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Year prequalified Type of assay Product name Product code(s) Regulatory version Manufacturer Manufacturing site(s) Packaging
40 T/kit
ITPW01152-TC40;
’ 308, W jiao Rd, Xi IND. AREA, Hai , Xi , 25 T/kit
2019 HCV RDT Rapid Anti-HCV Test ITPWO01152-TC25; RoW InTec PRODUCTS, INC 3610226'5];2: inyang alcang, Mamen " Tjk;t
ITPW01153-TC40 ’
00-DKM-RK-MAL-ADX-004-001, Plot No.A-334,336,338 & A-337 & 339 1 T/kit,
. #AdvDx Malaria Pf Rapid Malaria Ag 00-DKM-RK-MAL-ADX-004-025, . Road no. 25 & 26, Wagle industial Estate 10 T/kit,
2019 Mal RDT RoW Advy Ch | Pvt Ltd.,
alaria Detection Test 00-DKM-RK-MAL-ADX-004-010, and © vy ~hemical Fv Thane 400 604 25 T/kit,
00-DKM-RK-MAL-ADX-004-050 India 50 T/kit
05FK140; Sl.t: 1: 46, Hagal—r(? 15? beongil, g i of 25T/Kit;
05FK141; EI eung-gu, Yongin-si, Gyeonggi-do 17099, Republic o 25T/Kit;
orea .
05FK142; 1T/kit x 25 each;
# NxTek Eliminate Malaria Pf and ’ i : - ’
xTek Eliminate Malaria Pf an 0SEK143 S'.t: 2: 65, Borahagal ro, _ biic of 1T/kit x 25 each
2019 Malaria RDT CE-mark Abbott Diagnostics Korea Inc EI eung-gu, Yongin-si, Gyeonggi-do 17039, Republic o
orea
d NxTek Malaria Pf
and Bxtek Vialana 05FK144 25T/Kit
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
PI13FRC25s; Tlt; 1 A1-302, GIDC, Sarigam 396 155, Valsad, Gujarat, 25 x single kit;
PI13FRC10s; n 'az' 17,355 Shree Ganesh Industrial E 10 x single kit;
2018 Malaria RDT First Response Malaria Antigen P. PIL3FRC25; RoW Premier Medical Corporation Limited SKIteh'. - N . Dree ages ; 3L;S;;i5 sraff’ 25 > multi kit;
falciparum (HRP2) Card Test PI13FRC30 P achigam, Nani Uaman, Laman » (ndia 30 x multi kit
PI19FRC10s; 25 x single test:
. site 1: A1-302, GIDC, Sarigam 396 155, Valsad, Gujarat, X sing ? st
First R Malaria Ag. P.f. / P.v. Card PI19FRC25s; Indi 30 x multi test;
irst Response Malaria Ag. P.f. / P.v. Car ndia; .
2018 Malaria RDT P & PI19FRC30; RoW Premier Medical Corporation Limited . . 25 x multi test
Test PI19FRC25 site 2: 32-35A, Shree Ganesh Industrial Estate,
Kachigam, 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 05EK123 CE-mark Abbott Diagnostics Korea Inc South Korfa feung-gu gin-s! ge! 1T//kilt
2018 HIV RDT for self-testing INSTI HIV Self Test 90-1071 RoW bioLytical Laboratories Inc. Richmond, British Columbia, Canada 1T/kit
WO006-C4P2, 25T/kit;
WO006-P0045, 25T/kit;
WO006-P0046, 25T/kit;
One Step HIV1/2 Whol WO006-P0047, 8 Lizhishan Road, Sci City, L District 25T/t
2018 HIV RDT BIO’;Z /szf o /Plasma ;’eest W006-P0048, RoW Guangzhou Wondfo Biotech Co., Ltd < ;Zn 'shzn ;)130 . Gg'eRlce b'I.Z’Ofu gﬁ.anr;g IStrch, 25T/kit;
. WO006-C4P2-F, uangznot,  REPURT ! 40T/kit;
W006-P0049, 40T/kit;
WO006-P0050, 40T/kit;
WO006-P0051 , 40T/kit;
MFLRPD-02; 30T/kit;
. One Step test for Malaria Pf/Pv Ag MFLRPD-03; . . D1-D3, Meril Park, Survey No. 135/2/B & 174/2, 25T/kit;
2018 Mal RDT CE- ked Meril D tics Pvt. Ltd.
alana MERISCREEN Malaria Pf/Pv Ag MFLRPD-04; marke ertl D1agnostics kv Muktanand Marg, Chala, Vapi 396191, Gujarat, India 50T/kit;
MFLRPD-05 10 T/kit.
PI16FRC10s site 1: A1-302, GIDC, Sarigam 396 155, Valsad, Gujarat, 10 x single kit
) First Response Malaria Ag. pLDH/HRP2 PI16FRC25s . . . - India; 25 x single kit
2018 Malaria RDT RoW Premier Medical Corporation Limited ! o
Combo Card Test PI16FRC25 P site 2: 32-35A, Shree Ganesh Industrial Estate, 25 x multi kit
PI16FRC30 Kachigam, Nani Daman, Daman 396215, India" 30 x multi kit
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