
 

  

Approved COVID-19 Test Kits 
 

No Objection 
Notification # 

Date  
Manufacturer 

Name 
Manufacture

r Address 
Intended 

Use 
Product 
Name 

Reference 
# 

MDN 
001:2022 

20/01/
2022 

InBios 
International, 
Inc. 

307 Westlake 
Ave., N. Suite 
300, Seattle, 
WA 98109 
USA 

Profession
al Use 
Only 

InBios 
SCoV-2 Ag 
Detect 
Rapid Test 

COVAG-
RC, 

COVAG-20 

MDN 
002:2022 

20/01/
2022 

Nano-Ditech 
Corporation 

259 Prospect 
Plains Road, 
Building K, 
Cranbury, NJ 
08512, USA 

Profession
al Use 
Only 

Nano-Check 
COVID-19 
Antigen 
Test 

ND-MD8147 

MDN 
003:2022 

28/01/
2022 

SD Biosensor, 
Inc. 

74, 
Osongsaeng
myeong 4-ro, 
Osong-eup, 
Heungdeok-
gu, 
Cheongju-si, 
Chungcheong
buk-do, 
28161, 
Republic of 
Korea 

Profession
al Use 
Only 

STANDARD 
Q COVID-
19 Ag Test 

Q-NCOV-
01G 

MDN 
004:2022 

28/01/
2022 

SD Biosensor, 
Inc.                                          
(Distributor 
Name: Roche 
Diagnostics 
GmbH) 

74, 
Osongsaeng
myeong 4-ro, 
Osong-eup, 
Heungdeok-
gu, 
Cheongju-si, 
Chungcheong
buk-do, 
28161, 
Republic of 
Korea            
(Distributor 
Address: 
Sandhofer 
Strasse 116, 
D-68305 

Profession
al Use 
Only 

Roche 
SARS-CoV-
2 Rapid 
Antigen 
Test 

9901-
NCOV-01G 



  

No Objection 
Notification # 

Date  
Manufacturer 

Name 
Manufacture

r Address 
Intended 

Use 
Product 
Name 

Reference 
# 

Mannheim, 
Germany) 

MDN 
005:2022 

27/01/
2022 

BTNX, Inc. 

570 Hood Rd, 
Unit 23 
Markham, 
ON, L3R 
4G7, Canada 

Profession
al Use 
Ony 

Rapid 
Response 
COVID-19 
Antigen 
Rapid Test 
Device 

COV-19C25 

MDN 
006:2022 

27/01/
2022 

InBios 
International, 
Inc. 

307 Westlake 
Ave., N. Suite 
300, Seattle, 
WA 98109 
USA 

Profession
al Use 
Only 

InBios 
SCoV-2 Ag 
Detect 
Rapid Test 

COVAG-RC 

MDN 
007:2022 

27/01/
2022 

Nano-Ditech 
Corporation 

259 Prospect 
Plains Road, 
Building K 
Cranbury, NJ 
08512 USA 

Profession
al Use 
Only 

Nano-Check 
COVID-19 
Antigen 
Test 

ND-MD8147 

MDN 
008:2022 

27/01/
2022 

Abbott Rapid 
Diagnostics 
Jena GmbH 

Orlaweg 1, 
07743 Jena, 
Germany 

Personal 
Use / Self-
Testing 

Abbott 
Panbio 
COVID-19 
Antigen 
Self-Test 

41FK71, 
41FK81 

MDN 
009:2022 

27/01/
2022 

Quidel 
Corporation 

10165 
McKellar 
Court, San 
Diego, CA 
92121, USA 

Profession
al Use 
Only 

Quidel 
QuickVue 
SARS 
Antigen 
Test 

20387 

MDN 
010:2022 

27/01/
2022 

SD Biosensor, 
Inc.                                          
(Distributor 
Name: Roche 
Diagnostics 
GmbH) 

74, 
Osongsaeng
myeong 4-ro, 
Osong-eup, 
Heungdeok-
gu, 
Cheongju-si, 
Chungcheong
buk-do, 
28161, 
Republic of 
Korea            
(Distributor 
Address: 
Sandhofer 
Strasse 116, 
D-68305 
Mannheim, 
Germany) 

Personal 
Use / Self-
Testing 

Roche 
SARS-CoV-
2 Antigen 
Self Test 
Nasal 

9901-
NCOV-06G 



  

No Objection 
Notification # 

Date  
Manufacturer 

Name 
Manufacture

r Address 
Intended 

Use 
Product 
Name 

Reference 
# 

MDN 
011:2022 

27/01/
2022 

Quidel 
Corporation 

10165 
McKellar 
Court, San 
Diego, CA 
92121, USA 

Profession
al Use 
Only 

Quidel Sofia 
SARS 
Antigen FIA 
& Sofia 2 
Fluorescent 
Immunoass
ay Analyzer 

20374, 
20300 

MDN 
012:2022 

31/01/
2022 

Abbott Rapid 
Diagnostics 
Jena GmbH 

Orlaweg 1, 
07743 Jena, 
Germany 

Profession
al Use 
Only 

Abbott 
Panbio 
COVID-19 
Ag Rapid 
Test Device 
(Nasophary
ngeal) 

41FK10, 
41FK20 

MDN 
013:2022 

31/01/
2022 

SD Biosensor, 
Inc. 

74, 
Osongsaeng
myeong 4-ro, 
Osong-eup, 
Heungdeok-
gu, 
Cheongju-si, 
Chungcheong
buk-do, 
28161, 
Republic of 
Korea 

Profession
al Use 
Only 

STANDARD 
Q COVID-
19 Ag Test 

Q-NCOV-
01G 

MDN 
014:2022 

02-07-
22 

Vision 
Biyoteknoloji 
Arastirma 
Gelistirme 
Laboratuvar 
Sistemleri 
Sanayi ve 
Ticaret Limited 
Sirketi 

Merdivenkoy 
Mah., Dikyol 
Sk. No: 2/58, 
BusinessIstan
bul Plaza B 
Block Flat: 6 
Kadikoy/Istan
bul/Turkey 

Profession
al Use 
Only 

Vision 
Covid-19 
Rapid 
Antigen 
Test Kit 

V2004Y190 

MDN 
015:2022 

02-02-
22 

Abbott Rapid 
Diagnostics 
Jena GmbH 

Orlaweg 1, 
07743 Jena, 
Germany 

Personal 
Use / Self-
Testing 

Abbott 
Panbio 
Covid-19 
Antigen 
Self-Test 

41FK51/41F
K71, 

41FK81/41F
K91 

MDN 
016:2022 

02-03-
22 

Hangzhou 
Clongene 
Biotech Co., 
Ltd. 

No.1 
Yichuang 
Road, 
Yuhang Sub-
district, 
Yuhang 
District, 
311121 
Hangzhou, 
China 

Profession
al Use 
Only 

CLUNGENE 
RAPID 
TEST 
COVID-19 
Antigen 
Rapid Test 
Cassette 

ICOV5002-
B025 



  

No Objection 
Notification # 

Date  
Manufacturer 

Name 
Manufacture

r Address 
Intended 

Use 
Product 
Name 

Reference 
# 

MDN 
017:2022 

02-03-
22 

Hangzhou 
Clongene 
Biotech Co. Ltd. 

No.1 
Yichuang 
Road, 
Yuhang Sub-
District, 
Yuhang 
District 
311121 
Hangzhou, 
China 

Profession
al Use 
Only 

CLUNGENE 
RAPID 
TEST 
COVID-19 
Antigen 
Rapid Test 
Cassette 

ICOV5002-
B025 

MDN 
018:2022 

02-03-
22 

SD Biosensor, 
Inc. 

74, 
Osongsaeng
myeong 4-ro, 
Osong-eup, 
Heungdeok-
gu, 
Cheongju-si, 
Chungcheong
buk-do, 
28161, 
Republic of 
Korea 

Profession
al Use 
Only 

STANDARD 
Q COVID-
19 Ag Test 

Q-NCOV-
01G 

MDN 
019:2022 

02-07-
22 

ACON Biotech 
(Hangzhou) 
Co., Ltd.          
(Distributor 
Name: ACON 
Laboratories, 
Inc.) 

No. 210 
Zhenzhong 
Road, West 
Lake District, 
310030 
Hangzhou, 
People's 
Republic of 
China                                                                  
(Distributor 
Name: 5850 
Oberlin Drive, 
#340, San 
Diego, CA 
92121, USA) 

Personal 
Use / Self-
Testing 

Flowflex 
COVID-19 
Antigen 
Home Test 

L031-118B5 

MDN 
020:2022 

02-07-
22 

DNA 
Diagnostics A/S 

Voldbjergvej 
14, Dk-8240 
Risskov, 
Denmark 

Personal 
Use / Self-
Testing 

DNA 
Diagnostic 
SARS-CoV-
2 Ag Rapid 
Test 

CV19AGH 

MDN 
021:2022 

02-07-
22 

ACON Biotech 
(Hangzhou) 
Co., Ltd. 

No. 210 
Zhenzhong 
Road, West 
Lake District, 
Hangzhou, 
People's 
Republic of 
China, 
310030 

Personal 
Use / Self-
Testing 

Flowflex 
SARS-CoV-
2 Antigen 
Rapid Test 

L031-
118M5, 

L031-
118A5, 

L031-118Q5 



  

No Objection 
Notification # 

Date  
Manufacturer 

Name 
Manufacture

r Address 
Intended 

Use 
Product 
Name 

Reference 
# 

MDN 
022:2022 

02-07-
22 

ACON Biotech 
(Hangzhou) 
Co., Ltd. 

No. 210 
Zhenzhong 
Road, West 
Lake District, 
Hangzhou, 
People's 
Republic of 
China, 
310030 

Personal 
Use / Self-
Testing 

Flowflex 
SARS-CoV-
2 Antigen 
Rapid Test 

L031-
118M5, 

L031-
118A5, 

L031-118Q5 

MDN 
023:2022 

02-07-
22 

ACON Biotech 
(Hangzhou) 
Co., Ltd. 

No. 210 
Zhenzhong 
Road, West 
Lake District, 
Hangzhou, 
People's 
Republic of 
China, 
310030 

Personal 
Use / Self-
Testing 

Flowflex 
SARS-CoV-
2 Antigen 
Rapid Test 

L031-
118M5, 

L031-
118A5, 

L031-118Q5 

MDN 
024:2022 

02-07-
22 

ACON Biotech 
(Hangzhou) 
Co., Ltd. 

No. 210 
Zhenzhong 
Road, West 
Lake District, 
Hangzhou, 
People's 
Republic of 
China, 
310030 

Personal 
Use / Self-
Testing 

Flowflex 
SARS-CoV-
2 Antigen 
Rapid Test 

L031-
118M5, 

L031-
118A5, 

L031-118Q5 

MDN 
025:2022 

02-07-
22 

ACON Biotech 
(Hangzhou) 
Co., Ltd. 

No. 210 
Zhenzhong 
Road, West 
Lake District, 
Hangzhou, 
People's 
Republic of 
China, 
310030 

Personal 
Use / Self-
Testing 

Flowflex 
SARS-CoV-
2 Antigen 
Rapid Test 

L031-
118M5, 

L031-
118A5, 

L031-118Q5 

MDN 
026:2022 

02-07-
22 

ACON Biotech 
(Hangzhou) 
Co., Ltd. 

No. 210 
Zhenzhong 
Road, West 
Lake District, 
Hangzhou, 
People's 
Republic of 
China, 
310030 

Personal 
Use / Self-
Testing 

Flowflex 
SARS-CoV-
2 Antigen 
Rapid Test 

L031-
118M5, 

L031-
118A5, 

L031-118Q5 

MDN 
027:2022 

02-07-
22 

ACON Biotech 
(Hangzhou) 
Co., Ltd. 

No. 210 
Zhenzhong 
Road, West 
Lake District, 
Hangzhou, 
People's 
Republic of 

Personal 
Use / Self-
Testing 

Flowflex 
SARS-CoV-
2 Antigen 
Rapid Test 

L031-
118M5, 

L031-
118A5, 

L031-118Q5 



  

No Objection 
Notification # 

Date  
Manufacturer 

Name 
Manufacture

r Address 
Intended 

Use 
Product 
Name 

Reference 
# 

China, 
310030 

MDN 
028:2022 

02-07-
22 

ACON Biotech 
(Hangzhou) 
Co., Ltd. 

No. 210 
Zhenzhong 
Road, West 
Lake District, 
Hangzhou, 
People's 
Republic of 
China, 
310030 

Personal 
Use / Self-
Testing 

Flowflex 
SARS-CoV-
2 Antigen 
Rapid Test 

L031-
118M5, 

L031-
118A5, 

L031-118Q5 

MDN 
029:2022 

22/02/
2022 

Mylab 
Discovery 
Solutions Pvt. 
Ltd 

Plot No 99-B, 
Lonavala 
Industrial Co-
Operative 
Estate Ltd., 
Nangargaon, 
Lonavala, 
Pune, 
Maharashtra 
410401, India 

Personal 
Use / Self-
Testing 

Mylab 
CoviSelf 
COVID-19 
Rapid 
Antigen 
Test 

AG00003-A-
0621011 

MDN 
030:2022 

02-10-
22 

SureScreen 
Diagnostics 

1 Prime 
Parkway, 
Prime 
Enterprise 
Park, Derby, 
DE1 3QB, UK 

Personal 
Use / Self-
Testing 

SureScreen 
SARS-CoV-
2 Antigen 
Rapid Test 
Cassette 

COVID19A
GVCGS7ST 

MDN 
031:2022 

02-10-
22 

SD Biosensor, 
Inc. 

74, 
Osongsaeng
myeong 4-ro, 
Osong-eup, 
Heungdeok-
gu, 
Cheongju-si, 
Chungcheong
buk-do, 
28161, Korea 

Profession
al Use 
Only 

STANDARD 
Q Covid-19 
Ag Test 

Q-NCOV-
01G 

MDN 
032:2022 

02-10-
22 

Abbott Rapid 
Diagnostics 
Jena GmbH 

Orlaweg 1, D-
07743 Jena, 
Germany 

Personal 
Use / Self-
Testing 

Abbott 
Panbio 
COVID-19 
Ag Rapid 
Test Device 

41FK10 

MDN 
033:2022 

02-10-
22 

ACON Biotech 
(Hangzhou) 
Co., Ltd. 

No. 210 
Zhenzhong 
Road, West 
Lake District, 
Hangzhou, 
P.R. of China, 
310030 

Profession
al Use 
Only 

Flowflex 
SARS-CoV-
2 Antigen 
Rapid Test 

L031-
118M5, 

L031-
118P5, 

L031-118R5 



  

No Objection 
Notification # 

Date  
Manufacturer 

Name 
Manufacture

r Address 
Intended 

Use 
Product 
Name 

Reference 
# 

MDN 
034:2022 

02-10-
22 

SD Biosensor, 
Inc. 

74, 
Osongsaeng
myeong 4-ro, 
Osong-eup, 
Heungdeok-
gu, 
Cheongju-si, 
Chungcheong
buk-do, 
28161, 
Republic of 
Korea 

Personal 
Use / Self-
Testing 

STANDARD 
Q COVID-
19 Ag Home 
Test 

Q-NCOV-
01G 

MDN 
035:2022 

02-10-
22 

SD Biosensor, 
Inc. 

74, 
Osongsaeng
myeong 4-ro, 
Osong-eup, 
Heungdeok-
gu, 
Cheongju-si, 
Chungcheong
buk-do, 
28161, Korea 

Personal 
Use / Self-
Testing 

STANDARD 
Q COVID-
19 Ag Test 

Q-NCOV-
01G 

MDN 
036:2022 

17/02/
2022 

Core 
Technology Co., 
Ltd. 

Room 100, 
Building C, 
No.29 Life 
Park Road 
Changping 
District, 
Beijing 
102206 China 

Personal 
Use / Self-
Testing 

Coretests 
Covid-19 Ag 
Test 

BP291-05 

MDN 
037:2022 

17/02/
2022 

Abbott Rapid 
Diagnostics 
Jena GmbH 

Orlaweg 1, D-
07743 Jena, 
Germany 

Personal 
Use / Self-
Testing 

Abbott 
Panbio 
COVID-19 
Ag Rapid 
Test Device 

41FK51, 
41FK71, 
41FK81 

MDN 
038:2022 

17/02/
2022 

Anhui Deepblue 
Medical 
Technology Co., 
Ltd. 

4th Floor, D-1 
# Zone, Pearl 
Industrial 
Park, 106 
Innovation 
Avenue, 
High-Tech 
Development 
Zone, 230088 
Hefei, Anhui, 
People's 
Republic of 
China 

Profession
al Use 
Only 

Deepblue  
COVID-19 
(SAR-CoV-
2) Antigen 
Test Kit  

SL030101 

MDN 
039:2022 

17/02/
2022 

Anhui Deepblue 
Medical 
Technology Co., 
Ltd. 

4th Floor, D-1 
# Zone, Pearl 
Industrial 
Park, 106 

Profession
al Use 
Only 

Deepblue  
COVID-19 
(SAR-CoV-

SL030101 



  

No Objection 
Notification # 

Date  
Manufacturer 

Name 
Manufacture

r Address 
Intended 

Use 
Product 
Name 

Reference 
# 

Innovation 
Avenue, 
High-Tech 
Development 
Zone, 230088 
Hefei, Anhui, 
People's 
Republic of 
China 

2) Antigen 
Test Kit  

MDN 
040:2022 

17/02/
2022 

SD Biosensor, 
Inc. 

74, 
Osongsaeng
myeong 4-ro, 
Osong-eup, 
Heungdeok-
gu, 
Cheongju-si, 
Chungcheong
buk-do, 
28161, Korea 

Profession
al Use 
Only 

STANDARD 
Q COVID-
19 Ag Test 

Q-NCOV-
01G 

MDN 
041:2022 

17/02/
2022 

SD Biosensor, 
Inc. 

74, 
Osongsaeng
myeong 4-ro, 
Osong-eup, 
Heungdeok-
gu, 
Cheongju-si, 
Chungcheong
buk-do, 
28161, Korea 

Profession
al Use 
Only 

STANDARD 
F COVID-19 
Ag FIA 

10COV30D 

MDN 
042:2022 

17/02/
2022 

SD Biosensor, 
Inc. 

74, 
Osongsaeng
myeong 4-ro, 
Osong-eup, 
Heungdeok-
gu, 
Cheongju-si, 
Chungcheong
buk-do, 
28161, Korea 

Profession
al Use 
Only 

STANDARD 
F COVID-19 
Ag FIA 

10COV30D 

MDN 
043:2022 

17/02/
2022 

Meril  
Diagnostics Pvt. 
Ltd. 

Second Floor, 
D1-D3, Meril 
Park Survey 
No 135/2/B & 
174/2, 
Muktanand 
Marg, Chala, 
Vapi - 396 
191, Gujarat, 
India 

Personal 
Use / Self-
Testing 

COVIFIND 
COVID-19 
Antigen Self 
Test 

CFCAST-01 

MDN 
044:2022 

17/02/
2022 

Xiamen Boson 
Biotech Co., 
Ltd. 

90-94 
Tianfeng 
Road, Jimei 

Personal 
Use / Self-
Testing 

Rapid 
SARS-CoV-

1N40C5-2 



  

No Objection 
Notification # 

Date  
Manufacturer 

Name 
Manufacture

r Address 
Intended 

Use 
Product 
Name 

Reference 
# 

North 
Industrial 
Park, 
Xiamen, 
Fujian 
361021, P.R. 
China 

2 Antigen 
Test Card 

MDN 
045:2022 

17/02/
2022 

TaiDoc 
Technology 
Corporation 

B1-7F, 
No.127, 
Wugong 2nd 
Road, Wugu 
District, 
24888 New 
Taipei City, 
Taiwan 

Profession
al Use & 
Personal 
Use / Self-
Testing 

VTRUST 
COVID-19 
Antigen 
Rapid Test 

TD-4531 

MDN 
046:2022 

17/02/
2022 

SD Biosensor, 
Inc.                                          
(Distributor 
Name: Roche 
Diagnostics 
GmbH) 

74, 
Osongsaeng
myeong 4-ro, 
Osong-eup, 
Heungdeok-
gu, 
Cheongju-si, 
Chungcheong
buk-do, 
28161, 
Republic of 
Korea            
(Distributor 
Address: 
Sandhofer 
Strasse 116, 
D-68305 
Mannheim, 
Germany) 

Profession
al Use 
Only 

Roche 
SARS-CoV-
2 Rapid 
Antigen 
Test Nasal 

9901-
NCOV-03G 

MDN 
047:2022 

17/02/
2022 

SD Biosensor, 
Inc.                                          
(Distributor 
Name: Roche 
Diagnostics 
GmbH) 

74, 
Osongsaeng
myeong 4-ro, 
Osong-eup, 
Heungdeok-
gu, 
Cheongju-si, 
Chungcheong
buk-do, 
28161, 
Republic of 
Korea            
(Distributor 
Address: 
Sandhofer 
Strasse 116, 
D-68305 

Profession
al Use 
Only 

Roche 
SARS-CoV-
2 Rapid 
Antigen 
Test  

9901-
NCOV-01G 



  

No Objection 
Notification # 

Date  
Manufacturer 

Name 
Manufacture

r Address 
Intended 

Use 
Product 
Name 

Reference 
# 

Mannheim, 
Germany) 

MDN 
048:2022 

17/02/
2022 

Abbott Rapid 
Diagnostics 
Jena GmbH 

Orlaweg 1, D-
07743 Jena, 
Germany 

Personal 
Use / Self-
Testing 

Abbott 
Panbio 
COVID-19 
Antigen 
Self-Test 

41FK51, 
41FK71, 
41FK81, 
41FK91 

MDN 
049:2022 

17/02/
2022 

Abbott Rapid 
Diagnostics 
Jena GmbH 

Orlaweg 1, D-
07743 Jena, 
Germany 

Profession
al Use 
Only 

Abbott 
Panbio 
COVID-19 
Ag Rapid 
Test Device 

41FK10, 
41FK11 

MDN 
050:2022 

17/02/
2022 

ACON Biotech 
(Hangzhou) 
Co., Ltd. 

No. 210 
Zhenzhong 
Road, West 
Lake District, 
Hangzhou, 
P.R. of China, 
310030 

Personal 
Use / Self-
Testing 

Flowflex 
SARS-CoV-
2 Antigen 
Rapid Test 

L031-
118M5, 

L031-
118P5, 

L031-118R5 

MDN 
051:2022 

28/02/
2022 

Zhejiang Orient 
Gene Biotech 
Co., Ltd. 

No.3787#, 
East 
Yangguang 
Avenue, Dipu 
Street, Anji 
313300, 
Huzhou, 
Zhejiang, 
China 

Personal 
Use / Self-
Testing 

Orient Gene 
Rapid 
COVID-19 
(Antigen) 
Self-Test 

GCCOV-
502a-

H50GE 

MDN 
052:2022 

28/02/
2022 

Healgen 
Scientific 
Limited Liability 
Company 

3818 Fuqua 
Street, 
Houston TX 
77047, USA 

Personal 
Use / Self-
Testing 

Healgen 
Rapid 
COVID-19 
Antigen 
Self-Test 

GCCOV-
502a-H1 

MDN 
053:2022 

03-07-
22 

ACON Biotech 
(Hangzhou) 
Co., Ltd. 

No. 210 
Zhenzhong 
Road, West 
Lake District, 
Hangzhou, 
P.R. of China, 
310030 

Personal 
Use / Self-
Testing 

Flowflex 
SARS-CoV-
2 Antigen 
Rapid Test 

L031-
118M5, 

L031-
118P5, 

L031-118R5 

MDN 
054:2022 

28/02/
2022 

Wuhan 
UNscience 
Biotechnology 
Co., Ltd. 

Building B18, 
2nd Phase of 
Biomedical 
Park, #858 
GaoXin 
Road, 
Donghu Hi-
Tech 
Development, 

Profession
al Use 
Only 

UNscience 
SARS-CoV-
2 Antigen 
Rapid Test 
Kit 

CoV2Ag-25 



  

No Objection 
Notification # 

Date  
Manufacturer 

Name 
Manufacture

r Address 
Intended 

Use 
Product 
Name 

Reference 
# 

Wuhan, 
Hubei, P.R. 
China 

MDN 
055:2022 

28/02/
2022 

ACON Biotech 
(Hangzhou) 
Co., Ltd. 

No. 210 
Zhenzhong 
Road, West 
Lake District, 
Hangzhou, 
P.R. of China, 
310030 

Personal 
Use / Self-
Testing 

Flowflex 
SARS-CoV-
2 Antigen 
Rapid Test 

L031-
118M5, 

L031-
118P5, 

L031-118R5 

MDN 
056:2022 

28/02/
2022 

ACON Biotech 
(Hangzhou) 
Co., Ltd. 

No. 210 
Zhenzhong 
Road, West 
Lake District, 
Hangzhou, 
P.R. of China, 
310030 

Personal 
Use / Self-
Testing 

Flowflex 
SARS-CoV-
2 Antigen 
Rapid Test 

L031-
118M5, 

L031-
118A5, 

L031-118Q5 

MDN 
057:2022 

28/02/
2022 

Meril 
Diagnostics Pvt. 
Ltd. 

Second Floor, 
D1-D3, Meril 
Park Survey 
No 135/2/B & 
174/2, 
Muktanand 
Marg, Chala, 
Vapi-396 191, 
Gujarat, India 

Personal 
Use / Self-
Testing 

COVIFIND 
COVID-19 
Antigen Self 
Test 

CFCAST-01 

MDN 
058:2022 

28/02/
2022 

Biobase 
Diagnostic 
Technology 
(Shandong) 
Co., Ltd. 

909#, Office 
Building, 
Xiaoya 
Industrial 
Park, No.51 
South 
Gongye 
Road, High-
tech District, 
Jinan City, 
Shandong 
Province, 
China 

Profession
al Use 
Only 

BIOBASE 
Nucleic Acid 
Extraction 
SystemKit 

BNP32, 
BNP48 

MDN 
059:2022 

28/02/
2022 

Vedalab 

Rue de 
l'Expansion, 
ZAT de 
Londeau-
Cerise-B.P. 
11, 61006 
Alencon 
Cedex, 
France 

Personal 
Use / Self-
Testing 

COVID-19-
CHECK-1 
Antigen 
Self-Testing 
Rapid Test 

200074-4 

MDN 
060:2022 

28/02/
2022 

Advacare 
Pharma USA 

3rd Floor, 
Jonsim Place, 
228 Queen's 

Profession
al Use 
Only 

AccuQuik 
Test Kit 

DI-DIT-
12875 



  

No Objection 
Notification # 

Date  
Manufacturer 

Name 
Manufacture

r Address 
Intended 

Use 
Product 
Name 

Reference 
# 

Road East, 
Wanchai, 
Hong Kong, 
China 

COVID-19 
Ag Test 

MDN 
061:2022 

28/02/
2022 

ACON Biotech 
(Hangzhou) 
Co., Ltd.          
(Distributor 
Name: ACON 
Laboratories, 
Inc.) 

No. 210 
Zhenzhong 
Road, West 
Lake District, 
310030 
Hangzhou, 
People's 
Republic of 
China                                                                  
(Distributor 
Name: 5850 
Oberlin Drive, 
#340, San 
Diego, CA 
92121, USA) 

Personal 
Use / Self-
Testing 

Flowflex 
COVID-19 
Antigen 
Home Test 

L031-118B5 

MDN 
062:2022 

28/02/
2022 

Guangdong 
Wesail Biotech 
Co., Ltd. 

2F, Building 
1, 5 Hualian 
Street, 
Songshan 
Lake Science 
and 
Technology 
Industrial 
Park, 
Songshan 
Lake, 523808 
Dongguan, 
Guangdong, 
China 

Personal 
Use / Self-
Testing 

Wesail 
COVID-19 
Ag Test Kit 

BE0081, 
BE0082, 
BE0083, 
BE0080 

MDN 
063:2022 

28/02/
2022 

Shenzhen New 
Industries 
Biomedical 
Engineering 
Co., Ltd. 

No.23, 
Jingxiu East 
Road, 
Pingshan 
District, 
518122 
Shenzhen, 
P.R. China 

Profession
al Use 
Only 

Maglumi 
2019-nCoV 
IgM & IgG 
Test Kit 

130219016
M (IgM), 

130219015
M (IgG) 

MDN 
064:2022 

28/02/
2022 

Shenzhen 
Huian Biosci 
Technology Co., 
Ltd. 

Hangcheng 
Hedong 
Industrial 
Park, Xixiang, 
Baoan 
District, 
Shenzhen, 
Guangdong, 
P.R. China 

Profession
al Use 
Only 

CRDLIGHT 
SARS-CoV-
2 Antigen 
Test Kit 
(Colloidal 
Gold) 

203-001, 
203-020, 
203-025 



  

No Objection 
Notification # 

Date  
Manufacturer 

Name 
Manufacture

r Address 
Intended 

Use 
Product 
Name 

Reference 
# 

MDN 
065:2022 

03-10-
22 

Cepheid 

904 
Caribbean 
Drive, 
Sunnyvale, 
CA 94089 

Profession
al Use 
Only 

Xpert 
Xpress 
SARS-CoV-
2 | Xpert 
Xpress 
SARS-CoV-
2/Flu/RSv | 
Xpert 
Xpress 
SARS-CoV-
2/Flu/RSV 
plus 

XPRSARS-
COV2-10, 

XPCOV2/FL
U/RSV-10, 

XP3COV2/F
LU RSV-10 

MDN 
066:2022 

03-07-
22 

Healgen 
Scientific 
Limited Liability 
Company 

3818 Fuqua 
Street, 
Houston TX 
77047, USA 

Personal 
Use / Self-
Testing 

Healgen 
Rapid 
COVID-19 
Antigen 
Self-Test 

GCCOV-
502a-H1 

MDN 
067:2022 

03-07-
22 

Healgen 
Scientific 
Limited Liability 
Company 

3818 Fuqua 
Street, 
Houston TX 
77047, USA 

Personal 
Use / Self-
Testing 

Healgen 
Rapid 
COVID-19 
Antigen 
Self-Test 

GCCOV-
502a-H1 

MDN 
068:2022 

03-07-
22 

Mylab 
Discovery 
Solutions Pvt. 
Ltd. 

Plot No. 99-B, 
Lonavala 
Industrial Co-
oprative 
Estate Ltd., 
Nangargaon, 
Lonavala, 
Pune, 
Maharashtra 
410401, india 

Personal 
Use / Self-
Testing 

Mylab 
CoviSelf 
COVID-19 
Rapid 
Antigen 
Test 

MFG/IVD/20
20/000021 

MDN 
069:2022 

03-10-
22 

Premier Medical 
Corporation 
Private Limited 

A1-302, 
GIDC, 
Sarigam 396 
155, Dist. 
Valsad, 
Gujarat, 
INDIA 

Personal 
Use / Self-
Testing 

SURE 
STATUS 
COVID-19 
Antigen 
Card Test 
(Home Test) 

SS03-NS-
HP01 

MDN 
070:2022 

03-10-
22 

Meril 
Diagnostics Pvt. 
Ltd. 

Second Floor, 
D1-D3, Meril 
Park Survey 
No 135/2/B & 
174/2, 
Muktanand 
Marg, Chala, 
Vapi-396 191, 
Gujarat, India 

Personal 
Use / Self-
Testing 

COVIFIND 
COVID-19 
Antigen Self 
Test 

CFCAST-01 

MDN 
071:2022 

03-10-
22 

Qingdao AIBO 
Diagnostic Co., 
Ltd 

No.2 
Wanmufangsi 
Road, Jinkou, 
Jimo 266200 

Profession
al Use 
Only 

AIBO 
Diagnostic 
Novel 
Coronavirus 

- 



  

No Objection 
Notification # 

Date  
Manufacturer 

Name 
Manufacture

r Address 
Intended 

Use 
Product 
Name 

Reference 
# 

Qingdao, 
PEOPLE'S 
REPUBLIC 
OF CHINA 

(COVID-19) 
Antigen 
Rapid Test 
Kit 

MDN 
072:2022 

03-10-
22 

Jiangsu 
Konsung Bio-
Medical Science 
and Technology 
Co., Ltd. 

No. 8 
Shengchang 
West Road, 
Danyang 
Development 
Zone, 
Jiangsu 
Province 
212300, P.R. 
China 

Profession
al Use 
Only 

Konsung 
COVID-19 
Antigen 
Rapid Test 
Kit 
(Colloidal 
Gold) 

- 

MDN 
073:2022 

15/03/
2022 

Zhejiang Jilong 
Biotechnology 
Co., Ltd. 

Room 303, 
Building 4, 
No. 1 
Nangonghe 
Road Yuhang 
Economic 
and Technical 
Development 
Zone, Linping 
District, 
311100 
Hangzhou, 
Zhejiang, 
China 

Profession
al Use 
Only 

Global 
Select Fast 
SARS-CoV-
2 Detection 
Kit (RT-
PCR) 

- 

MDN 
074:2022 

15/03/
2022 

VivaChek 
Biotech 
(Hangzhou) 
Co., Ltd. 

Level 2, Block 
2, 146 East 
Chaofeng 
Road, 
Yuhang 
Economy 
Development 
Zone, 
Hangzhou, 
311100, 
Zhejiang, 
PRC 

Profession
al Use 
Only 

VivaDiag 
SARS-CoV-
2 Ag Saliva 
Rapid Test 

VCD17-01-
011 

MDN 
075:2022 

15/03/
2022 

VivaChek 
Biotech 
(Hangzhou) 
Co., Ltd. 

Level 2, Block 
2, 146 East 
Chaofeng 
Road, 
Yuhang 
Economy 
Development 
Zone, 
Hangzhou, 
311100, 
Zhejiang, 
PRC 

Personal 
Use / Self-
Testing 

Verino Pro 
SARS-CoV-
2 Ad Rapid 
Test (Self-
Test) 

VCD16-10-
043, 

VCD16-10-
045, 

VCD19-10-
044 



  

No Objection 
Notification # 

Date  
Manufacturer 

Name 
Manufacture

r Address 
Intended 

Use 
Product 
Name 

Reference 
# 

MDN 
076:2022 

15/03/
2022 

VivaChek 
Biotech 
(Hangzhou) 
Co., Ltd. 

Level 2, Block 
2, 146 East 
Chaofeng 
Road, 
Yuhang 
Economy 
Development 
Zone, 
Hangzhou, 
311100, 
Zhejiang, 
PRC 

Personal 
Use / Self-
Testing 

VivaDiag 
Pro SARS-
CoV-2 Ag 
Rapid Test 
(Self-Test) 

VCD16-10-
011, 

VCD16-10-
013, 

VCD16-10-
014, 

VCD16-10-
015 

MDN 
077:2022 

15/03/
2022 

BGI 
Biotechnology 
(Wuhan) Co. 
Ltd 

Building B2 
Zone B/C/D, 
Wuhan 
National 
Bioindustry 
Base, No.666 
Gaoxin 
Avenue, East 
Lake High-
tech 
Development 
Zone, 
Wuhan, 
Hubei,430075
, CHINA 

Profession
al Use 
Only 

BGI Real-
time 
flourescent 
RT-PCR kit 
for detecting 
2019-nCoV 

MFG030010 

MDN 
078:2022 

15/03/
2022 

Beijing Lepu 
Medical 
Technology Co. 
Ltd 

Floor 3 
Building 7-1, 
No. 37 
Chaoqian 
Road, 
Changping 
District, 
Beijing, P.R. 
China 

Personal 
Use / Self-
Testing 

LEPU 
MEDICAL 
SARS-CoV-
2 Antigen 
Rapid Test 
Kit 
(Colloidal 
Gold 
Immunochro
matography
) 

CG2701, 
CG2705, 
CG2710, 
CG2725 

MDN 
079:2022 

15/03/
2022 

Hangzhou Bioer 
Technology Co., 
Ltd 

Address 1192 
BinAn Rd, 
Beijing 
District, 
310053 
Hangzhou, 
People’s 
Republic 
CHINA 

Profession
al Use 
Only 

MagaBio 
plus Virus 
Neulic Acid 
Purification 
Kit 
(DNA/RNA 
Purification 
Kit III, 
DNA/RNA 
Purification 
Kit II, RNA 
Purification 
Kit) 

- 



  

No Objection 
Notification # 

Date  
Manufacturer 

Name 
Manufacture

r Address 
Intended 

Use 
Product 
Name 

Reference 
# 

MDN 
080:2022 

15/03/
2022 

Hangzhou 
Sejoy 
Electronics & 
Instruments 
Co., Ltd 

Area C, 
Building 2, 
No. 365, 
Wuzhou 
Road, 
Yuhang 
Economic 
Development 
Zone, 311100 
Hangzhou 
City, 
Zhejiang, 
China 

Personal 
Use / Self-
Testing 

SEJOY 
Self-Testing 
SARS-CoV-
2 Antigen 
Rapid Test 
Cassette 

COVG-
602ST 

MDN 
081:2022 

15/03/
2022 

Safecare 
Biotech 
(Hangzhou) 
Co., Ltd. 

Building 
2/203, No. 18 
Haishu Rd. 
Cangqian 
Sub-district, 
Yuhang 
district, 
Hangzhou, 
Zhejiang 
China 311121 

Personal 
Use / Self-
Testing 

SAFECARE 
BIO-TECH 
COVID-19 
Antigen 
Rapid Test 
Kit (Swab) 
For Self-
Testing 

COVAg-
6012H 

MDN 
082:2022 

15/03/
2022 

Premier Medical 
Corporation 
Private Limited 

A1-302, 
GIDC 
Sarigam, Dist. 
Valsad 396 
155, Gujarat, 
India 

Profession
al Use 
Only 

SURE 
STATUS 
COVID-19 
Antigen 
Card Test 

SS03P25 

MDN 
083:2022 

15/03/
2022 

Beijing Lepu 
Medical 
Technology Co. 
Ltd 

Building 7-1, 
No. 37 
Chaoqian 
Road, 
Changping 
District, 
Beijing, P.R. 
China 

Personal 
Use / Self-
Testing 

LEPU 
MEDICAL 
SARS-CoV-
2 Antigen 
Rapid Test 
Kit for Self-
Testing 
(Colloidal 
Gold 
Immunochro
matography
) 

CG3605 

MDN 
084:2022 

15/03/
2022 

LuminUltra 
Technologies 
Ltd. 

520 King 
Street, 
Frederiction, 
New 
Brunswick, 
Canada, E3B 
6G3 

Profession
al Use 
Only 

LUMINULT
RA 
GeneCount 
Covid-19 
RT-qPCR 
Assay Kit 

GCRNA-
COVID-96R 

MDN 
085:2022 

15/03/
2022 

Healgen 
Scientific 
Limited Liability 
Company 

3818 Fuqua 
Street, 
Houston TX 
77047, USA 

Personal 
Use / Self-
Testing 

SIEMENS 
Healthineer
s 
CLINITEST 

GCCOV-
502a-H1, 
GCCOV-
502a-H5, 



  

No Objection 
Notification # 

Date  
Manufacturer 

Name 
Manufacture

r Address 
Intended 

Use 
Product 
Name 

Reference 
# 

Rapid 
COVID-19 
Antigen 
Self-Test 

GCCOV-
502a 

MDN 
086:2022 

15/03/
2022 

ACON Biotech 
(Hangzhou) 
Co., Ltd. 

No. 210 
Zhenzhong 
Road, West 
Lake District, 
Hangzhou, 
P.R. of China, 
310030 

Personal 
Use / Self-
Testing 

Flowflex 
SARS-CoV-
2 Antigen 
Rapid Test 

L031-
118M5, 

L031-
118A5, 

L031-118Q5 

MDN 
087:2022 

15/03/
2022 

SD Biosensor, 
Inc. 

74, 
Osongsaeng
myeong 4-ro, 
Osong-eup, 
Heungdeok-
gu, 
Cheongju-si, 
Chungcheong
buk-do, 
28161, Korea 

Profession
al Use 
Only 

STANDARD 
F COVID-19 
Ag FIA 

10COV30D 

MDN 
088:2022 

15/03/
2022 

Meril 
Diagnostics Pvt. 
Ltd. 

Second Floor, 
D1-D3, Meril 
Park Survey 
No 135/2/B & 
174/2, 
Muktanand 
Marg, Chala, 
Vapi-396 191, 
Gujarat, India 

Personal 
Use / Self-
Testing 

COVIFIND 
COVID-19 
Antigen Self 
Test Kit 

CFCAST-01 

MDN 
089:2022 

15/03/
2022 

SD Biosensor, 
Inc. 

74, 
Osongsaeng
myeong 4-ro, 
Osong-eup, 
Heungdeok-
gu, 
Cheongju-si, 
Chungcheong
buk-do, 
28161, Korea 

Profession
al Use 
Only 

STANDARD 
Q Covid-19 
Ag Test 

Q-NCOV-
01G 

MDN 
090:2022 

15/03/
2022 

Healgen 
Scientific 
Limited Liability 
Company 

3818 Fuqua 
Street, 
Houston TX 
77047, USA 

Profession
al Use 
Only 

SIEMENS 
Healthineer
s 
CLINITEST 
Rapid 
COVID-19 
Antigen 
Test 

GCCOV-
502a-H1, 
GCCOV-
502a-H5, 
GCCOV-

502a 

MDN 
091:2022 

31/03/
2022 

ACON Biotech 
(Hangzhou) 
Co., Ltd. 

No. 210 
Zhenzhong 
Road, West 
Lake District, 

Personal 
Use / Self-
Testing 

Flowflex 
SARS-CoV-
2 Antigen 
Rapid Test 

L031-
118M5, 

L031-



  

No Objection 
Notification # 

Date  
Manufacturer 

Name 
Manufacture

r Address 
Intended 

Use 
Product 
Name 

Reference 
# 

Hangzhou, 
P.R. of China, 
310030 

118P5, 
L031-118R5 

MDN 
092:2022 

31/03/
2022 

Xiamen Boson 
Biotech Co., 
Ltd. 

90-94 
Tianfeng 
Road, Jimei 
North 
Industrial 
Park, 
Xiamen, 
Fujian 
361021, P.R. 
China 

Profession
al Use 
Only 

BOSON 
Rapid 
SARS-CoV-
2 Antigen 
Test Card 

1N40C5-2 
(1 test), 

1N40C5 (20 
tests) 

MDN 
093:2022 

31/03/
2022 

ACON 
Laboratories 
Inc. 

5850 Oberlin 
Drive, #340 
San Diego, 
CA-92121, 
USA 

Personal 
Use / Self-
Tesing 

Flowflex 
COVID-19 
Antigen 
Home test 

L031-118B5 

MDN 
094:2022 

31/03/
2022 

GenBody Inc. 

3-18 
Eopseong 2-
gil, Seobuk-
gu, Cheonan, 
Chungcheong
namdo, 
Republic of 
Korea 31077 

Profession
al Use 
Only 

GenBody 
COVID-19 
Antigen 
Test Kit 

COVAG025 

MDN 
095:2022 

31/03/
2022 

ACON Biotech 
(Hangzhou) 
Co., Ltd. 

No. 210 
Zhenzhong 
Road, West 
Lake District, 
Hangzhou, 
P.R. of China, 
310030 

Personal 
Use / Self-
Testing 

Flowflex 
SARS-CoV-
2 Antigen 
Rapid Test 

L031-
118M5, 

L031-
118P5, 

L031-118R5 

MDN 
096:2022 

31/03/
2022 

SGA 
MÜHENDİSLİK 
DANIŞMANLIK 
EĞİTİM İÇ VE 
DIŞ TİC. A.Ş. 

Oğuzlar Mah. 
1388. Sok 
No:31 Balgat 
- 
Ankara/Turke
y 

Profession
al Use 
Only 

V-CHECK 
SARS-CoV-
2 Rapid 
Antigen 
Test 
(Colloidal 
Gold) 

SCVC02 

MDN 
097:2022 

31/03/
2022 

Getein Biotech, 
Inc. 

No.9 Bofu 
Road, Luhe 
District, 
Nanjing, 
211505, 
China 

Personal 
Use / Self-
Testing 

One Step 
Test for 
SARS-CoV-
2 Antigen 

CG20615 

MDN 
098:2022 

31/03/
2022 

Quidel 
Corporation 

10165 
McKellar 
Court, San 
Diego, CA 
92121, USA 

Personal 
Use / Self-
Testing 

Quidel 
QuickVue 
At-Home 
OTC 
COVID-19 
Test 

20402 (2 
tests), 

20398 (25 
tests) 



  

No Objection 
Notification # 

Date  
Manufacturer 

Name 
Manufacture

r Address 
Intended 

Use 
Product 
Name 

Reference 
# 

MDN 
099:2022 

31/03/
2022 

CTK Biotech, 
Inc 

13855 Stowe 
Drive, Poway, 
CA 92064 
USA 

Personal 
Use / Self-
Testing 

OnSite 
COVID-19 
Ag Self Test 

R0182CST 

MDN 
100:2022 

31/03/
2022 

Sansure 
Biotech Inc. 
Company 

No.680, 
Lusong Road, 
Hi-Tech 
Development 
Zone, Yuelu 
District, 
Changsha, 
Hunan, 
410205, P.R. 
China 

Profession
al Use 
Only 

Novel 
Coronavirus 
(20189-
1CoV) 
Nucleic Acid 
Diagnostic 
Kit (PCR-
Fluorescenc
e Probing) 

3822009020 
(24 tests) 

MDN 
101:2022 

31/03/
2022 

Bioantibody 
Biotechnology 
Co., Ltd. 

Room 
903/905, 
Building C6, 
No.9 Weidi 
Road, Qixia 
District, 
Nanjing City, 
Jiangsu, 
China 

Profession
al Use 
Only 

BIOCOME 
SARS-CoV-
2 Antigen 
Rapid 
Detection 
Kit (Latex 
Chromatogr
aphy) 

- 

MDN 
102:2022 

31/03/
2022 

Shenzhen 
Lvshiyuan 
Biotechnology 
Co., Ltd 

Floor 101, 
201, 301, D 
Building, No.2 
Industrial 
Avenue, 
Buxin Village, 
Buxin 
Community, 
Dapeng 
Subdistrict 
Office, 
Dapeng New 
District, 
Shenzhen, 
518120 China  

Personal 
Use / Self-
Testing 

Green 
Spring 
SARS-CoV-
2 Antigen 
Rapid Test 
Kit 
(Colloidal 
Gold)  

GF102B1 

MDN 
103:2022 

31/03/
2022 

Princeton 
BioMeditech 
Corp. 

4242 U.S. 
Hwy 1, 
Monmouth 
Junction, NJ 
08852, USA 

Profession
al Use 
Only 

STATUS 
Covid-19 / 
Flu A&B 

33225 (25 
tests) 

MDN 
104:2022 

04-08-
22 

Genrui Biotech 
Inc. 

4-10F, 
Building 3, 
Geya 
Technology 
Park, 
Guangming 
District, 
518106, 

Personal 
Use / Self-
Testing 

Genrui 
SARS-CoV-
2 Antigen 
Test Kit 

52104097 



  

No Objection 
Notification # 

Date  
Manufacturer 

Name 
Manufacture

r Address 
Intended 

Use 
Product 
Name 

Reference 
# 

Shenzhen, 
China 

MDN 
105:2022 

04-08-
22 

Abbott Rapid 
Diagnostics 
Jena GmbH 

Orlaweg 1, 
07743 Jena, 
Germany 

Profession
al Use 
Only 

Abbott 
Panbio 
Covid-19 Ag 
Rapid Test 
Device 
(Nasal) 

41FK11 

MDN 
106:2022 

14/04/
2022 

Zhejiang Jilong 
Biotechnology 
Co., Ltd. 

Room 303, 
Building 4, 
No. 1 
Nangonghe 
Road Yuhang 
Economic 
and Technical 
Development 
Zone, Linping 
District, 
311100 
Hangzhou, 
Zhejiang, 
China 

Profession
al Use 
Only 

Globalselect 
COVID-19 
Antigen 
Rapid Test 

- 

MDN 
107:2022 

14/04/
2022 

Hangzhou 
Clongene 
Biotech Co., 
Ltd. 

No.1 
Yichuang 
Road, 
Yuhang Sub-
District, 
Yuhang 
District, 
311121 
Hangzhou, 
China 

Personal 
Use / Self-
Testing 

CLUNGENE 
RAPID 
TEST 
COVID-19 
Antigen 
Rapid Test 
Cassette 

ICOV5002-
B025 

MDN 
108:2022 

22/04/
2022 

Jiangsu Mole 
Bioscience Co., 
Ltd. 

6-7th Floor, 
G116 
Building, 
No.805 
Jiankang 
Avenue, 
Medical New 
& Hi-tech 
District, 
225300 
Taizhou, 
Jiangsu 
Province, 
People's 
Republic of 
China 

Personal 
Use / Self-
Testing 

Mole 
Bioscience 
SARS-CoV-
2 Antigen 
Test 
Cassette 

R220T01PB
0C0 (1), 

R220T02PB
0C0 (2), 

R220T05PB
0C0 (5) 

MDN 
109:2022 

18/05/
2022 

SD Biosensor 
Healthcare Pvt. 
Ltd. 

Plot No. 38, 
Sector-4, IMT 
Manesar, 
Gurugram, 

Profession
al Use 
Only 

Standard Q 
Covid-19 Ag 

RK055-25 



  

No Objection 
Notification # 

Date  
Manufacturer 

Name 
Manufacture

r Address 
Intended 

Use 
Product 
Name 

Reference 
# 

Haryana-
122052, India 

MDN 
110:2022 

18/05/
2022 

ACON Biotech 
(Hangzhou) 
Co., Ltd.          
(Distributor 
Name: ACON 
Laboratories, 
Inc.) 

No. 210 
Zhenzhong 
Road, West 
Lake District, 
310030 
Hangzhou, 
People's 
Republic of 
China                                                                  
(Distributor 
Name: 5850 
Oberlin Drive, 
#340, San 
Diego, CA 
92121, USA) 

Profession
al Use 
Only 

Flowflex 
COVID-19 
Antigen 
Home Test 

L031-118B5 
(1 test), 
L031-
125M5 (2 
tests), L031-
125N5 (5 
tests), L031-
125P5 (25 
tests) 

MDN 
111:2022 

18/05/
2022 

Salofa Oy 
Orninkatu 15, 
24100 Salo, 
Finland 

Profession
al Use 
Only 

Clarity 
COVID-19 
Rapid 
Antigen 
Test 
Cassette 

CLA-
COV19AG-

VIS 
(25tests) 

MDN 
112:2022 

19/05/
2022 

Xiamen Boson 
Biotech Co., 
Ltd. 

90-94 
Tianfeng 
Road, Jimei 
North 
Industrial 
Park, 
Xiamen, 
Fujian 
361021, P.R. 
China 

Personal 
Use / Self-
Testing 

BOSON 
BIOTECH 
Rapid 
SARS-CoV-
2 Antigen 
Test Card 

1N40C5-2 
(1 test), 

1N40C5-4 
(5 tests), 

1N40C5-6 
(20 tests) 

MDN 
113:2022 

19/05/
2022 

Salofa Oy 
Orninkatu 15, 
24100 Salo, 
Finland 

Profession
al Use 
Only 

Clarity 
COVID-19 
Rapid 
Antigen 
Test 
Cassette 

CLA-
COV19AG-

VIS 
(25tests) 

MDN 
114:2022 

19/05/
2022 

Salofa Oy 
Orninkatu 15, 
24100 Salo, 
Finland 

Profession
al Use 
Only 

salocor 
SARS-CoV-
2 Antigen 
Rapid Test 
Cassette 

- 

MDN 
115:2022 

19/05/
2022 

Anhui Deepblue 
Medical 
Technology Co., 
Ltd. 

4th Floor, D-1 
# Zone, Pearl 
Industrial 
Park, 106 
Innovation 
Avenue, 
High-Tech 

Profession
al Use 
Only 

Deepblue  
COVID-19 
(SAR-CoV-
2) Antigen 
Test Kit  

SL030101 



  

No Objection 
Notification # 

Date  
Manufacturer 

Name 
Manufacture

r Address 
Intended 

Use 
Product 
Name 

Reference 
# 

Development 
Zone, 230088 
Hefei, Anhui, 
People's 
Republic of 
China 

MDN 
116:2022 

19/05/
2022 

Hangzhou 
Clongene 
Biotech Co., 
Ltd. 

No.1 
Yichuang 
Road, 
Yuhang Sub-
District, 
Yuhang 
District, 
311121 
Hangzhou, 
China 

Profession
al Use 
Only 

CLUNGENE 
RAPID 
TEST 
COVID-19 
Antigen 
Rapid Test 
Cassette 

ICOV5002-
B025 

MDN 
117:2022 

19/05/
2022 

SD Biosensor, 
Inc. 

74, 
Osongsaeng
myeong 4-ro, 
Osong-eup, 
Heungdeok-
gu, 
Cheongju-si, 
Chungcheong
buk-do, 
28161, Korea 

Profession
al Use 
Only 

STANDARD 
F COVID-19 
Ag FIA 

10COV30D 

MDN 
118:2022 

20/05/
2022 

iHealth Labs 
Inc. 

120 San 
Lucar Ct, 
Sunnyvale, 
CA 94086, 
USA 

Profession
al Use 
Only 

iHealth 
COVID-19 
Antigen 
Rapid Test 

ICO-3000 (2 
tests) 

MDN 
119:2022 

20/05/
2022 

SD Biosensor 
Healthcare Pvt. 
Ltd. 

Plot No. 38, 
Sector-4, IMT 
Manesar, 
Gurugram, 
Haryana-
122052, India 

Profession
al Use 
Only 

Standard Q 
Covid-19 Ag 

RK055-25 

MDN 
120:2022 

20/05/
2022 

Xiamen Wiz 
Biotech Co., 
Ltd. 

3-4 Floor, 
No.16 
Building, Bio-
medical 
Workshop, 
2030 
Wengjiao Xi 
Road, 
Haicang 
District, 
Xiamen City, 
Fujian 
Province, 
361026, P.R. 
China 

Personal 
Use / Self-
Testing 

WIZ 
BIOTECH 
SARS-CoV-
2 Antigen 
Rapid Test 

51332801 
(1 test) 



  

No Objection 
Notification # 

Date  
Manufacturer 

Name 
Manufacture

r Address 
Intended 

Use 
Product 
Name 

Reference 
# 

MDN 
121:2022 

20/05/
2022 

Xiamen Wiz 
Biotech Co., 
Ltd. 

3-4 Floor, 
No.16 
Building, Bio-
medical 
Workshop, 
2030 
Wengjiao Xi 
Road, 
Haicang 
District, 
Xiamen City, 
Fujian 
Province, 
361026, P.R. 
China 

Personal 
Use / Self-
Testing 

WIZ 
BIOTECH 
SARS-CoV-
2 Antigen 
Rapid Test 

51332801 
(1 test) 

 
 
 
 
 


