‘3\ World Health
(9 Organization

~— <

WHO Emergency Use List: Bundibugyo virus (BDBV) nucleic acid detection tests
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Note: Products listed have only been assessed for Ebolavirus / BDBV detection claims

Regulatory
version

EUL application

Date Listed
number

Manufacturer name |Product name Product code(s)

Packaging

Link to access
public report

02 July 2026 Shanghai ZJ Bio-Tech Co., Ltd |E001@ Virus (EBOV%”R‘*" Time RT-PCR QR-0220-02 CE-Mark EUL 14468-139-00

EBOV Super Mix: 1 vial, 513uL
RT-PCR Enzyme Mix: 1 vial, 27puL
Internal Control (IC): 1 vial, 30uL
EBOV Negative Control: 1 vial, 200uL
EBOV Positive Control: 1 vial, 200pL

Available

RealStar Filovirus Screen RT-PCR Kit

29 July 2026 10

altona Diagnostics GmbH 441013 CE-Mark EUL 14469-153-00

Master A: 8 vials/60 pL

Master B: 8 vials/180 uL

Internal Control: 1 vial/1000 pL

Positive Control Target Ebola: 1 vial/250 pL
Positive Control Target Marburg: 1 vial/250 pL
Water (PCR) Grade: 1 vial/500 pL

Available soon

06 August 2026 KH Medical Co., Ltd. RADIONE Ebola/Marburg Detection Kit RP033 RoW EUL 14479-214-00

Ebola & Marburg pre-filled PCR tube: 4 well-strip
tube X 24 EA

Available

01 September 2026 Cepheid Xpert Hemorrhagic Fever Panel GXHF-10 RoW EUL 14508-070-00

Xpert Hemorrhagic Fever Cartridges with
Integrated Reaction Tubes in Foil-Sealed
Pouches: 10 units

Xpert Hemorrhagic Fever Sample Reagent: 10
units/2 mL

Xpert Hemorrhagic Fever Accessory Bag: 2 units
CD: 1 per kit

Available soon

BioFire Global Fever Special Pathogens

13 October 2026
Panel

BioFire Defense DFA2-ASY-0018 USFDA EUL 14509-154-00

Individually packaged BioFire GF SP Panel (6)
pouches

Single-use (1.0 mL) BIOFIRE FILMARRAY
Sample Buffer (7) tubes

Single-use pre-filled (1.5 mL) BIOFIRE
FILMARRAY Hydration Injection (7) Vials (blue)
Individually packaged BIOFIRE FILMARRAY
Sample Injection (7) Vials (red)

Individually packaged Transfer Pipettes (7)

Available soon



https://extranet.who.int/prequal/key-resources/documents/who-bdbv-eul-public-report-ebola-virus-ebov-real-time-rt-pcr-kit-eul-14468
https://extranet.who.int/prequal/key-resources/documents/who-bdbv-eul-public-report-radione-ebolamarburg-detection-kit-eul-14479

