
Active FSNs for WHO recommended products 

Product name 
Product code/Model 

number 
 

Lot number/Serial number  
Manufacturer FSCA/FSN number Date issued 

Alinity m system 08N53-002 All 
Abbott Molecular 
Inc. 

FA-AM-OCT2022-282 14-Oct-22 

Alinity m system 08N53-002 All 
Abbott Molecular 
Inc. 

FA-AM-DEC2022-285 09-Dec-22 

Trueprep AUTO Universal Cartridge 
Based Sample Prep Kit   
Trueprep AUTO v2 Universal 
Cartridge Based Sample Prep Kit  

Not given  

USPPK569-PLM  
VUCPK240-PLM 
014USPK-PLM 
010VUCPK-PLM 

Molbio Diagnostics 
Private Limited 

AN-2022/001 29-Aug-22 

Uni-Gold™ HIV 
1206502, 1206502N-
100, 1206502-100  

All Trinity Biotech R004/22 6-Apr-23 

Uni-Gold™ HIV Complete 
1206502-C, 1206502-
C100  

All Trinity Biotech R004/22 6-Apr-23 

Visitect CD4 Advanced Disease Test OD368 LOT 7068543 
Omega Diagnostics 
(now Accubio) 

FSN_CC-4 13-Mar-23 

m-PIMA HIV-1/2 VL 
 

270150050, 
27015W50 
 

08634, 08638, 08653, 08675, 
08676, 08681, 08685, 08705, 
08766, 08767, 08778, 08799, 
08901, 08925, 08931 

Abbott Rapid 
Diagnostics Jena 
GmbH 
 

FCA-
00000264/D10147274 
Rev AA 
 

19-Sep-23 
 

m-PIMA HIV-1/2 Detect 
 

27011R050 
 

08686, 08777 
 

Abbott Rapid 
Diagnostics Jena 
GmbH 

FCA-
00000265/D10147273 
Rev AA 

19-Sep-23 
 

Monolisa HCV Ag-Ab ULTRA V2 72561, 72562 

2J0063, 2L0064, 3A0065, 3B0066, 
3B1066, 3C0067, 3H0068, 3K009, 
2J0579, 2L0580, 3A0581, 3B0582, 
3D0583, 3F0584, 3H0585, 3K0586 

Bio-Rad 
Laboratories 

FSCA 2023-001 27-Nov-23 

Alinity m System  (Alinity m assays 
SARS-COV-2, RESP-4-PLEX, HSV 1/2, 
and MPXV) 

08N53-002 (UDI 
00884999048034) 

All 
Abbott Molecular 
Inc. 

FA-AM-MAR2024-
298B 

19-Mar-24 

Genie Fast HIV 1/2 72330, 72327 
3B0039, 3C0040, 3B0053, 3E0054, 
3H0057, 3H0041, 3J0058 

Bio-Rad 
Laboratories 

FSCA ID-2024-001, 
updated 7-OCT-2024 

02-May-24 

Xpert® MTB/RIF Ultra GXMTB/RIFULTRA-50 39116 Cepheid AB 24FAR006 30-May-24 

Xpert® Xpress CoV-2 plus XP3SARS-COV2-10 1001425219, 1001425217 Cepheid AB 24FAR011 24-Sept-24 

Xpert® HIV-1 Qual GXHIV-QA-CE-10 74010, 74813 Cepheid AB 2025FAR003 26-Feb-25 

 


