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Certificate1



NMPA Certificate



FDA EUA



CE Certificate



ISO 13485



Exportation of Medical Products



Product Information & Advantages2



Novel Coronavirus (2019-nCoV) RT-
PCR  Detection Kit 

• Packing size: 32/48/96 tests/kit

• Specimen type: nasopharyngeal swabs, throat swabs, 

sputum or BALF, etc.

• PCR Instruments : ABI 7500, LightCycler480, SLAN96, 

LM2012, etc. with four-channel PCR instrument 

• Detection time: about 1 hour and 20 minutes

• Storage and Period of Validity: -15 ℃ to -25 ℃, 12 months



Detection Principle and Performance 
Evaluation

• Detection Principle:

– TaqMan real-time PCR technology, FAM channel detect 
ORF1ab gene, JOE channel detect N gene, ROX channel 
detect E gene, CY5 channel detect internal control

• Performance Evaluation: 

– Limit of detection: 300 copies/mL

– Precision: CV of CT value within / between batches is 
less than 5%

– Specificity: No cross reaction of other related pathogens 
with the same or similar infection site



Clinical Data

 Clinical sensitivity = 99.51%
 Clinical specificity = 96.44%
 Overall coincidence rate = 97.49%

FOSUN

Clinical Diagnostic 
Results

Total

Positive Negative

Positive 203 14 217 

Negative 1 379 380

Total 204 393 597



Main Components

Component name Components

2019-nCoV Reaction 
Buffer

Deoxyribonucleotide, magnesium chloride, 
2019-nCoV ORF1ab、E、N gene primer, 
fluorescence probe

RT-PCR Enzyme Mix Taq DNA polymerase, reverse transcriptase, 
UNG enzyme

2019-nCoV Positive 
Control Nucleic acid templates

2019-nCoV Negative 
Control Normal saline

Internal control A Nucleic acid templates

Note: the components in different batches of kits can not be interchanged, and 

the freeze-thaw times shall not exceed 5 times.



Advantages of Novel Coronavirus(2019-nCoV) 
RT-PCR Detection Kit （Commercial Name: Fosun
2019-nCoV qPCR):

• 1. High sensitivity to minimize false negative rate; 

• 2. Detect three target genes at the same time to ensure 

the accuracy of detection;

• 3. A unique anti-pollution system is adopted to avoid 

false negative and false positive results at the same time; 

• 4. The clinical effect has been fully verified after strict 

multicenter trials.



Advantages of Novel Coronavirus(2019-nCoV) 
RT-PCR Detection Kit （Commercial Name: Fosun
2019-nCoV qPCR):

• The sensitivity of the kit is determined by the LoD. The LoD of 
Fosun 2019-nCoV qPCR is 300 copies/mL. It means the 2019-
nCOV can be detected as long as the concentration of 2019-
nCOV in the sample is greater than 300 copies/mL. The LoD of 
previously marketed products is generally 500-1000 copies/mL.

• Under the guidance of "Registration Technology Review Points 
of 2019-nCOV nucleic acid detection reagent " issued by NMPA, 
We have completed the registration and submitted the clinical 
application summary report of Fosun 2019-nCoV qPCR, 
ensuring the reliability of the test results.
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Comparison table

Company Fosun Jienuo Zhijiang Daan
Gene Sansure Bojie BSI

Specimen 
type

nasopharyng
eal swabs, 
pharynx 
swabs, 

sputum, BALF

nasopharyng
eal swabs, 

sputum

pharynx 
swabs, 

sputum, 
BALF

pharynx 
swabs, 
sputum

pharynx 
swabs, 
BALF

nasopharyn
geal swabs, 

pharynx 
swabs, 
sputum

pharynx 
swabs, 
BALF

Detection 
of targets

ORF1ab, N, E
genes

ORF1ab, N
gene

ORF1ab, N, 
E genes

ORF1ab, N
gene

ORF1ab, N
gene

ORF1ab, N
gene

ORF1ab
gene

TAT 2h 1h 2h 2h 2h 1.5h 3h

Sensitivity 300 
copies/mL

500 
copies/mL

1000 
copies/mL

1000 
copies/mL

200 
copies/mL

1000 
copies/mL

?

Introl
Control

Yes No Yes Yes Yes Yes No

UNG 
Enzyme
and dUTP

Yes No No No No No No
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2019-nCoV RT-PCR Workflow 

Sample 
Collection 

Nucleic Acid 
Extraction

PCR 
Amplification

Results 
Analysis

10 min 30 min 80 min



Reagents and Consumables for 
2019-nCoV RT-PCR Detection

Sample Collection Sample preservation Nucleic acid extraction Kit Amplification Kit

Nasopharynge
al Swab

Cell Preservation 
Solution

(Fosun Buffer)

Nucleic Acid Extraction 
and Purification Kit 
(Magnetic-bead or 

Silica membrane based)

Novel Coronavirus
(2019-nCoV) RT-PCR 

Detection Kit
(Amplification Kit)

X960 Real-
Time PCR 
System

CE Certificate
NMPA Certificate,
Preparing to apply 
for CE certificate

NMPA Certificate,
Preparing to apply for CE 

certificate

NMPA, CE Certificates,
FDA EUA

NMPA, CE
Certificates

Real-Time PCR System



Cell  preser vation solution Flocked Swab

Sample Collection Tool

This product is intended for the 
collection, preservation and 
transportation of clinical specimens.

This product is intended for the 
collection of clinical specimens.



• Nasopharynx swab: press the nasopharynx swab against 
the nasal septum and slowly penetrate into the back of 
nasopharynx, rotate it several times to obtain secretion; 
quickly immerse the swab into the sample collection tube, 
discard the tail, and tighten the tube cover to seal to 
prevent drying.

• Throat Swab: Use the plastic rod swab with polypropylene 
fiber head to wipe the bilateral pharyngeal tonsils and the 
posterior pharyngeal wall at the same time, immerse the 
swab head into the tube containing physiological saline, 
discard the tail, and tighten the tube cover.

Sample Collection Method



• Sputum: Cough up the sputum in the deep part of the 
respiratory tract and collect it in the container. Liquefying 
method: add equal volume of acetylcysteine (10 g/L) into 
the sputum sample, shake at room temperature for 30 
minutes, and then carry out RNA extraction after sufficient 
liquefying.

• Bronchoalveolar Lavage: Collect bronchoalveolar lavage 
for test.

The sample can be stored for 24 hours at 2~8℃ and for a long 
time below -70℃. It can also be stored in refrigerator at -20℃ 
temporarily.

Sample Collection Method



Nucleic Acid Extraction

• It is recommended to use the nucleic acid extraction and 
purification reagent (universal) produced by our company, 
QIAamp Viral RNA Mini Kit of QIAGEN, and NX-48 Viral 
RNA Kit of Genolution for extraction.

• The required sample volume is 200 μL, and 5 μL internal 
control is added to each sample to be extracted (including 
the controls).

• After extraction, the nucleic acid extract should be added to 
the reaction tube within 10 minutes or transferred to the 
centrifuge tube and stored at - 15 ℃ ~ - 25 ℃.



E x t e r n a l  p h o t o  o f  k i t I n s i d e  p h o t o  o f  k i t

N M P A  C e r t i f i c a t e

Nucleic Acid Extraction Reagent

This product is intended for  extraction, enrichment and purification of nucleic 
acids based on silica-membrane absorption method or magnetic-bead method.



Nucleic Acid Extractor
• 备案号：国械备20140202

• Max sample volume: 1000ul

• Operation time: 35min/batch

• Max number of samples: 32 samples/batch

• Colored touch screen

• Small size, can be used in biosafety cabinet

• Program editing, U disk import and export function

• Adjustable heating function, UV light sterilization with 

timing switch

42cm(h)×43cm(d)×45cm(w)



2019-nCoV RT-PCR Workflow 

Note: The nucleic acid extraction reagent used in Step 2 is

not provided in Novel Coronavirus (2019-nCoV) RT-PCR

Detection Kit, which needs to be purchased by customers

separately.



X960 Real time PCR System

• Four fluorescence channels

• 96-well high-throughput block

• Accurate and reliable results

• Long-life LED light source

• Fast heating and cooling ramp rate

• Built-in WIFI module for remote operation

• Exclusive dual-optical path design without interference

• Industrial-grade cooled CCD camera for synchronous signal 

acquisition



Additional Equipment Required

• Computer and printer required by Real-time PCR analyzer 

• Metal Bath

• Mini centrifuge

• High speed frozen centrifuge

• Pipettes(0.5-10ul, 20-200ul, 100-1000ul)

• Vortex

• ……



Example of amplification curve of 2019-
nCoV nucleic acid detection reagent

Amplification curve of FAM Channel-ORF1ab Gene Amplification curve of JOE Channel-N Gene

Amplification Curve of ROX Channel - E Gene 
in Different Samples

Amplification curve of CY5 Channel-Internal Control



Quality Control

• Negative control and positive control shall be set for each test.

• The test results shall meet the requirements of the table below, 
otherwise the test is invalid, and the errors of instruments, 
reagents, amplification conditions, etc. shall be checked, and the 
experiment shall be repeated.

Quality 
controls

Quality Control Requirements

FAM Channel JOE Channel ROX Channel CY5 Channel

Positive 
Control Ct≤30 Ct≤30 Ct≤30 CT value is 

not required

Negative 
Control Undet Undet Undet Ct≤32



2019-nCoV Results Interpretation

Test Result Results Interpretation

OrF1ab gene, N gene and E gene 
have two or more (+) 2019-nCoV (+)

Only ORF1ab gene (+) If repeat amplification is still 
positive, 2019-nCoV (+)

Only N gene or E gene (+) 2019-nCoV (-)

ORF1ab gene, N gene and E gene 
are all (-) 2019-nCoV (-)



Packaging and Transportation5





Low temperature transport box
Volume 28 L 56 L 70 L 97 L 130 L

Length * Width * Height /cm 45.7*45.7*46.7 53.3*53.3*54.3 65.7*53.2*54.2 62.7*62.7*63.7 79.7*61.7*62.7

Net weight /kg 25 40 43 53 52

Capacity 96 kits 203 kits 280 kits 418 kits 560 kits

Time 3 days 3 days 3 days 3 days 3 days

Price /USD 300 360 450 550 600
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• Staff are trained for appropriate specimen collection, 
storage, packaging, and transport.

• All specimens collected for laboratory investigations should 
be regarded as potentially infectious.

• Specimen handling for molecular testing would require BSL-

2 or equivalent facilities.

Biosafety practices of RT-PCR detection of 
2019-nCoV in the laboratory
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Summary
• 3 target detection, reduce recheck and improve detection 

efficiency

• Complete the detection of 96 samples in 2 hours with the 

automatic extractor

• Internal control, UNG enzyme and dUTP were used to avoid 

false negative and false positive results

• Reagents have been clinically tested in 3 hospitals, and 

preliminary results show that reagents are highly sensitive 

and specific.



Richland Technology Inc.

Phone: (240) 614-6272

Email: Fan@Richland-Tech.com

              Ema@Richland-Tech.com

30 West Gude Drive, Suite 210

Rockville, MD 20850


