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• Performance Characteristic

Clinical Performance of the Coronavirus Ag Rapid Test Cassette (Swab) was evaluated by 

being involved in 7 sites within the US, where patients were enrolled and tested. Testing was 

performed by 24 Health Care Workers that were not familiar with the testing procedure. A 

total of 317 fresh nasopharyngeal swab samples was collected and tested, which includes 61 

positive samples and 256 negative samples. The Coronavirus Ag Rapid Test Cassette (Swab) 

results were compared to results of USFDA Emergency Use Authorized RT-PCR assays for 

SARS-CoV-2 in nasopharyngeal swab specimens. Overall study results are shown below. 

Method PCR 
Total Results 

Results Positive Negative 
Coronavirus Ag Rapid 

Positive 59 2 61 Test Cassette (Swab) 

Negative 2 254 256 

Total 61 256 317 

• Relative Sensitivity: 96.72% (95%CI*: 88.65%-99.60%) *Confidence Intervals

• Relative Specificity: 99.22% (95%CI*: 97.21%-99.91%)

• Accuracy: 98.74 (95%CI*: 96.80%-99.66%)

Benefits 

• Rapid testing for SARS-CoV-2 antigen within the first ten days of symptom onset

• Rapid results within 15 minutes

• Facilitates patient treatment decisions quickly

• Simple, time-saving procedure

• No instrumentation required

• High sensitivity and specificity

• Ordering Information

Product Description Specimen 

Coronavirus Antigen Rapid Test Nasopharyngeal Swab 

Catalog No. 

GCCOV-502a ,./ 

Format Kit Size 

Cassette 20 Tests/Kit 

-,/ CE Marked 

L 10053-02 

Revision da e: 2020-10-21 





EC Declaration of Conformity 
In accordance with Directive 98/79/EC 

Coronavirus Ag Rapid Test Cassette (Swab) GCCOV-502a 

Classification:                   Other  
Conformity assessment route: Annex III (EC DECLARATION OF CONFORMITY) 

We, the Manufacturer, herewith declare with sole responsibility that our product/s mentioned 
above meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the 
Council on In-Vitro Diagnostic Medical Devices. 

We hereby explicitly appoint  

EC Representative s Name:     Shanghai International Holding Corp. GmbH (Europe) 

EC Representative s Address:   Eiffestrasse 80, 20537 Hamburg, Germany  

to act as our European Authorized Representative as defined in the aforementioned Directive. 

I, the undersigned,hereby declare that the medical devices specified above conform with the directive 
98/79/EC on in vitro diagnostic medical devices and pertinent essential requirements 

Date Signed: July 20, 2020 

____________________________________ 
Name of authorized signatory:  Joyce Pang 
Position held in the company:  Vice-President 

CE-DOC-H070 
Version 1.0 
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 t
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 t
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n
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h
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 t
h

e 
te

st
 e

xt
ra

ct
io

n
 t

u
b

e
 in

to
 t

he
 w

o
rk

st
a

tio
n 

p
ro

vi
de

d
 in

 t
h

e 
ki

t. 
M

a
ke

su
re

 
th

a
t 

th
e 

tu
b

e
 

is
 

st
a

n
di

n
g

 
up

ri
gh

t 
a

n
d

 
re

a
ch

e
s 

th
e 

b
o

tt
om

 
o

f 
th

e

w
o

rk
st

at
io

n
.

2
.A

d
d 

0
.3

 m
L

 (
a

p
pr

o
xi

m
a

te
ly

 1
0

 d
ro

ps
) 

o
f 

th
e

 s
a

m
p

le
 e

xt
ra

ct
io

n
 b

uf
fe

r 
in

to

th
e

 e
xt

ra
ct

io
n

 t
u

be
.



C
o

ro
n

av
ir

us
 A

g 
R

ap
id

 T
es

t 
C

as
se

tte
 (

S
w

a
b)

C
o

ro
n

av
ir

us
 A

g 
R

ap
id

 T
es

t 
C

as
se

tte
 (

S
w

a
b)

3
.I

ns
er

t 
th
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 b
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 m
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 t
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R
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 b
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ra
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b
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 d
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 p
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 c
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ra
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 t
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p
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p
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 p
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p
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