Your Well-being, Our Priority.

FDA ) FOOD AND DRUGS AUTHORITY

LIST OF COVID-19 APPROVED MEDICAL DEVICES FOR EMERGENCY USE

ANTIGEN IMMUNOASSAY TEST KITS WITH ANALYZERS

LUMIRADX PLATFORM INSTRUMENT (V5E) WITH LUMIRADX SARS-CoV-2 ANTIGEN Eastern
TEST STRIP KIT Copiam
Company
Limited,
Accra
BD VERITOR SYSTEM FOR RAPID BD (West
DETECTION OF SARS-CoV-2 ANTIGEN (FIA TEST KIT WITH ANALYZER) Africa)
Limited,
Accra
UMIC RTR FLOURESCENCE IMMUNOASSAY Omni
ANALYZER (FS100) WITH WANTAI SARS-CoV-2 Ag RAPID TEST (FIA) Speciality
Products,
Accra
STANDARD F2400/F200 FLUORESCENT IMMUNOASSAY ANALYZER SYSTEM (FIA TEST Codix
KIT WITH ANALYZER) Healthercare
Limited
V-CHEK IMMUNOFLUORESCENCE ANALYZER (CHF200) WITH V-CHEK SARS-CoV-2 Ag St. John's
RAPID TEST KIT (FIA) Hospital &
Fertility
Centre,
Accra
BODITECH AFIAS-6 FLUORESCENCE IMMUNOASSAY IVD (ANALYZER) WITH BODITECH Healthcare
AFIAS COVID-19 Ag TEST KIT Solution
Services
Limited,
Accra
BIOPANDA FLOURESCENCE IMMUNOASSAY ANALYZER WITH BIOPANDA COVID-19 Omni
ANTIGEN FIA RAPID TEST Speciality
Products,
Accra
LIVZON SARS-COV-2 ANTIGEN FLUORESCENCE IMMUNOCHROMATOGRAPHIC ASSAY Caritas
(FIA) TEST KIT Health
Solutions

International
Ltd., Accra




VENTILATORS

PRODUCT

LOCAL AGENT

ZOLL EMV+ 731 SERIES VENTILATOR

Life Care Technology Ghana Ltd

GRADIAN AHP300 COMPREHENSIVE CARE VENTILATOR

Artemis Sciences Limited

LOWENSTEIN VENTILOGIC LS VENTILATOR

Hospital Engineering Limited

ANTIGEN RAPID DIAGNOSTIC TEST KITS

HEALGEN COVID-19 ANITIGEN RAPID TEST KIT (BN: 2010266)

Dekolgo Enterprise, Accra

HUIHAI 2019 nCoV ANTIGEN RAPID TEST KIT (BN: 20210118)

Enfia Pharmaceuticals Co. Ltd,
Accra

BIOPANDA COVID-19 RAPID ANTIGEN TEST KIT (BN: CVA
21032206)

Impact Medical and Diagnostic
Centre, Accra

LEPU MEDICAL SARS-CoV-2 ANTIGEN RAPID TEST KIT

iCheck Health Solutions Limited,
Accra

SURE STATUS COVID-19 ANTIGEN TEST CARD (BN: 97K04208)

K. Yalley Co. Ltd., Accra

VERI-Q COVID-19 Ag RAPID TEST KIT

Nilex Corp Company Limited,
Accra

CELLEX Q SARS-CoV-2 RAPID ANTIGEN TEST (BN: B201109)

PharmaFen Ghana Limited, Accra

ABBOTT PANBIO COVID-19 Ag RAPID TEST DEVICE (BN:
41ADFA50A)

Codix Healthcare Limited, Accra

STANDARD Q COVID-19 ANTIGEN TEST KIT (BN: QC030200054)

Codix Healthcare Limited, Accra

GENRUI SARS-CoV-2 ANTIGEN TEST KIT (COLLOIDAL GOLD) (BN:

20201215)

Omni Speciality Products, Accra

GLOW+ COVID-19 ANTIGEN RAPID TEST KIT (BN: 2104131)

Panacyte Scientific Ghana
Limited, (Tel: 0240061662)




PCR EQUIPMENT AND KIT

PRODUCT NAME

LOCAL AGENT

SOLGENT DIAPLEXQ NOVEL CORONAVIRUS (2019-nCoV)
DETECTION KIT

GH-Daewoo Motors Ghana
Limited

DOW QUICKFINDER 2019-nCoV REALTIME PCR KIT BOSCH
VIVALYTIC ANALYZER WITH VIVALYTIC CARTRIDGE (NUCLEIC
ACID DETECTION SYSTEM)

GH-Daewoo Motors Ghana
Limited

BIO-RAD CFX 96 DX REAL-TIME PCR DETECTION SYSTEM
(INSTRUMENT)

Chirano Gold Mines Ltd

STANDARD M nCoV REAL-TIME DETECTION KIT

INQABA BIOTIC WEST AFRICA
LIMITED GHANA BRANCH

ALLPLEX 2019-nCOV RT-PCR ASSAY (TEST KIT)

Ingaba Biotic West Africa Limited
Ghana

DIAGNOVITAL HS SARS-COV-2 REAL-TIME PCR KIT

ENA Health Consult

BIOFLUX DNA/RNA EXTRACTION/PURIFICATION KIT

Akai House Clinic

GENESIG Q32 REAL TIME PCR INSTRUMENT

Akai House Clinic

LIFERIVER MIC REAL TIME PCR CYCLER (g-PCR SYSTEM)

Omni Diagnostics Limited

BODITECH AFIAS NUACTOR COVID-19 EXTRACTION KIT

Healthcare Solution Services
Limited

NX-48S VIRAL RNA EXTRACTION KIT

Zapel Ghana Limited

LILIF COVID-19 REALTIME RT-PCR KIT

Omni Diagnostics Limited

BODITECH EXAMPLAR COVID-19 REAL-TIME PCR KIT

Healthcare Solution Services
Limited

BIOCORE 2019-nCoV REALTIME PCR KIT

Zapel Ghana Limited

LIFERIVER AUTOMATED NUCLEIC ACID EXTRACTION
INSTRUMENT (EX 3600)

Omni Diagnostics Limited

VERI-Q PCR 316 COVID-19 MULTIPLEX DETECTION KIT MODEL

Nilex Corp Company Limited

POWERGENE 9600 Il REALTIME PCR MACHINE

Alphamed Services Limited

GENESIG CE-IVD KITS AND EASY KITS

Akai House Clinic

BIOER GENEPURE PRO AUTOMATIC DNA/RNA EXTRACTION AND
PURIFICATION SYSTEM

Akai House Clinic

DNATURE MAGNETIC BEADS VIRUS DNA/RNA EXTRACTION KIT

Akai House Clinic

LIFERIVER VIRAL DNA/RNA ISOLATION KIT

Omni Diagnostics Limited

VERI-Q PCR 316 GENE AMPLIFICATION DEVICE (MODEL QD-
P100)

Nilex Corp Company Limited

ZYMO QUICK-RNA VIRAL EXTRACTION KIT

Ingaba Biotic West Africa Limited

VERI-Q PREP M16 AIRWAY CLINICAL KIT

Nilex Corp Company Limited

LIFERIVER CORONAVIRUS (2019-nCoV) RT-PCR KIT

Omni Diagnostics Limited

ERYGIT SENTELIGO SARS COV2 MULTIPLEX RT-QPCR DETECTION
KIT

Nargis Medical Healthcare
Initiatives

SLAN 96 PCR INSTRUMENT

mPharma Pharmaceutical s Ltd

ORIENT GENE SARS-COV2 DETECTION KIT (RT-PCR)

Pharma Support Services Limited

ERYGIT RNA EXTRACTION KIT

Nargis Medical Healthcare
Initiatives




PULSE OXIMETER

PRODUCT NAME

LOCAL AGENT

ROSSMAX PULSE OXIMETER (SB200 & SA300)

Baron Healthcare Ltd

MASIMO RAD-97 PULSE CO-OXIMETER

Emanco Pharmacy Ltd

SURELIFE PULSE OXIMETER

Samrosa Medical Supplies

THERMOMETERS
PRODUCT LOCAL AGENT
K3 INFRARED THERMOMETER Surftronics Limited
PISEN INFRARED THERMOMETER CAPP Global

XS TR THERMOMETER

True Manufacturing & Trading Company
Ltd

AFK INFRARED BOBY THERMOMETER

Alpha. Com. Gh Technologies Ltd

DONGYUE NON-CONTACT INFRARED THERMOMETER

Babylove Sanitary Pdts & Packaging Ltd

MAIYUN NON-CONTACT INFRARED THERMOMETER

Artemis Sciences Limited

DIKANG MEDICAL INFRARED THERMOMETER

E-spring Trading Company Limited

BERRCOM NON-CONTACT INFRARED THERMOMETER

E-spring Trading Company Limited

SUNPHOR TWQ-01 THERMOMETER (NON-CONTACT
INFRARED)

Executive Care Medical Laboratory
Services

YOUTUO INFRARED THERMOMETER

Babylove Sanitary Pdts & Packaging Ltd

ARTEMIS NON-CONTACT INFRARED THERMOMETER

Artemis Sciences Limited

BOYUN NON-CONTACT INFRA RED THERMOMETER

Newman JP Ltd (GH)

ES-TO3 INFRARED THERMOMETER

Surftronics Limited

SHIKANG MEDICAL INFRARED THERMOMETER

Nilex Corp Company Limited

ROSSMAX INFRARED THERMOMETER (HC700 & HA500)

Baron Healthcare Ltd




