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Product Name Novel Coronavirus (2019-nCoV) Anti eﬁ@@bte ion t‘ao 1loidal Gold-Based)
[m} = " \ A
Batch Code Spec1ﬁca V W\\ 20 tests/ kit
7= A e qj?f 73
022
Production Date BORENI Expiry Date ™ : 2R3/ UG/ 2L
L&A Py R B #A
Ambient Condition 2650 Test Date 20n2y TR
REBE R FRE
Test item Test:standsnd KBS R Test result
PHIERASTE, T8, AREKSNFHEGENSR, MEREEE,
1. SR RESoEguEE. M%F4 Corresponds
n Components of the kit are complete and intact; The packaging bag shall have A
earance % =
P good airtightness and no damage; The material is firmly attached, and the film DA% & Non-conformance
strip and the shell for sticking are tightly assembled.
3 1 EH Q b g 5 =4 =1 % s
0. RAVEHR RERFENAREEE, SHSHRES, TBLE FAFS Coresponds
. . Check the composition and quantity of the kit, and the components are placed
Kit composition _ O fF4& Non-conformance
neatly and completely, without error.
3. BEEE R ENAMET 2. 5mm. M&4E Corresponds
Width of film strip The width of the film strip shall not be less than 2.5mm. B T —
4. W%%'?TJEE WARBATEENAMETF 10mn/min. M54 Corresponds
Liquid migration speed | The liquid migration speed shall not be less than 10mm/min.

O RE4 Non-conformance

5+ B RARIIBR
Lowest limit of
detection

6 AV G PR 228 G/ 7 A T R R 8 4 S1-S6, S1-S4 #ligs RN
2019-nCoV FHE, S5+ S6 #illl4E 4 2019-nCoV FAPEER A M.

Test with the enterprise LOD references/ product LOD control material S1-S6.

S1~S4 are positive for 2019-nCoV, S5-S6 are positive or negative for
2019-nCoV.

M#F 4 Corresponds
ORFF&

Non-conformance

6. FHHERE 2
Positive coincidence
rate

AV BE 228 /7 L BE P SR 3E f,  PCO1-PCO8 #4534
2019-nCoV PE.

Test with the enterprise positive references/ product positive control material,
PC01-PC08 are positive for 2019-nCoV.

M7%F4 Corresponds

OA%F4& Non-conformance

7. PIERER

Negative coincidence

R AL BA S 5 /7 SR R A, NCO1-NC27 il 25
2019-nCoV Bf .

ERIN

Test with the enterprise negative references/ product negative control material,

M4 Corresponds

OA454 Non-conformance

rate .
NCO01-NC27, and the results are all negative for 2019-nCoV.
RV EZESEL/FREZERER, CV1. CV2 ¥

= 4 . \E( 47 i
8. EEM SO a0 MfF A Corresponds
R tabili Test with the enterprise repetitive references/ product repetitive control
epeatanilt < -
P ty material. CV1 and CV2 are positive for 2019-nCoV, all with uniform color DA %5 Non-conformance

development.
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Test conclusion:
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