India 30 x multi kit P
PI19FRC105; 10 single test;
3 25 ingle test;
':':f;;césos' site 1: A1-302, GIDC, Sarigam 396 155, Valsad, Gujarat, 3015‘"glflesl'
; muli test;
) First Response Malaria Ag. P.f. / P.v. Card g ! ) o {india; test; https://extranet.who.int/paweb/content/public-report-first-
2018 Malaria RDT Row P Medical Corporation Limited 25 x multi test
alaria Test PI1SFRC25 © remier Medical Corporation UMIteS | ee 2: 32.354, Shree Ganesh Industrial Estate, X multtes! 29%AEmalaria-ag-pf-py-card-test-padx-0329-010-00
Kachigam, Nani Daman, Daman 396215, India
05FK120; 65 Borahagal-ro, Gih -gu, Yo -si, G -l 25T/kit;
2018 Malaria RDT Bioline Malaria Ag P.f/P.f/P.v ; CE-mark Abbott Diagnostics Korea Inc oranagal-ro, Glheung-gu, Yongin-s), Geonggl-do, fkit; https://extranet.who.int/paweb/content/public-report-pdx-0297-012-00
05FK123 South Korea 1T/kit
2018 HIV ROT for self-testing INSTI HIV Self Test 90-1071 Row bioLytical Laboratories Inc. Richmond, British Columbia, Canada 1T/kit
W006-C4P2, 25T/kit;
W006-P0045, 25T/ki
W006-P0046, 25T/kit;
W006-P0047, 25T/ki
Jo18 v ROT One Step HIV1/2 Whole W006-P0048, oW uanazhon Wondfo Biotech Co. Ltg |8 LiZishan Road, Science Gty Luogang District, 25T/ki https://extranet.who.int/pqweb/content/public-report-one-step-hivi2-
Cap2- o uangzhou Wondfo Biotech Co. i
Blood/Serum/Plasma Test \WO06-C4P2-F, 8 g Guangzhou, 510663, Republic of China 4oT/ki whole-bloo qdx-0357-004-00
W006-P0048, 40T/ki
W006-P00S0, 40T/it;
W006-P0051, 40T/it;
W006-P0052 40T/kit
MFLRPD-02; 30T/kit;
) One Step test for Malaria P/Pv Ag MFLRPD-03; I D1-D3, Meril Park, Survey No. 135/2/B & 174/2, 25T/kit; https://extranet.who.int/paweb/content/public-report-one-step-test-
2018 Malaria RDT CE-marked Meril Diagnostics Pvt. Ltd.
alaria MERISCREEN Malaria Pf/Pv Ag MFLRPD-04; marke eril Diagnostics P Muktanand Marg, Chala, Vapi 396191, Gujarat, India 50T/kit; malaria-pf-pv-ag-meriscreen-malaria-pfpv-ag-pqdx-0294-074-00
MFLRPD-05 10 T/kit.
PILGFRC10s site 1: AL-302, GIDC, Sarigam 396 155, Valsad, Gujarat, 10 x single kit
First Response Malaria Ag. pLDH/HRP2 PI16FRC25s India; 25 x single kit https://extranet.who.int/pqweb/content/public-report-first-
201 Mal RDT RowW Pi M | C ti Limite i . i
018 alaria Combo Card Test PI16FRC25 © remier Medical Corporation Limited | ite 2: 32-354, Shree Ganesh Industrial Estate, 25 x multi kit 2%AE-malaria-ag-pldhhrp2-combo-card-test-pqdx-0285-010-00
PIIGFRC30 Kachigam, Nani Daman, Daman 396215, India” 30 multi kit
site 1: Arndtstr. 11a-b, 02826 Gorlitz, Germany; and ,
CyFlow Counter Systs ith CD4 g . g https://extranet.who.int/pqweb/content/public-report-cyflow-counter-
2018 D4 Technologies YFlow Counter System wi easy CY-5-3022; 05-8401; and 05-8405 CE-marked Sysmex Partec GmbH site 2: Exbio Praha a.s., Nad Safinou Il 341, 252 50 100 T/kit !
count kit and CD4% easy count kit ) system-cd4-easy-count-kit-and-cd4-easy-count-kit-pqdx-0350-081
Vestec, Crech Republic
site 1: QIAGEN Sciences, Germantown, 20874, United .
Hev g " 20878 https://extranet.who.int/paweb/content/public-report-carehpy-test-padx-
2018 Virological Technologies care HPV Test 614015 CE-mark QIAGEN GmBH States 96 T/kit 0085 02;00 ! o
i a site 2: QIAGEN Shenzhen Co., Shenzhen China 008>-028-00.
80068; _— ) 192T/kit :
2018 HCV EIA INNOTEST HCV Ab IV CE-mark Fujirebio Europe NV Ghent, Bel
80330 mar ulireblo Europe ent, Belglum 480T/kit padx-0201-073-00
- _ ) ) https://extranet.who.int/paweb/content/public-report-sd-bioline-hbsag-
2017 HBsAg RDT Bioline HBsAg W8 01FK10W Row Abbott Diagnostics Korea Inc Giheung-gu, Republic of Korea 30T/kit
wb-pqdx-0219-012-00
72327; 25T/kit .
; https://extranet.who.int/paweb/content/public-report-genie%E2%84%A2-
2017 HIVROT Genie Fast HIV 1/2 72347; CE-mark Bio-Rad Marne La Coquette, France 50T/kit . Y PR
72330 50T/kit fast-hiv-12-pqdx-0153-031-00



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%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
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
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N https://extranet.who.int, web/content/public-report-xpert-hpv-pgdx-
2017 Virological Technologies Xpert HPV GXHPV-CE-10 CE-mark Cepheid AB Solna, Sweden 10T/kit
0268-070-00
PRD-03000 (PRD-03002, PRD-03001); ) . )
. ) ! ) ) ) ) https://extranet.who.int/paweb/content/public-report-aptima%E2%84%A2
2017 Virological Technologies Aptima HIV-1 Quant Dx Assay 303014; PRD-03003; and 303095 CE-mark Hologic, Inc. San Diego, USA 100T/kit "
hiv-1-quant-dx-assay-pqdx-0236-078-00
5X4-1000;
Sxao0n ite 1: Bethlehem, USA S0T/ki
otr VRO for st Oracuick Y sel T 5X4-2001; cow oraSure Technologics 1 ’!"2; P:‘ eh":“ o and ZSDT/ k'"_ https://extranet.who.int/pqweb/content/public-report-oraquick-hiv-self-
or self-testing raQuicl elf-Test Country specific variations are documented through a o rasure Technologies, Inc. site 2: Phetchabun, Thailan st test 200 0150-055.01
suffx “44#" to the praduct code on site 3: Ayutthaya, Thailand 110T/kit testpadeO155:055-01
the outer packaging (i.e. 5X4-1001.001, .002, ...
https://extranet.who.int/paweb/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 I-load pert%C2%AE-dx-genexpert%C2%AE-infinity-48-
genexpert%C2%AE
2017 HCV NAT Xpert HCV Viral Load GXHCV-VL-CE-10 CE-mark Cepheid AB Solna, Swed 10T/kit htts://extranet.whe.int/ paweb/content/pub SrRCIRAR hov:
per iral Loa VL-CE- “marl ephei olna, Sweden i et bt et 09600700
Geenius HIV 1/2 Confirmatory Assay with
2017 HIV Confirmatory Assay ;Z::zs v 1/ ” c":ﬂ‘g;’:ﬁ:’g"r’y gz:‘t’r:;s 72460; and 72329 CE-mark Bio-Rad Marnes-La-Coguette, France 20T/kit
1001-0270; 25T/kit; https://extranet.who.int/pgweb/content/public-report-oraquick-hcv-rapid-
2017 HCV RDT k HCV R Anti Test Kit CE-r k Technol Inc. Bethleh A !
o Oraquid apid Antibody Test Ki 001027 marl Orasure Technologies, Inc. cthlehem, US, ootk bt toe im0 0200.055.00
Diagnostic kit for HIV (1+2) antibody ) N : https://extranet.who.int/paweb/content/public-report-diagnostic-kit-hiv12.
2016 HIVROT R-401-50-C-2; KH-R-02; and A-GOLD-01 Row Shanghai Kehua Bio- Co., Ltd |shanghai, PR Ch 50T/kit
(colloidal gold) V2 an © ‘anghat Kehua Blo-engineering Co anghal ina /i antibody-colloidal-gold-v2-padx-0267-037-00
02FK10; 30T/kit v
y Gihe -gu, Republic of https://extranet.who.int/pqweb/content/public-report-sd-bioline-hcv-pgdx
2016 Hev ROT Bioline HCV 02FK16; RoW Abbott Diagnostics Korea Inc K‘or::"g 8U, Republic of 25T/kit 025‘77 1200 = D D =
02FK17 30T/kit 0257:012:00
7D2842; ; . 20T/kit; https://extranet.who.int/pqweb/content/public-report-alere%E2%84%A2-
2016 HIV RDT Determine HIV Early Detect 702843; Row Alere Medical Co. Ltd. Matsudo-shi, Chiba-ken, Japan 100T/kit; Bt b0 mos 0205013 00
7D2843SET 100T/kit fiv-combo-padx0243-013-00.
X X o https://extranet.who.int/paweb/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
qual-assay-pqdx-0259-070-00
270110050; ) 50 cartridges/kit https://extranet.who.int/paweb/content/public-report-m-pima-hiv-12-
2016 HIV NAT m-PIMA HIV-1/2 Detect 270110010; CE-mark Alere Technologies GmbH Jena, Germany 50 cartridges/kit
detect-pqdx-0226-032-00
270300001 Instrument
https://extranet.who.int/paweb/content/public-report-dpp%C2%AE-hiv-12.
2016 HIVROT DPP HIV 1/2 Assay 65-9506-0 Row Chembio Diagnostic Systems Inc. | Medford, NY, USA 20T/kit " ba bublicrep :

assay-pqdx-0053-006-00



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
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5x4-0010; 100T/kit;
OraQuick HIV 1/2 Sx4-0014; ) site 1: Bethlehem, USA Loot/kdt; https://extranet.who.int/paweb/content/public-report-oraquick-hiv-12-
2016 HIVROT et 5X4-0062; Row OraSure Technologies, Inc. site 2: Petchabun, Thailand 100T/kit et tost wos0155.055.00
apid Antibody Tes i ! i X -test-pqdx-0159-055-
P v 5x-0012; site 3: Ayutthaya, Thailand 500T/kit FARIC-aNTROCYLESRABERISA00.
5x.0015 S00T/kit
B-1254/1.2; 96T/kit;
B-1252/12; 192T/kit; , ,
https://extranet.who.int/paweb/content/public-report-
2016 HBsAg EIA DS-EIA-HBSAg-0,01 B-1255/1.2; CE-mark RPC Diagnostics Systems Nizhniy Novgorod, Russia 80T/t o y;zo/gsxo ;9"; v:/t?z;sw;;nw:/esrz‘ys;o/lsco;emw 0120.038.00
) ) ) - g -padx-0120-038-
B-1256/1.2; 96T/Kit (for detection) or 48T/kit(for confirmation) Sk Lreetsed0e a7t 26807 0UNDsaE foL 446804 X
B-231/1.2 200T/kit
) 11030-018; o ' ' 18T/kit; https://extranet.who.int/paweb/content/public-report-mp-di ics-hiv-
2016 HIV Confirmatory Assay MP Diagnostics HIV Blot 2.2 os05t CE-mark MP Biomedicals Asia Pacific Pte.Ltd.  [Singapore, Singapore o1/ e B 0TL 0
WI-4396; Beiing 96T/kit : i
2016 HIVEIA AID anti-HIV 142 ELISA Wi anago Row Wantai Biological z:armacy Enterprise | Beijing, China podliond e 06005 00
Wi-1810; 10T/kit
WI-1810E; 10T/kit;
WJ-1850; SoT/kit;
WI-1850E; S0T/kit;
WI-1810€L; 10T/
2016 HIVROT Imr’:\auprlco'c.lreefs\zife(:cAr:/ti‘rzosc:L:\j)’:gg:laor\‘da\ WI-1850EL; Row Wantai Bioloy ic;epljl:!fmac Enterprise | Beijing, China SO T/kdt; https://extranet.who.int/paweb/content/public-report-rapid-test-antibod
GoldyDev\ce) W-18S10EL; B ormacy Emterm ine: 107/kit; human-i -virus-hiv-colloidal-gold-device
WI-18S50EL; - S0 T/ki;
WJ-18510; 10T/
W-18550; 50 T/kit;
WI-18S10; 10T/kit;
WJ-18S50E. 50T/kit.
B30166; B39101; B39102; B25697; B25698; B23536;
g g g g g ’ ite 1: Miami, FL, USA (insti t sit https://extranet.who.int/pgweb/content/publ
2015 D4 Technologies Aquios CL flow cytometer B23538; B23533; B23534; B23535; B25700; and CE-mark Beckman Coulter Life Sciences | ¢ & amb (instrument site) 50T/kit
Pty site 2: Hialeah, FL, USA (reagent site) cytometer-pqdx-0156-053-00
06FK30; 25T/kit;
06FK35; 25T/kit; https://extranet.who.int/paweb/content/public-report-alere%E2%84%A2-
2015 HIV/Syp ROT Bioline HIV/Syphilis D Row Abbott Diagnostics Korea | Giheung-gu, Republic of K Hpsi//e
sy folne HIV/Syphils Duo po o ott Diagnostis Korea Inc |Giheung-gu, Republic of Korea Sl itpsi/jextianet.hont/pauweb/c
25T/kit;
05FK80; 1T/k?t5T; :“ N
05FK81; it x25 ead
oaFkE2, 1T/kit x25 each
2015 Malaria RDT Bioline Malaria Ag P.f/P.v P CE-mark Abbott Diagnostics Korea Inc | Giheung-gu, Republic of Korea 10T/kit https://extranet.who.int/pqweb/content/public-report-pqdx-0125-012-00
Pt 25T/kit
05FK87
25T/dt:
05FK90; ST/kit;
0SFKFK93; 1T/kit x25 each
2015 Malaria RDT Bioline Malaria Ag P.f (HRP2/pLDH) P CE-mark Abbott Diagnostics Korea Inc | Giheung-gu, Republic of Korea 25T/kit https://extranet.who.int/pqweb/content/public-report-pqdx-0209-012-00

05FK092

1T/kit x 25 each



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
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2015 HCV EIA

INNO-LIA HCV Score

80538

CE-mark

Fujirebio Europe NV

Zwijnaarde, Belgium

20T/kit

2015 HIVEIA

DS-EIA-HIV-AGAB-SCREEN

1-1654/1.2;
1-1652/1.2;
1-1656/1.2

CE-mark

RPC Diagnostics Systems

Nizhniy Novgorod, Russia

96T/1 plate;
1927/2 plates;
480 T/5 plates

2015 Malaria RDT

**CareStart Malaria HRP2/pLDH (Pf/PAN)

COMBO

multi kit (product codes: RMRM-02571; RMRM-
02571CB; RMRM-02571RB; RMRM-02571RI; RMRM-
05071; RMRM-05071CB; RMRM-05071RB and RMRM-
05071RI)

single kit (product codes: RMRU-02571; RMRU-
02571CB; RMRU-02571RB; RMRU-02571RI; RMRU-
04071; RMRU-04071CB; RMRU-04071RB and RMRU-
04071RI)

Access Bio, Inc.

Somerset NJ, USA

25T/kit; 50T/kit.

25T/kit; 40T/kit.

https://extranet.who.int/paweb/content/public-report-
carestart%E2%84%A2-malaria-hrp2pldh-pfpan-combo-pqdx-0136-049-00

2015 Malaria RDT

**CareStart Malaria HRP2 (Pf)

multi kit (product codes: RMOM-02571; RMOM-
02571CB; RMOM-02571RB; RMOM-02571RI; RMOM-
05071; RMOM-05071CB; RMOM-05071RB and RMOM-
05071RI)

single kit (product codes: RMOU-02571; RMOU-
02571CB; RMOU-02571RB; RMOU-02571RI; RMOU-
05071; RMOU-05071CB; RMOU-05071RB and RMOU-

Access Bio, Inc.

Somerset NJ, USA

25T/kit; 50T/kit;

25T/kit; 40T/kit;

https://extranet.who.int/paweb/content/public-report-
carestart%E2%84%A2-malaria-hrp2-pf-pqdx-0137-049-00

2015 Malaria RDT

**CareStart Malaria HRP2/pLDH (Pf/Pv)
COMBO

multi kit (product codes: RMVM-02571; RMVM-
02571CB; RMVM-02571RB; RMVM-02571RI; RMVM-
05071; RMVM-05071CB; RMVM-05071RB and RMVM-
05071RI)

single kit (product codes: RMVU-02571; RMVU-
02571CB; RMVU-02571RB; RMVU-02571RI; RMVU-
05071; RMVU-05071CB; RMVU-05071RB and RMVU-
05071RI)

Access Bio, Inc.

Somerset NJ, USA

25T/kit; 50T/kit

25T/kit; 40T/kit

https://extranet.who.int/paweb/content/public-report-
carestart%E2%84%A2-malaria-hrp2pldh-pfpv-combo-pqdx-0138-049-00

2015 Malaria RDT

**CareStart Malaria HRP2/pLDH (Pf)

multi kit (product codes: RMPM-02571; RMPM-
02571CB; RMPM-02571RB; RMPM-02571RI; RMPM-
05071; RMPM-05071CB; RMPM-05071RB and RMPM-
05071RI)

single kit (product codes: RMPU-02571; RMPU-02571CB;
RMPU-02571RB; RMPU-02571RI; RMPU-05071; RMPU-
05071CB; RMPU-05071RB and RMPU-05071RI)

Access Bio, Inc.

Somerset NJ, USA

25T/kit; 50T/kit

25T/kit; 40T/kit

https://extranet.who.int/paweb/content/public-report-
carestart%E2%84%A2-malaria-hrp2pldh-pf-pgdx-0188-049-00

2015 Malaria RDT

**CareStart Malaria pLDH (PAN)

muilti kit (product codes: RMNM-02571; RMNM-
02571CB; RMNM-02571RB; RMNM-02571RI; RMNM-
05071; RMNM-05071CB; RMNM-05071RB and RMNM-
05071RI)

single kit (product codes: RMNU-02571; RMNU-
02571CB; RMNU-02571RB; RMNU-02571RI; RMNU-
05071; RMNU-05071CB; RMNU-05071RB and RMNU-
05071RI)

Access Bio, Inc.

Somerset NJ, USA

25T/kit; 50T/kit

25T/kit; 40T/kit

https://extranet.who.int/pgweb/content/public-report-
carestart%E2%84%A2-malaria-pldh-pan-pqdx-0234-049-00

2015 HIV Confirmatory Assay

INNO-Lia HIV I/1l Score

80540

CE-mark

Fujirebio Europe NV

Ghent, Belgium

20T/kit

https://extranet.who.int/pgweb/WHOPR/public-report-inno-lia-hiv-iii-
score-pqdx-0203-073-00



https://extranet.who.int/pqweb/content/public-report-inno-lia-hcv-score-pqdx-0202-073-00
https://extranet.who.int/pqweb/content/public-report-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
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
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Regulato
Year prequalified Type of assay Product name Product code(s) t‘e':im“' site(s) Packaging Link to acess public report
2015 HIVEIA 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 96T/kit; 480T/kit —
combination-pqdx-0144-043-00
06693083190; 03051315001; 03279332001; https://extranet.who.int/pqweb/content/public-report-cobas%C2%AE-
X COBAS AmpliPrep/COBAS TagMan HIV-1 - " "
2014 Virological Technologies Qualitative Test, fon 2.0 (TaqMan 48) 03587797190; 06989861190; 05807875001; CE-mark Roche Molecular Systems, Inc. Branchburg, New Jersey, USA 48T/kit 9% C2%AE1 2%AE-hiv-1-test-version-20-tagman-48-
ualitative Test, version 2.0 (TagMan 03516440001; and 28127387001 qdx-0126:046.
" 06693083190; 03587797190; 06989861190; https://extranet.who.int, web/content/public-report-cobas%C2%AE-
X COBAS AmpliPrep/COBAS TagMan HIV-1 X i } " "
2014 Virological Technologies 8 - 03051315001; 03121453001; 28127387001; CE-mark Roche Diagnostics GmbH Mannheim, Germany 48T/kit %C2%AE-+ 1%C2%AE-hiv-1-test-version-20-tagman-96-
Qualitative Test, version 2.0 (TagMan 96)
05807875001; and 03516440001 dx-0147-046
) ) https://extranet.who.int/paweb/content/public-report-sure-check-hiv-self-
2014 HIVRDT SURE CHECK HIV 1/2 Assay HIV201 (60-9527-0), RoW Chembio Diagnostic Systems Inc. | Medford, NY, USA 25T/kit
test-pqdx-0054-006-01
X 9F80-01; 96T/kit; . .
Murex HBsAg Version 3 with Murex N https://extranet.who.int/pgweb/content/public-report-murex-hbsag-
2014 HBsAg EIA e Confirmatons Version 3 9F80-05; CE-mark DiaSorin S.p.A UK Branch Dartford, UK 480T/kit . "y frmat on-3-00cx.0121-043.00
sAg Confirmatory Version 3 pay -043-
& v 2G27-01 50T/kit onfirmaten
55IC104-10; 10T/kit;
ParaHIT f Ver. 1.0 Rapid Test for -
2014 Malaria RDT e o . 55IC104-25; CE-mark ARKRAY Healthcare Pvt. Ltd. Sachin (Surat), India 25T/kit; d-test-p-fal laria-devi x.0062-023.00
falciparum Malaria Device -test-p- - -device-pacx-0062-023-
p: 551C104-50 SUT/k‘\l rapid-test-p-falciparum-malaria-device-pgqax:
BD FACSPresto Near-Patient CD4 Counter 651000; secton. Dickinson and Company, 85 |San Jose, California, USA 651000: instrument https://extranet.who.int/paweb/content/public-report-bd-
2014 CD4 Technologies | with BD CD4%CD4/Hb Cartridge and 8D 657681; CE-mark e e e 657681: catridge (100/box) facspresto%E2%84%A2-near-p. da-c bd-cddcdahb-cartridge-
FACSPresto Cartridges Kit 655495 gapore, Singap 655495: pipette (100/box) and-bd
IHI-T402WA; 40T/it;
g IHI-TO402WG; i
ABON HIV 1(2/0 Tr_\ Line H\_Aman . X 4°T/kf https://extranet.who.int/pgweb/content/public-report-abon%E2%84%A2-
2014 HIV RDT Immunodeficiency Virus Rapid Test 1HI-T402WB; RoW ABON Biopharm (Hangzhou) Co. Ltd. | Hangzhou, PR China 40T/ki v 120 trilime Cloncy-siras.ropid-test.dovice-whole
-120-tri-l iency-virus-rapid-test-device-
Device 1HI-T402WC ST/kit o
50-2013; 24T7/kit without support material;
90' 1010/- 24T/kit with support materials;
so-mzz-/ 48T/kit without support material;
2013 HIV RDT INSTI HIV-1/HIV-2 Antibody Test 90-1021; RoW BioLytical Laboratories, Inc. Richmond, British Columbia, Canada 48T/kit with support materials; antibody.test-occh.0002-002.00
48T/kit with pipettes 2NTROCY-LEstRACRinaBLe
90-1038;
but no lancet, no alcohol
90-1064
swabs);
05FK60; 25T/kit;
05FK61; 25x1T/kit; ’
; i https://extranet.who.int/paweb/content/public-report-sd-bioline-malaria-
2013 Malaria ROT Bioline Malaria Ag P.f/Pan 05FK62; CE-mark Abbott Diagnostics Korea Inc Giheung-gu, Republic of Korea 17/kit; o
- ag-pfpan-0030-012
05FK63; 25T/kit;
05FK67 30T/kit
-90; -80; 12-24; 15-01; -01;
o1 Virological Technol Abbott RealTime HIV-1 Qualitative ANGE-90; 4NEE 33;,22 pol (4' fK 5”0 # ANGG-01; and Cemark Abbott Molecular | bes Plaines, 1L USA 96T/kit; https://extranet.who.int/paweb/content/public-report-abbott-realtime-hiv]
irological Technologies -6 (optiona -marl ott Molecular Inc. es Plaines, IL,
8 8 (Manual) P 4x24T pack 1 -manual-pgdx-0151-027-00
4N66-90; 9K14-02; 9K15-01; ANG6-80; ANGG-01; 6K12-
Abbott RealTime HIV-1 Qualitati ’ ’ y ’ ’ 96T/kit; https://extranet.who.int/pqweb/content/public-report-abbott-realtime-hiv
2013 Virological Technologies ott RealTime Qualitative 24; and 4N66-66 (optional) CE-mark Abbott Molecular Inc. Des Plaines, IL, USA /i B b B P

(m2000sp)

4x24T pack

1-qualitative-m2000sp-pqdx-0084-027-00



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-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-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
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
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Year prequalified Type of assay Product name Product code(s) t‘e':im“' site(s) Packaging Link to acess public report
03FK10; 30T/kit;
2013 HIVROT Bioline HIV-1/2 3.0 03FK16; Row Abbott Diagnostics Korea Inc Giheung-gu, Republic of Korea ST
03Fk17 25T/kit
72386; and 72388 . 96T/kit; 480T/kit https://extranet.who.int, yweb/content/public-report-
2013 HIVEIA Genscreen ULTRA HIV Ag-Ab CE-mark Bio-Rad Marnes La Coquette, France e 2563A% 2 o v-ag-ab.pach-0096.031-00
206502; 20T/ki;
1206502N; 20T/kit;
1206502E; 20T/kit;
2012 HIVRDT Uni-Gold HIV 1206502N-10( RoW Trinity Biotech Manufact Ltd Bray, Ireland 100T/kit; https://extranet.who.int/pgweb/content/public-report-uni-
ni-Gol o finity Biotech Manufacturing Ltd.  [Bray, Irelan )
1206502-10 v € v 100T/kit; g0ld%E2%84%A2-hiv-pqdx-0149-052-00
1206502-C; 20T/kit;
1206502€-C; 20T/kit;
1206502-C100 100T/kit
) ) 25 cartridges/kit and instrument; https://extranet.who.int/paweb/content/public-report-pima%E2%84%A2-
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 . N
100 cartridges/kit and instrument cdd-test-pqdx-0099-032-00
F:CD;CACS?C“"‘t"‘s“K’:’”eg‘:gi‘z"sg”'h! 337858; secton, Dick e o 337858: instrument system https://extranet.who.int/paweb/content/public-report-bd-
ount Control Kit an oun ecton, Dickinson and Company, ;
2012 coaTechnalogies | 2 wute Cbds, (8, ond 340166; CE-mark o San Jose, CA, USA 340166: 25T /kit E29%84%A2-instr -system-facscount%E2%84%A2-control-
& i 340167 340167: 50T/kit Kit-and-bd-facscount%E2%84%A2
CD3+ Counts)
BD FACSCount Instrument System with
337858; - 337858: instrument syst v
FACSCount Control Kit and BD FACSCount Becton, Dickinson and Company, BD  |San Jose, CA, USA and Instrument system https://extranet.who.int/paweb/content/public-report-bd-facscounttm-
2012 D4 Technologies 340166; CE-mark son i 340166: 25T/kit : !
CD4 Reagent Kit (Absolute and Biosciences Cayey, Puerto Rico ! instrument-system-facscounttm-control-kit-and-bd-
339010 339010: 50T/kit
Percentage CD4+ Counts)
05212294190; 03587797190; 03121453001; https://extranet.who.int/paweb/content/public-report-cobas%C2%AE-
COBAS AmpliPrep/COBAS TagMan HIV-1 : : ; 05212294190: 48T/kit - . -
2012 Virological Technologies Tes:n:;r;eo:/z olrs ’\::n :Q; 03051315001 or 05807875001 and 07963084190 CE-mark Roche Diagnostics GmbH Mannheim, Germany onaTrrton: 6.1 "{e:_s ampliprepcobas%C2%AE-tagman%C2%AE-hiv-1-qualitative-test-version-20-
g 0 {Tad Optional: 05527503001; 28127387001 - tagman-48
COBAS AmpliPrep/COBAS TagMan HIV-1 o33§f§f§3319%73§§;§§ﬁ%;ﬁﬁxﬁﬁﬂih d 05212294190; 48T/kit https://extranet.who.int/ paweb/content/publicreport-CobasC2XAE-
mpliPre agMan HIV- ; or an : 487/ki
2012 Virological Technologies oot Cersio‘:‘ 20 (TaqM:n o6) rota08150. CE-mark Roche Molecular Systems, Inc. Branchburg, NJ, USA O2aTrr150: 5.1 o : 5 %4C2%AE- 2%AE-hiv-1-qualitative-test-version-20-
Optional: 05527503001; 28127387001 tagman-36
2012 HIV RDT HIV 1/2 STAT-PAK HIV101 RoW Chembio Diagnostic Systems | Medford, NY, USA 20T/kit https://extranet.who.int/ paweb/content/public-report-hiv-12-stat-
o embio Diagnostic Systems Inc. edford, NY, i oA net 0007-000.00
280140; 280130; 280131; 280132; 280133; 280134; 280130, 280131, 280132,280133 and 280134: 4x1L | https://extranet.who.int/pqweb/content/public-report-nuclisens-
2011 Virological Technol NUCliSENS EasyQ HIV-1v2.0 (Automated CE-mark bioMérieux SA Marcy LEtolle, F .
irological Technologies | NuCHSENS EasyQ HIV-1v2.0 (Automated) 255055; 200305 ant 265033 marl ioMérieu arcy L'Etolle, France 285035, 48 11kt oAt 120 ot 0127.016.00
NUCIISENS EasyQ HIV-1v2.0 (Semi- o ' ) ) https://extranet.who.int/paweb/content/public-report-nuclisens-
2011 Virological Technol 200305; 200293; 200292; 285056; 200309; and 285033|  CE-mark bioMérieux SA Marcy LEtolle, F 200293 and 200292: 48T/kit, 285033: 48 T/kit
irological Technologies motomoted) ; ; ; an mar ioMérieu arcy UEtolle, France an /i i YAt 120 014801600



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
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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: 4 August 2022

Regulator
Year prequalified Type of assay Product name Product code(s) t‘e':s?m“’ site(s) Packaging Link to acess public report
702342; 20T/kit;
. 7D2343; . . " . . 100T/kit; https://extranet.who.int, web/content/public-report-alere-
2011 HIVROT Determine HIV-1/2 ot Row Abbott Diagnostics Medical Co., Ltd | Matsudo-shi, Chiba-ken, Japan Lotk e A s 1 £t 00331200
and 7D2343SETS. 100T/kit
2G31-90: 96T/kit (4x24T);
o1t Virolosical Technol Abbott RealTime HIV-1 (Mangal) | 2551 263190, 2631:80, 2631.70); 2631:66; 16809; | (. ABbott Molecular | des Plaines. 1L USh 2631-80: 8 runs; https://extranet.who.int/paweb/content/public-report-abbott-realtime-hiv]
irological Technologies ott RealTime HIV-1 (Manua -marl ott Molecular Inc. es Plaines,
& & 9K15-01; 04)70-24; and 04J71-93 i 2G31-70: 4 calibration runs (1/6 months); 1-manual-pqdx-0146-027-00
04)70-24: 96T/kit
2631 (2631-90 or 2G31-010, 2G31-80, 2631-70); 2G31- 6T/kit (4x24T) or 2G31-010 96T/kit (4x24T); , ,
. ¢ o ) kit (4x24T) or kit (X2AT); o rextranet. whoint/paweb/content/%E2%80%A2-public-report-
2011 Virological Technologies| ~ Abbott RealTime HIV-1 (m 2000sp) 66; 1168-09; 9K15-01; 04)70-24; 04)71-93; and 9K14- CE-mark Abbott Molecular Inc. Des Plaines, IL, USA runs; 2G31-70: 4 calibration runs (1/6 months); . .
abbott-realtime-hiv-1-m2000sp-pqdx-0145-027-00-pdf-1345mb
02 04J70-24: 96T/kit
2G31-90: 96T/kit (4x24T);
3N06-01, 2631(2631-90, 2631-80, 2G31-70); 2G31-66; kit (4241) ) v -
011 Virological Technol Abbott RealTime HIV-1 m 24sp) 1L68.09, KIS0 0417020, CEmark Abbott Molecular | Des Plaines, IL USA 2G31-80: 8 runs; https://extranet.who.int/pqweb/content/public-report-abbott-realtime-hiv]
irological Technologies ott RealTim e HIV-1 (m 24 -09; 9K15-01; 04170-24; -marl ott Molecular Inc. es Plaines, IL, -
8! 8! P oo 2G31-70: 4 calibration runs (1/6 months); 1-m24sp-pqdx-0083-027-00
04170-24: 96T/kit
05FKS0; 25T/kit;
25T/kit; ) v
) ) ) 05FKS1; N ' ) ’ https://extranet.who.int/paweb/content/public-report-sd-bioline-malaria-
2010 Malaria RDT Bioline Malaria Ag P.f CE-mark Abbott Diagnostics Korea Inc Giheung-ku, Republic of Korea 1T/kit x 25 each; -
05FKS2; ! ag-pf-and-sd-bioline-malaria-ag-pf-poct-pqdx-0031-012-01
Pt 1T/kit x 25 each.

* public report was amended, please refer to public report for detailed amendments . Public reports amended in the month of July are listed below:

FalciVax - Rapid test for Malaria Pv/Pf (PQDx 0290-025-00)

parascreen - Rapid test for Malaria Pan/Pf (PQDx 0291-025-00)

Diagnostic kit for HIV (1+2) antibody (colloidal gold) V2 (PQDx 0267-037-00)

** These products are subject to a WHO Notice of Concern: https://www.who.int
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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
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
https://extranet.who.int/pqweb/content/public-report-abbott-realtime-hiv-1-m24sp-pqdx-0083-027-00
https://extranet.who.int/pqweb/content/public-report-abbott-realtime-hiv-1-m24sp-pqdx-0083-027-00
https://extranet.who.int/pqweb/content/public-report-sd-bioline-malaria-ag-pf-and-sd-bioline-malaria-ag-pf-poct-pqdx-0031-012-01
https://extranet.who.int/pqweb/content/public-report-sd-bioline-malaria-ag-pf-and-sd-bioline-malaria-ag-pf-poct-pqdx-0031-012-01
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