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N ew G ene (H ang zhou) B ioengineering C o., L td . is loca ted in H angzhou, C hina . It is a
h igh-tech com pany engaged in the research, deve lopm ent, m anufactu re and
dis tribu tion o f b io log ica l p roducts. It is com m itted to crea ting b io log ica l m ateria ls such
as antigens and antibod ies , in v itro d iagnostic reagents and re la ted devices, and a lso
the com ple te industria l cha in o f a rtific ia l in te lligence assis ted d iagnosis system . The
product line covers a fu ll range of in v itro d iagnostic products such as im m une
diagnosis, m o lecu la r diagnosis, and m icrob io log ica l tes ting . N EW G E N E has profound
technica l accum ula tion and unique technolog ica l advantages in the areas o f ea rly
cancer screening , rap id de tection o f in fec tious d iseases, and rap id screening o f
geria tric d iseases.

N EW G E N E 's m anufactu ring system m eets G M P standards fo r m ed ica l devices, and is
certified w ith IS O 13485 by B ritish B S I. R elevant in v itro d iagnostic reagent products
have obta ined the E U C E certifica tion . N E W G E N E is a lso a m em ber on the "a llow lis t"
issued by C hinese M in istry o f C om m erce fo r an ti-ep idem ic products exporting.

A t p resent, N E W G E N E C O V ID -19 A ntigen D etection K it has registered in m any
countries , inc lud ing Germany, France, Italy, Switzerland, Belgium, Portugal, Czech,
Denmark, Hungary, Greece, Poland, Sweden, Moldova, Peru, Argentina, Ecuador,
Kenya, Zimbabwe, Malaysia etc., and passed the clin ica l validation in nationa l lab
in Germany, Switzerland, Malaysia, Ecuador, Zimbabwe etc. The products show
good perfo rm ance in sensitiv ity and specific ity com pared w ith in te rna tiona l brand
products and have exported to m ore than 50 countries and reg ions.
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New Gene (Hangzhou) Bioengineering Co., Ltd.
W ebsite : www.new-gene.com

www.new-gene.net 
E m ail: m arketing@ new -gene.com

24-hour H otline: (+86) 0571-5651 5020

COVID-19 Antigen 
Detection Kit

Multiple Sampling Methods
N asa l S w ab / N asopharyngeal S w ab / O ropharyngeal S w ab / S putum (S a liva)

Multiple Packaging Specifications
25 Tests/Box, 5 Tests/Box or 1 Test/Box

Global Recognition
R egiste red  in  20+ C ountries, E xported to 50+ C ountries

Multiple Usage Scenarios
P ro fess iona l U se & H om e U se (Self-Testing)

Fast Detection
R esu lts in 15 m inu tes

Superior Performance
H igh S ens itiv ity & S pec ific ity Contact Info



25 Tests/Box

PRODUCT INTRODUCTION

COVID-19 Antigen Detection Kit
(Nasal Swab Sample)

5 Tests/Box

N0. Components 25 Tests/Box 5 Tests/Box 1Test/Box
1 Test C ard 25 5 1
2 S am ple E xtraction Tube & Tube C ap 25 5 1
3 Sam pling Sw ab: for Nasal Swab 25 5 1
4 Package Insert 1 1 1

1 Test/Box



PRODUCT INTRODUCTION

COVID-19 Antigen Detection Kit
(Sputum / Saliva Sample)

25 Tests/Box

1 Test/Box

N0. Components 25 Tests/Box 1Test/Box
1 Test C ard 25 1
2 S am ple E xtraction Tube & Tube C ap 25 1
3 Paper C up 25 1
4 Sputum D ropper 25 1
5 Package Insert 1 1



Packaging Information

25 Tests/Box

1 Test/Box

5 Tests/Box
Sample NS

S ize (m m ) W eigh t (kg)
Inner box (m m ) 193*85*42 0.081
O uter box (m m ) 225*197*89 0.5

C arton 470*410*470 1.3
P C S /Inner Box 5

Inner Boxes/O uter B ox 5
P C S /C arton 500

Volum e/C arton 0.09C BM
N W /C arton (kg) 10
G W /C arton (kg) 11.3

Sample NPS NPS+S NS NS+S OS OS+S S

B ox (m m ) 230*140*80 230*120*67

Box weight (kg) 0.34 0.38 0.32 0.36 0.35 0.4 0.39
C arton (m m ) 585*485*425 510*490*360

C arton  weight (kg) 1.5 1.3
P C S /B ox 25

B oxes/C arton 40
P C S /C arton 1000

Volum e/C arton 0.12C BM 0.09C BM
N W /C arton (kg) 13.6 15.2 12.8 14.4 14 16 15.6
G W /C arton (kg) 15.1 16.7 14.3 15.9 15.5 17.5 16.9

Sample S NS NS+S NPS OS NPS+S OS+S

Inner box (m m ) 143*83*15 170*66*15
Inner box weight (kg) 0.026 0.027 0.03 0.024 0.028 0.028 0.032

O uter box (m m ) 305*197*88 277*182*112
O uter box weight (kg) 0.78 0.80 0.88 0.73 0.83 0.83 0.93

C arton (m m ) 630*420*470 590*570*395
C arton  weight (kg) 1.8 2.2
P C S /Inner Boxes 1

Inner Boxes/O uter B ox 25
P C S /C arton 500

Volum e/C arton 0.13C BM 0.133C BM
N W /C arton (kg) 15.6 16 17.6 14.6 16.6 16.6 18.6
G W /C arton (kg) 17.4 17.8 19.4 16.8 18.8 18.8 20.4

N asopharyngeal S w ab: NPS
N asa l S w ab: NS 

O ropharyngeal S w ab: OS 
S putum / S a liva: S



CE Certification（Notified Body 1434）



CE Certification – CIBG Registration Letter



CE Certification – CIBG Registration Letter



CE Certification – Declaration of Conformity



ISO 13485 Certification



EU common list


