
S/N NAME OF TEST KITS MANUFACTURER

2 BIOSYNEX COVID-19 BSS BIOSYNEX SA FRANCE/ SWITZERLAND

3 DIAGNOSTIC KIT FOR IgM/IgG 
ANTIBODY

ZHUHAI LIVZON DIAGNOSTIC INC. NO 266 
TONGCHANG ROAD, XIANGZHOU DISTRICT CHINA

4 STANDARD F COVID-19 Ag FIA 
TEST KITS

SD BIOSENSOR INC. GYEONGGI-DO 16690 KOREA

5 STANDARD Q COVID -19 Ag TEST SD BIOSENSOR INC. GYEONGGI-DO 16690 KOREA

8 BIOZEK IgM/IgM RAPID TEST 
CASSETTE 

INZEK INTERNATIONAL TRADING, VISSENTRAAT 32 
7324 AL APELDOORN, NETHALANDS 

CORE TECHNOLOGY CO. LTD ROOM 100 C BUILDING NO 
29 LIFE PARK ROAD CHANGPING DISTRICT, BEIJING 
CHINA

HANGZHOU BOSURE BIOTECH CO LTD 3RD FLOOR NO 1  
1418-25,MOGANSHAN ROAD,HANGZHOU, CHINA.

6 COVID-19 IgM/IgG RAPID TEST 
KIT

NANTONG EGENS BIOTECHNOLOGY CO LTD     BUILDING 
15, BUILDING 12 (WEST) NO 1692 XINGHU AVENUE, 
NANTONG ECONOMIC & TECHNOLOGHY 
DEVELOPMENT ZONE, CHINA

1 COVID-19 IgM/IgG AB TEST KIT

7 nCoV-19 IgM/IgG RAPID TEST KIT



DATE OF EUA ISSUANCE APPROVAL TYPE OF TEST KIT

23 MARCH, 2020 FRANCE LETTER OF 
AUTHORIZATION

RAPID TEST ANTIBODY 
KITS

25 MARCH, 2020 REGISTRATION CERTIFICATE PR 
CHINA

RAPID TEST ANTIBODY 
KITS

25 MARCH, 2020 REGISTRATION CERTIFICATE KOREA 
, FDA ESTABLISHMENT 
REGISTRATION & DEVICE LISTING

RAPID ANTIGEN TEST KITS

25 MARCH, 2020 REGISTRATION CERTIFICATE KOREA 
, FDA ESTABLISHMENT 
REGISTRATION & DEVICE LISTING

RAPID ANTIGEN TEST KITS

RAPID TEST ANTIBODY 
KITS

RAPID TEST ANTIBODY 
KITS

RAPID TEST ANTIBODY 
KITS

RAPID TEST ANTIBODY 
KITS

01 APRIL, 2020 REGISTRATION CERTIFICATE PR 
CHINA

15 APRIL, 2020 UKMHRA LETTER OF 
AUTHORIZATION

23 MARCH, 2020 REGISTRATION CERTIFICATE PR 
CHINA

02 APRIL, 2020 REGISTRATION IN GEMANY 
FEDERAL INSTITUTE FOR DRUGS 
AND MEDICAL DEVICES


