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PRODUCT NAME

NEWGENE - COVID-19 Antigen Detection Kit

SPECIFICATION

Multiple Sampling Methods : Nasal Swab / Nasopharyngeal Swab / Oropharyngeal Swab /
Sputum (Saliva)

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

Global Recognition : Registered in 20+ Countries, Exported to 50+ Countries

Fast Detection : Results in 15 minutes

Superior Performance : High Sensitivity & Specificity

At present, NEWGENE COVID-19 Antigen Detection Kit has registered in many countries, including
Germany, France, ltaly, Switzerland, Belgium, Portugal, Czech, Denmark, Hungary, Greece, Poland,
Moldova, Peru, Argentina, Ecuador, Kenya, Zimbabwe etc., and passed the clinical validation in na-
tional lab in Germany, Switzerland, Ecuador, Zimbabwe etc. The products show good performance in
sensitivity and specificity compared with international brand products and have exported to more than
50 countries and regions.
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PRODUCT INTRODUCTION
1. NASAL SWAB

Component
Test Card

Sample Extraction Tube & Tube Cap
Sampling Swab: for Nasal Swab

Package Insert

25 Tests/box
25
25
25
1

5 Tests/box 1 Test/box
5 1
5 1
5 1
1 1

TEST PROCEDURES: SAMPLING
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INTERPRETATION OF RESULTS
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COoVID-19
Ag
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s Positive(+): Negative(-): Invalid:
! J Red bands appear at both A red band appears As long as no red band
of Tand Clinein 15t0 30 at C line while no red appears at Cline, it
minutes. A white band at band appears at T line indicates that the test
the T line should be consi- in 15 to 30 minutes result is invalid, and
dered as a negative result. after sample loading. should retest the sample
with another test card.
PERFORMANCE
Sensitivity 97.1%
99.2%

Specificity
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2. NASOPHARYNGEAL SWAB

25 Tests/box 1 Test/box

Component
Test Card 25 1
Sample Extraction Tube & Tube Cap 25 1
Sampling Swab: for Nasopharyngeal Swab 25 1
Package Insert 1 1
TEST PROCEDURES: SAMPLING
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TEST PROCEDURES: DETECTION
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Positive(+): Negative(-): Invalid:
Red bands appear at both A red band appears As long as no red band
of Tand Clinein 15t0 30 at C line while no red appears at C line, it
minutes. A white band at band appears at T line indicates that the test

the T line should be consi- in 15 to 30 minutes result is invalid, and

dered as a negative result. after sample loading. should retest the sample
with another test card.

PERFORMANCE
Sensitivity 98,0%

Specificity 99.1%
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3. OROPHARYNGEAL SWAB

25 Tests/box 1 Test/box

Component

Test Card 25 1

Sample Extraction Tube & Tube Cap 25 1

Sampling Swab: for Oropharyngeal Swab 25 1
1 1

Package Insert

TEST PROCEDURES: SAMPLING
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TEST PROCEDURES: DETECTION
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Positive(+): Negative(-): Invalid:
Red bands appear at both A red band appears As long as no red band
of Tand Clinein 15t0 30 at C line while no red appears at C line, it
minutes. A white band at band appears at T line indicates that the test
the T line should be consi- in 15 to 30 minutes result is invalid, and

after sample loading. should retest the sample

dered as a negative result.
with another test card.

PERFORMANCE

Sensitivity 95,7%

Specificity 99.0%
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4. SPUTUM /SALIVA SAMPLE

Component 25 Tests/box 1 Test/box
Test Card 25 1
Sample Extraction Tube & Tube Cap 25 1
Paper Cup 25 1
Sputum Dropper 25 1
Package Insert 1 1

0.3 mL

TEST PROCEDURES: SAMPLING

INTERPRETATION OF RESULTS
e
COVID-19

Positive(+):
Red bands appear at both
of Tand Clinein 15to 30
minutes. A white band at

Ul [
2

the T line should be consi-
dered 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.

C C
T | T
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.

PERFORMANCE
Sensitivity

Specificity

97,3%
99.2%
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PACKAGING INFORMATION

Nasopharyngeal Swab: NPS
Nasal Swab: NS
Oropharyngeal Swab: 0S

Sputum / Saliva: S

BOXES

25 TESTS/BOX
Sample NPS ‘ NPS+S ‘ NS ‘ NS+S ‘ 0S ‘ 0S+S 5
Box (mm) 230*140*80 230%120*67
Box weight (kg) 034 | 038 | 032 036 035 04 0.39
Carton (mm) 585*485*425 510*490*360
Carton weight (kg) 1.5 1.3
PCS/Box 25
Boxes/Carton 40
PCS/Carton 1000
Volume/Carton 0.12CBM 0.09CBM
NW/Carton (kg) 13.6 15.2 12.8 14.4 14 16 15.6
GW/Carton (kg) 15.1 16.7 14.3 15.9 15.5 17.5 16.9
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5 TESTS/BOX

Sample

Inner box (mm)

Outer box (mm)
Carton

PCS/Inner Box

Inner Boxes/Outer Box
PCS/Carton
Volume/Carton
NW/Carton (kg)
GW/Carton (kg)

NS
Size (mm) Weight (kg)
193*85*42 0.081
225*%197*89 0.5
470*410*470 1.3
5
5
500
0.09CBM
10
11.3
emme ccm (St

1 TEST/BOX

Sample

Inner box (mm)
Inner box weight (kg)
Outer box (mm)
Outer box weight (kg)
Carton [mm)

Carton weight (kg)
PCS/Inner Boxes
Inner Boxes/Outer Box
PCS/Carton
Volume/Carton
NW/Carton (kg)
GW/Carton (kg)

S | NS | Nsss
143*83*15
0.026 | 0.027 @ 0.03
305*197*88
0.78 | 0.80 | 0.88
630*420*470
1.8
0.13CBM
15.6 16 17.6
17.4 178 19.4

NPS | 0S  NPS+«S 0S+S

170%66*15
0.024 | 0.028 = 0.028 | 0.032
277*182*112
073 | 0.83 | 0.83 | 093
590*570*395
2.2
1
25
500
0.133CBM
146 | 166 166 | 186
16.8 18.8 = 188 | 20.4
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INTERPRETATION OF ICONS
® Do not re-use I Store between 2-30°C
In vitro diagnostics Batch code

medical device

Contains sufficient
for <n>test

Consult instructions
for use

Manufacturer Date of manufacture

4+~ E <

CE mark Use-by date
Keep dry This way up
iK\ Keep away from sunlight @ Do not use if packaging
- is damaged

Authorized representative in the European Community

GENERAL INFORMATION
Shenzhen Ultra-Diagnostics Biotec. Co., Ltd.
Room 701, No.71-3, Xintian Avenue, Xintian Community, Fuhai
Street, Baoan District, Shenzhen, P.R.China 518103
Tel: +86-755-82599902
Fax: +86-755-82599221

EC | REP CMC Medical Devices & Drugs S.L.
C/ Horacio Lengo N°18, CP 29006, Malaga, Spain
Tel: +34951214054
Mail:infoldcmcmedicaldevices.com

CONTIPHARMA
Rue de I’Environnement 22 Tel : +32 4 330 18 60
4100 Seraing Mail  :info@bedelco.com
Belgium Web : www.contipharma-protect.com



