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step
Temp.& Time

Cycles
Temp. Time

1 50℃ 5 min 1 cycle

2 60℃ 30sec 40 cycle

Reagent Component Amount

Real-time LAMP 
Premix

with BST Taq 
polymerae, reaction 
buffer, etc

20ul x 96 rxn

Positive control COVID-19 compose  
RNA 200μl x 1

Category Fluorescence Threshold

COVID-19 SYBR green 1000

No. PC NC COVID-19 Interpretation
1 + - + COVID-19

2 + - - No detection

3 - - - Invalid result/ 
Retest

4 + + - Invalid result/ 
Retest

5 - - + Invalid result/ 
Retest

Component Volume (㎕)

Real-time LAMP Premix 20

Template RNA (or cDNA) 5

Total volume 25

Manual

1) Purpose and principal of effect

This product is a medical device for in-vitro diagnostic use 

to detect 2019-nCoV gene by using Real-time Reverse 

transcription Loop-mediated isothermal Amplification 

(Real-time RT-LAMP) from samples (the nasopharynx smear) 

from patients who are suspected to have respiratory 

infection.

2) Product components

3) Precautions

1. This product is used only for in-vitrodiagnosis.

2. This product should use Bio-Rad CFX96 Touch Real-Time 

PCR Detection System (Approval number 10-205).

3. This product should be only used by experienced 

personnel.

4. When handling general lab and biological risk 

substances (such as samples, probable infectious 

substances and waste), be cautious about it.

5. All samples and reagents should be stored separately.

6. All the reagents that are stored refrigerated should be 

only used after fully thawed.

7. You should wear disposable gloves and protective suits, 

and you should sanitize the laboratory after the 

experiment.

8. Do not use reagents that are expired.

9. Samples, pipette tip and consumable supplies should be 

disposed in compliance with the domestic law.

4) Product handling and storage precautions

1. Do not use expired reagents, and do not mix use with 

other Lot(or manufacturing number).

2. Do not mix-use different samples.

3. Reagents should be kept refrigerated untiluse.

5) Precautions for determining results

1. The result value generated after completing the test will 

determine the result when Ct value of each sample is 

checked. 

2. The result of this test itself cannot directly determine 

whether the patient has the Corona Virus (COVID-19) or 

not, so it should be diagnosed with doctors or experts 

with the result.

6) Equipment

This product should use Bio-Rad CFX96 Touch Real-Time 

PCR Detection System (Approval number 10-205), and it 

cannot guarantee results that are checked by otherdevices.

7) Fluorescent dye and setting of threshold

 On the basis of using CFX96-IVD real-time PCR detection 

system, please set the threshold value of fluorescent 

substance as below.

8) Capacity

  Extract Total RNA from a person's nasopharynx smear, and 

mix the product reagent like below.

9) Temperature and conditions

Carry out real-time PCR with the conditions below.

10) Result evaluation

If you use PC and NC to test if the reagent is working, the 

criteria is like below.

From the result value, each sample mixture’s target Ct value 

is checked, if Ct≤40, indicate it as ‘+’, if Ct value is >40, 
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Category FAM PC
Result 

Interpretation
Sample1 - + Negative

Sample1 + + Positive

Sample1 + - Retest

Sample1 - - Retest

indicate it as ‘-‘, and evaluate the result according to the 

chart below.

11) Packing unit

Corporate packing unit

12) Storage method

 -25~-15℃

13) Expiration date

 12 months from the manufactured date

*If it is expired, spoiled, damaged, or corrupted, You can 

exchange the product from the respective shop only if you 

bought it from medical shops or clinics.

14) Customer service

 ☎ +82-031-360-1210

15) Produced by

  Insol Corporation

16) Sales Corporation

  iONEBIO inc.


