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1CopyTM Technology

Catacleave (DNA-RNA-DNA Hybrid probe) + RNase( Thermo-stable, Hot-start)



1CopyTM Advantage : High Sensitivity

Single Molecule RNA Detection



High compatibility with commercial PCR machines

1CopyTM Advantage : High Compatibility

10 copy 
1 copy

ABI7500 (ABI) CFX96 (Bio-Rad)

10 copy
1 copy

Rotor gene Q (Qiagen)

10 copy
1 copy 

LC480 (Roche)

10 copy
1 copy

Quantstudio5 (ABI)

10 copy
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Mic qPCR cycler (BMS)

10 copy
1 copy



Product Pipeline

1CopyTM Pipeline

Now available
R&D/RUO
CE/MFDS



COVID-19 Detection System

Specimen Type
• Nasopharyngeal swab
• Oropharyngeal swab

Detection Target Region

Real-time PCR instruments
• Roche Light Cycler® 480
• Qiagen Rotor-Gene® Q 5plex HRM
• Applied Biosystems® Quantstudio5
• Applied Biosystems® 7500 Real-Time PCR system
• Bio-RAD CFX96TM Real-Time PCR Detection system

Process



1CopyTM COVID-19

Internal Positive Control (IPC)

            

          

          

          

         

         

            

                      

            

          

          

          

       

          

            

                                                              

Measurement method : RT-qPCR / Target gene : Human GAPDH

• IPC originated from specimens is used as an extraction 
control and internal control.

• The IPC is needed  to evaluate, whether the extraction and 
amplification procedure is valid or not. 



1CopyTM COVID-19 qPCR Specification

ㅋ

0.2copy/㎕
(4copies/ reaction)

Box Dimension – 72.5 x 72.5 x 67 MM.

Box Weight        - 51 Gm. 



1CopyTM COVID-19 qPCR Multi Kit

Single virus level limit of detection

                                                                      

        

              
                           

      

              
                           

Because the sensitivity of 1copyTM COVID-19 Multi Kit is very high, good laboratory techniques should be followed.

✓ Testing is limited to laboratories – certified under the Clinical  Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. 263a,
to perform high complexity  tests, or by similarly qualified non-U.S. laboratories.

✓ There is a risk of false positive values resulting from cross contamination.
✓ Only use aerosol barrier pipette tips and change tips between liquid transfers
✓ False positive results may occur if carryover of samples is not adequately controlled during sample handling and processing.

Synthetic RNA of COVID-19 specific RdRp gene Synthetic RNA of beta-coronavirus specific E gene



1CopyTM COVID-19 qPCR Multi Kit

Short Measurement Time

COVID-19 qPCR Multi Kit has a short measurement time that less than 2 hours

COVID-19 qPCR Multi Kit Conventional RT-PCR

Total measurement time 1 hour 50 minutes 3 hours

Hands-on time 20 minutes 1 hour



1CopyTM COVID-19 qPCR

Certifications



1CopyTM COVID-19 qPCR
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1CopyTM COVID-19 qPCR
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Executive Department of Medical

Devices Evaluation  

Medical Devices And Products Sector

ةيبطلا ةيبطلا ةزهجلأا   ةزهجلأا مييقتل   مييقتل ةيذيفنتلا   ةيذيفنتلا ةرادلإا   ةرادلإا
ةيبطلا ةيبطلا تاجتنملا   تاجتنملا ةزهجلأا  وو   ةزهجلأا عاطق   عاطق

يبط يبط جتنم   جتنم زاهج /  /  زاهج قيوست   قيوست نذإ   نذإ
Medical Device Marketing Authorisation

Issuing Date: 11/4/2020 

Expiry Date: 11/10/2020

Authorization Number:

Version Number:

GHTF-2020-0838

1

نذلإا : : نذلإا مقر   مقر
:: رادصلإا رادصلإا مقر   مقر

 18/8/1441 رادصلإا : : رادصلإا خيرات   خيرات
24/2/1442 ءاهتنلاا : : ءاهتنلاا خيرات   خيرات

The authorisation is issued in accordance with the Medical

devices interim regulation (MDIR) and in particular to the

implementing rule MDS-IR6 for Medical Device Marketing

Authorisation (MDMA)

دعاوقلاو ةيبطلا  تاجتنملاو  ةزهجلأا  ةباقر  ةحئلا  بجومب  نذلإا  اذه  ردصأ 
.ةيبطلا تاجتنملاو  ةزهجلأا  قيوست  نذإب  ةصاخلا  ( MDS-IR6  ) ةيئارجلاا

This authorization allows: ME0000015540

1DROP INC

A-203, Keumkang Penterium IT Tower, 215,Gyeonggi-do,13217 Korea, South

: لوخي نذلإا  اذه 

To market the medical devices listed in the attached annex*

in the Kingdom of  Saudi Arabia

يف ةقفرملا * ةمئاقلا  يف  ةددحملا  ةيبطلا  تاجتنملا  ةزهجلأا /  قيوستب 
ةيدوعسلا ةيبرعلا  ةكلمملا 

جتنملا جتنملا زاهجلا /  /  زاهجلا فصو   فصو

1copy™ COVID-19 qPCR Multi Kit
provides the fast and accurate testing

solution for COVID-19, specifically
targeting the E gene for beta coronavirus

and the RdRp gene for COVID-19 in
nasopharyngeal swab and oropharyngeal

swab

Medical Device DescriptionMedical Device Description

لجسلا لجسلا يفيف   يبطلا   يبطلا جتنملا   جتنملا زاهجلا /  /  زاهجلا ديق   ديق مقر   مقر
ينطولا ME0000015540SFDAA00001Medical Device National ListingMedical Device National Listingينطولا

NumberNumber
يراجتلا يراجتلا مسلإا   1copy™ COVID-19 qPCR Multi KitBrand / Trade NameBrand / Trade Nameمسلإا

ةيبطلا ةزهجلأا  مييقتل  يذيفنتلا  ريدملا 
Executive Director of  Medical Devices

Evaluation

نابطولا ناميلس  نب  فيطللا  دبع.د 
Abdullatif  S.Al Watban,Ph.D.
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