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New Gene (Hangzhou) Bioengineering Co., Ltd. is located in Hangzhou, China. It is 
a high-tech company engaged in the research, development, manufacture and 
distribution of biological products. It is committed to creating biological materials 
such as antigens and antibodies, in vitro diagnostic reagents and related devices, 
and also the complete industrial chain of artificial intelligence assisted diagnosis 
system. The product line covers a full range of in vitro diagnostic products such as 
immune diagnosis, molecular diagnosis, and microbiological testing. NEWGENE has 
profound technical accumulation and unique technological advantages in the areas 
of early cancer screening, rapid detection of infectious diseases, and rapid 
screening of geriatric diseases. 
 
NEWGENE's manufacturing system meets GMP standards for medical devices, and 
is certified with ISO13485 by British BSI. Relevant in vitro diagnostic reagent 
products have obtained the EU CE certification. NEWGENE is also a member on the 
"allow list" issued by Chinese Ministry of Commerce for anti-epidemic products 
exporting. At present, NEWGENE COVID-19 Antigen Detection Kit has registered in 
many countries, including Germany, France, Italy, Switzerland, Belgium, Portugal, 
Czech Republic, Denmark, Hungary, Greece, Moldova, Peru, Argentina, Ecuador, 
Kenya, Zimbabwe etc. NEWGENE COVID-19 Antigen Detection Kit has passed the 
clinical validation in national lab in Germany, Switzerland, Ecuador, Zimbabwe etc. 
NEWGENE products show good performance in sensitivity and specificity 
compared with international brand products. The products have exported to more 
than 50 countries and regions. 

COMPANY PROFILE 



PRODUCT INTRODUCTION 

New Gene (Hangzhou) Bioengineering Co., Ltd. 

Website: www.new-gene.com 

Email: marketing@new-gene.com 

24-hour Hotline: (+86) 0571-5651 5020 

COVID-19 Antigen Detection Kit 

25 Tests/Box  

Nasopharyngeal Swab Sample 



Product Feature 

• Samples:  Nasopharyngeal Swab 

• Multiple Packaging Specifications: 25 Tests/Box or 1 Test/Box 

• Fast Detection: Result in 15 minutes. 

• High Accuracy. 

• Easy to Use. 

Components 

PRODUCT INTRODUCTION 

New Gene (Hangzhou) Bioengineering Co., Ltd. 

Website: www.new-gene.com 

Email: marketing@new-gene.com 

24-hour Hotline: (+86) 0571-5651 5020 

1 Test/Box  

N0. Components name 25 Tests/Box 1Test/Box 

1 Test Card  *25 *1 

2 Sample Extraction Tube  *25 *1 

3 Tube Cap  *25 *1 

4 Sampling Swab *25 *1 

5 Package Insert  *1 *1 



New Gene (Hangzhou) Bioengineering Co., Ltd. 

Website: www.new-gene.com 

Email: marketing@new-gene.com 

24-hour Hotline: (+86) 0571-5651 5020 

SAMPLING STEPS 

DETECTION STEPS 

Positive Negative 

COVID-19 

Antigen 

S Invalid 
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T 

INTERPRETATION OF RESULTS 

Positive(+): Red bands appear at both of T and C line in 15 to 30 minutes. A white band at 

the T line should be considered as a negative result. 

Negative(-): A red band appears at C line while no red band appears at T line in 15 to 30 

minutes after sample loading. 

Invalid: As long as no red band appears at C line, it indicates that the test result is invalid, 

and should retest the sample with another test card. 

15 
min 

Test Procedures for Nasopharyngeal Swab Sample 

Sensitivity Specificity 

98.0% 99.1% 



PRODUCT INTRODUCTION 

New Gene (Hangzhou) Bioengineering Co., Ltd. 

Website: www.new-gene.com 

Email: marketing@new-gene.com 

24-hour Hotline: (+86) 0571-5651 5020 

25 Tests/Box  

Nasal Swab Sample 



PRODUCT INTRODUCTION 

New Gene (Hangzhou) Bioengineering Co., Ltd. 

Website: www.new-gene.com 

Email: marketing@new-gene.com 

24-hour Hotline: (+86) 0571-5651 5020 

5 Tests/Box  



Product Feature 

• Samples:  Nasal Swab. 

• Multiple Packaging Specifications: 25 Tests/Box or 1 Test/Box 

• Fast Detection: Result in 15 minutes. 

• High Accuracy. 

• Easy to Use. 

Components 

PRODUCT INTRODUCTION 

New Gene (Hangzhou) Bioengineering Co., Ltd. 

Website: www.new-gene.com 

Email: marketing@new-gene.com 

24-hour Hotline: (+86) 0571-5651 5020 

1 Test/Box  

N0. Components name 25 Tests/Box 1Test/Box 

1 Test Card  *25 *1 

2 Sample Extraction Tube  *25 *1 

3 Tube Cap  *25 *1 

4 Sampling Swab *25 *1 

5 Package Insert  *1 *1 



New Gene (Hangzhou) Bioengineering Co., Ltd. 

Website: www.new-gene.com 

Email: marketing@new-gene.com 

24-hour Hotline: (+86) 0571-5651 5020 

SAMPLING STEPS 

DETECTION STEPS 

Positive Negative 

COVID-19 

Antigen 

S Invalid 

C 
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T 

INTERPRETATION OF RESULTS 

15 
min 

Test Procedures for Nasal Swab Sample 

Sensitivity Specificity 

97.1% 99.2% 

Positive(+): Red bands appear at both of T and C line in 15 to 30 minutes. A white band at 

the T line should be considered as a negative result. 

Negative(-): A red band appears at C line while no red band appears at T line in 15 to 30 

minutes after sample loading. 

Invalid: As long as no red band appears at C line, it indicates that the test result is invalid, 

and should retest the sample with another test card. 



PRODUCT INTRODUCTION 

New Gene (Hangzhou) Bioengineering Co., Ltd. 

Website: www.new-gene.com 

Email: marketing@new-gene.com 

24-hour Hotline: (+86) 0571-5651 5020 

25 Tests/Box  

Oropharyngeal Swab Sample 



Product Feature 

• Samples:  Oropharyngeal Swab . 

• Multiple Packaging Specifications: 25 Tests/Box or 1 Test/Box 

• Fast Detection: Result in 15 minutes. 

• High Accuracy. 

• Easy to Use. 

Components 

PRODUCT INTRODUCTION 

New Gene (Hangzhou) Bioengineering Co., Ltd. 

Website: www.new-gene.com 

Email: marketing@new-gene.com 

24-hour Hotline: (+86) 0571-5651 5020 

1 Test/Box  

N0. Components name 25 Tests/Box 1Test/Box 

1 Test Card  *25 *1 

2 Sample Extraction Tube  *25 *1 

3 Tube Cap  *25 *1 

4 Sampling Swab *25 *1 

5 Package Insert  *1 *1 



New Gene (Hangzhou) Bioengineering Co., Ltd. 

Website: www.new-gene.com 

Email: marketing@new-gene.com 

24-hour Hotline: (+86) 0571-5651 5020 

SAMPLING STEPS 

DETECTION STEPS 

Positive Negative 

COVID-19 

Antigen 

S Invalid 

C 
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T 

INTERPRETATION OF RESULTS 

15 
min 

Test Procedures for Oropharyngeal Swab Sample 

Sensitivity Specificity 

95.7% 99.0% 

Positive(+): Red bands appear at both of T and C line in 15 to 30 minutes. A white band at 

the T line should be considered as a negative result. 

Negative(-): A red band appears at C line while no red band appears at T line in 15 to 30 

minutes after sample loading. 

Invalid: As long as no red band appears at C line, it indicates that the test result is invalid, 

and should retest the sample with another test card. 



PRODUCT INTRODUCTION 

New Gene (Hangzhou) Bioengineering Co., Ltd. 

Website: www.new-gene.com 

Email: marketing@new-gene.com 

24-hour Hotline: (+86) 0571-5651 5020 

25 Tests/Box  

Sputum Sample （Saliva ） 



Product Feature 

• Samples:  Sputum (Saliva). 

• Multiple Packaging Specifications: 25 Tests/Box or 1 Test/Box 

• Fast Detection: Result in 15 minutes. 

• High Accuracy. 

• Easy to Use. 

Components 

PRODUCT INTRODUCTION 

New Gene (Hangzhou) Bioengineering Co., Ltd. 

Website: www.new-gene.com 

Email: marketing@new-gene.com 

24-hour Hotline: (+86) 0571-5651 5020 

1 Test/Box  

N0. Components name 25 Tests/Box 1Test/Box 

1 Test Card  *25 *1 

2 Sample Extraction Tube  *25 *1 

3 Tube Cap  *25 *1 

4 Paper Cup *25 *1 

5 Sputum Dropper *25 *1 



New Gene (Hangzhou) Bioengineering Co., Ltd. 

Website: www.new-gene.com 

Email: marketing@new-gene.com 

24-hour Hotline: (+86) 0571-5651 5020 

SAMPLING STEPS 

DETECTION STEPS 

Positive Negative 

COVID-19 

Antigen 

S Invalid 
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T 

INTERPRETATION OF RESULTS 

15  
min 

Test Procedures for Sputum (Saliva) Sample 

Sensitivity Specificity 

97.3% 99.2% 

Positive(+): Red bands appear at both of T and C line in 15 to 30 minutes. A white band at 

the T line should be considered as a negative result. 

Negative(-): A red band appears at C line while no red band appears at T line in 15 to 30 

minutes after sample loading. 

Invalid: As long as no red band appears at C line, it indicates that the test result is invalid, 

and should retest the sample with another test card. 



Packaging List 

Sample 
 Nasopharyngeal Swab  

 Nasal Swab  

 Oropharyngeal Swab  

  Size(mm) Weight(Kg) 

Box 230*140*80 0.45 

Carton 580*480*425  2.2 

Pcs/Box 25 

Boxes/ Carton 40 

Pcs/Carton 1000 

Net weight/Carton 18KG 

Gross weight/Carton 20.2KG 

Total volume 0.12 cbm 

25 Tests/Box  

Sample 
 Sputum Sample （Saliva ） 

  Size(mm) Weight(Kg) 

Box 230*120*67 0.4 

Carton 510*490*360 1.3 

Pcs/Box 25 

Boxes/ Carton 40 

Pcs/Carton 1000 

Net weight/Carton 15.2KG 

Gross weight/Carton 16.5KG 

Total volume 0.09 cbm 

1 Test/Box  

Sample 
 Sputum Sample(Saliva)  

 Nasal Swab  

  Size(mm) Weight(Kg) 

Box 305*197*88 0.75 

Carton 630*420*470 1.5 

Pcs/Box 25 

Boxes/ Carton 20 

Pcs/Carton 500 

Net weight/Carton 15KG 

Gross weight/Carton 16.5KG 

Total volume 0.13 cbm 

Sample 
 Nasopharyngeal Swab  

 Oropharyngeal Swab  

  Size(mm) Weight(Kg) 

Box 275*180*110 0.78 

Carton 590*570*395  2.2 

Pcs/Box 25 

Boxes/ Carton 20 

Pcs/Carton 500 

Net weight/Carton 15.6KG 

Gross weight/Carton 17.8KG 

Total volume 0.133 cbm 

5 Tests/Box  

Sample 

 Nasopharyngeal Swab  

 Nasal Swab  

 Oropharyngeal Swab  

 Sputum Sample （Saliva ） 

  Size(mm) Weight(Kg) 

Box 225X197X89 0.45 

Carton 465*410*470 1.3 

Pcs/Box 25 

Boxes/ Carton 20 

Pcs/Carton 500 

Net weight/Carton 9KG 

Gross weight/Carton 10.3KG 

Total volume 0.09 cbm 



CE Certification – CIBG Registration Letter 



CE Certification – CIBG Registration Letter 



CE Certification –  Declaration of Conformity 



ISO 13485 Certification  



Evaluation records（Partially） 

Pass PEI of Germany 



Swiss clinical evaluation report 

*** 

*** 



Zimbabwe Clinical Evaluation Report 





& 

Registered Countries or White list (Partially) 







MINISTERSTVO ZDRAVOTNICTVÍ 

Palackého náměstí 375/4, 128 01  Praha 2 

Str. 1 z 3 

R O Z H O D N U T Í 
 

 

Ministerstvo  zdravotnictví  (dále  jen  „Ministerstvo“)  jako  orgán  příslušný  k  rozhodnutí  podle 

ustanovení § 12 odst. 1 písm. h) zákona č. 22/1997 Sb., o technických požadavcích na výrobky a 

o změně a doplnění některých zákonů, ve znění pozdějších předpisů ve spojení s § 4 odst. 8  

nařízení  vlády  č.  56/2015  Sb.,  o  technických  požadavcích  na diagnostické  zdravotnické 

prostředky in vitro (dále jen „nařízení vlády“), na základě žádosti společnosti 
 
 

Markmed, s.r.o. 

se sídlem Kubánské náměstí 1391/11, 100 00 Praha 10, IČO: 024 78 170 

(dále jen „žadatel“) 

rozhodlo v souladu s ustanovením § 67 a násl. zákona č. 500/2004 Sb., správní řád, ve znění 

pozdějších předpisů (dále jen „správní řád“) tak, že 
 

 

p o v o l u j e 
 

 

žadateli uvést na trh a do provozu diagnostický zdravotnický prostředek  in vitro COVID-19 

Antigen Detection Kit, jehož výrobcem je New Gene (Hangzhou) Bioengineering Co., Ltd., 

se sídlem Room 1606, Floor 16, Building 5, 688 Bin'an Road, Changhe Street, Binjiang District, 

Hangzhou, Zhejiang, P.R. China, pro použití laickou osobou 
 

a  s t a n o v u j e 
 

 

po  dobu  platnosti  tohoto  rozhodnutí  žadateli  následující  povinnosti  k  zajištění  ochrany 

veřejného zdraví: 

- informovat odběratele o povinnosti v rámci testování zajistit při pozitivitě antigenního testu 

provedeného laickou osobou bezprostřední informování poskytovatele zdravotních služeb 

za účelem provedení konfirmačního testu, 

- v případě zájmu odběratele zajistit proškolení určené osoby, 

- hlásit  Státnímu  ústavu  pro  kontrolu  léčiv  každou  nepříznivou  událost,  ke  které  během 

používání výrobku dojde. 
 

 
 

Platnost povolení:. 

Self-test of Czech 



Self-Test of 

Denmark 





Hungary 








