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Intended Use:
Coronavirus belongs to the family of Coronaviridae, in the order of Nidovirales. It is formed by a positive-sense singlestranded RNA, usually appears spherical with a size of 80-120nm and with crown-like spikes on the surface. This large
family of virus is commonly circulating among vertebrates, such as camels, cats and bats. Novel coronavirus (COVID-19)
has been identiﬁed as a new strain of coronavirus. It can cause viral pneumonia and dyspnea in humans. This product is
designed to detect COVID-19 using real time PCR. The results can be used to assist diagnosis of patients with COVID-19
infection, and provide molecular diagnostic basis for infected patients. The test results of this product are for clinical
reference only and should not be used as the only standard for clinical diagnosis. It is recommended to conduct a
comprehensive analysis by combining the test results with patients’ symptoms and other laboratory tests.

Principle:
The primer and probe mix adopts the dual-target gene design, which targets the speciﬁc conserved sequence encoding
the ORF 1ab gene and the nucleoprotein N gene. With the PCR reaction mix provided, the ampliﬁcation of template can be
quantitatively monitored by the increasing ﬂuorescence signal detected by a real time PCR instrument. The PCR
detection system includes an endogenous internal control primer and probe mix. The result of internal control provides
the accuracy of sampling and extraction process, in order to avoid false negative results.

Product Performance:
Speciﬁcity: The primer and probe provided is designed based on the conserved sequence of the novel coronavirus
(COVID-19), and has a high detection rate of the target gene fragment. This product has no cross-reactions among positive
samples of Coronavirus (NL63, HKU1, 229E, Oc43), Inﬂuenza A virus, Inﬂuenza B virus, Respiratory syncytial virus,
Adenovirus, Parainﬂuenza virus, Klebsiella pneumoniae Streptococcus pneumoniae, Haemophilus inﬂuenza,
Pseudomonas aeruginosa, Legionella pneumophila, Pertussis, Staphylococcus aureus, Mycoplasma pneumoniae,
Chlamydia pneumoniae. The negative and positive rates of detecting commercial reference materials were 100%.
Minimum detection limit: 500 copies / mL.
Quality Control:
COVID-19 PCR Negative Control:
None of the FAM, HEX & Internal Control (ROX) channels have a Ct value or Ct > 40.
COVID-19 PCR Positive Control:
FAM, HEX & Internal Control (ROX) channels Ct ≤ 35
The above requirements must be met at the same time in the same experiment. Otherwise, this experiment is invalid and
needs to be repeated.

Kit Component:

AngPCR - RT

COVID-19 Enzyme Mix (Lyophilized)
COVID-19 Primer-Probe Mix
Enzyme Mix Buffer (5×)
COVID-19 PCR Positive Control (Plasmid)
COVID-19 PCR Negative Control (DEPC-treated H2O)
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Kind of sample
needed

This product is compatible
real time PCR instruments
with FAM, HEX/VIC, RED/ROX channels.

What is a coronavirus?

Benets of RT PCR Kit
Purpose programming purposes

Instrument
Compatibility:

Coronaviruses are a large family of viruses which may cause illness in animals or
humans. In humans, several coronaviruses are known to cause respiratory infections
ranging from the common cold to more severe diseases such as Middle East
Swab typically (nasal and throat) or
lower respiratory tract specimen when Respiratory Syndrome (MERS) and Severe Acute Respiratory Syndrome (SARS). The
possible or appropriate (e.g. sputum or most recently discovered coronavirus causes coronavirus disease COVID-19.
Primarily for clinical purposes

ﬂuid from lung washings)
Can administer
point of care?

Yes, if conducted by a PCR device
that is available at point of care
(some devices are light enough to
install at point of care)

Can administer
in a self-test kit
environment?

No as it needs a PCR device.
However swabs can be self
administered including at home

How long it takes for the test to be It depends: some PCR tests can take
administered
One hours.

What is COVID-19?
COVID-19 is the infectious disease caused by the most recently discovered
coronavirus. This new virus and disease were unknown before the outbreak began in
Wuhan, China, in December 2019. COVID-19 is now a pandemic affecting many
countries globally.

How long does it take after exposure to COVID-19 to
develop symptoms?
The time between exposure to COVID-19 and the moment when symptoms start is
commonly around ﬁve to six days but can range from 1 – 14 days.
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