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PaxView® COVID-19
real-time RT-PCR Kit

Innovative and Chimeric Technologies
Leading to a New World of Healthcare
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Intended Use

« In vitro diagnostics(IVD) Kits
- Designed for the qualitative detection of COVID-19 viral RNA
- Oropharyngeal swab, nasopharyngeal swab, sputum and bronchoalveolar lavage (BAL)

Introduction

« COVID-19 (Corona Virus disease 2019) is the respiratory infectious disease caused by a novel coronavirus that
has not been previously identified in humans.

- The outbreak began in December 2019.

« Reported illness have ranged from mild respiratory symptoms with fever, cough, and shortness of breath to severe
illness and death.

» Most estimates of the incubation period for COVID-19 range from 1-14 days.
- The case fatality rate is around 2%.

« The novel coronavirus (nCoV) named as SARS-CoV-2

- beta-coronavirus like MERS-CoV and SARS-CoV.

- All three of these viruses have their origins in bats.

+ Sequencing analysis of multiple viral strains from COVID-19 patients suggested that wild animal acted as the
natural reservoir for the virus.

« The virus can spread from person to person. The virus is mainly transmitted through contact with respiratory
droplets.

Kit Components
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Volume 240 pl/tube 240 pl/tube 50 pl/tube
Tubes 2 tubes 2 tubes 1 tube
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Product description

« Detects the novel coronavirus.

« COVID-19 using one-step real-time RT-PCR in a single tube.
- The target genes for the detection of the virus are Orf1ab and N gene.

- The sequence of primers and probes for the amplification were adapted from sources published by China CDC and WHO.
- The kit includes primers and probe for the amplification of the human RNase P gene that serves as an internal positive
control for the real-time RT-PCR.
[References]

1. National institute for viral disease control and prevention (China); http://ivdc.chinacdc.cn/kyjz/202001/t20200121_211337.html
2. Laboratory testing for 2019 novel coronavirus (2019-nCoV) in suspected human cases Interim guidance (WHO)

3. Real-Time RT-PCR Panel for Detection 2019-Novel Coronavirus (CDC)

4. CDC protocol of real time RT-PCR for influenza A(H1N1) (WHO)

» Compatible real-time PCR machines: CFX96(Bio-Rad), ABI 7500/7500Fast(Thermo Fisher Scientific),
SLAN-96S(Hongshi), Rotor-Gene Q(QIAGEN)

Performance Characteristics

Analytical Sensitivity (Limit of Detection)
« Serial dilution of in vitro transcription RNA from 10° to 0.1 copies/ul was tested.
+ The limit of detection (LoD) is 10 copies/ul (100 copies/reaction).

Analytical Specificity (Cross-reactivity)

+ Genes of 12 respiratory viruses and 14 bacterial strains were tested.
+ The microorganisms tested were not detected.

Key Features and Benefits

- User friendly & Simple method
« One tube & One step RT-PCR

- Use internal control with Rnase P gene from RNA extraction

— monitor the entire process including the sample collection, RNA extraction, and RT-PCR

Company Sample. Nucleic: acid Nuclt.ei.c agid Remarks
Collection extraction amplification

PaxGenBio o (0] (0] Rnase P gene

A Company X oV (0]

B Company X X 0?2

1) Internal control is added to the extraction reagent
2) Internal control is added to the PCR reaction
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Procedure
PCR protocol Result analysis
Before start, thaw the reagents of After the test, the [Data Analysis]
the Kit on ice for 10~15 minutes. opens automatically.
Briefly mix & spin
Prepare the Master mixture on the test. Specify the threshold by selecting each
fluorescence under the graph.
Components Volume Seti Baseline Threshold
in in r
4X RT-PCR 54l — Seflings — Baseline Thresho
Primer/Probe Mix 5ul Single Threshold - User Defined
Total volume 10ul FAM 350
HEX 150
Vortex & Spin Cy5 200
Put 10 pl of prepared master mixture
into a PCR tube.

Check the result for each well.
- Graph and Ct value

Add 10 pl of extracted RNA samples,
positive control or negative control

to each tube. Refer to Cut-off table.
Target Fluorescence Ct value
Orf1ab FAM <40
Close the cap, and briefly centrifuge N HEX <40
the PCR tubes. c Cy5 <40
Place the tube into real-time
thermal cycler and start For the save, Export — Export All Data Sheets
amplification. — Save File — Analysis
Results Interpretation
1. Parameter setting 3. Interpretation
Fluore- Case 7ol gEs e Determination

Parameter 7500/ CFX96- (Orf1ab) (N) (IC)

scence
7500Fast DX SCAN9SS 1 ¥ " ¥ Positive

EAM Threshold 30,000 350 100 2 + + - Positive*

Baseline Auto Auto Auto 3 + - +/- )

Inconclusive™

HEX Threshold 5,000 150 50 4 - + +-

Baseline Auto Auto Auto 5 - - + Negative
Cv5 Threshold 25,000 200 50 6 - - - Invalid***

y Baseline Auto Auto Auto * When the amount of PCR products (FAM or HEX) is substantial on
positive result data, the signal of internal control (Cy5) may or may
not be observed.

**1) Recommended to retest by increasing the sample concentration.
2. Ct Value for COI‘ItI"OIS 2) Recommended to proceed with sequencing.
Control FAM (Orflab)  HEX (N) Cy5 (IC) *** Invalid case m
Positi\{e control <35 <35 <35 « Sample collection fail e
Negative control No Ct. No Ct. No Ct. « RNA extraction fail

—
o T ———
https://youtu.be/EOp_|03cQn4
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Clinical Evaluation

PaxView® COVID-19 real-time RT-PCR Kit
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m Malaysia - Institute For Medical Research

Jalan Pahang
50588 KUALA LUMPUR

INSTITUT PENYELIDIKAN PERUBATAN
(Institute For Medical Research)

|@

Telafon : 03-2616 2666
Faks. : 03-2853 G335
hélp i imegov.my

Ruj.kami: IMR/P/15/1501/0048/03 (1)
Tarik : 24 April 2020

Performance Analysis
Test Tested Kit Assay Interpretation
Detected Not Detected
IMR SARS-CoV2 15 o Sensitivity= 100%
In-house | Positive
Panel (COVID-18)
SARS-CoVz 0 12 Specificity = 100%
Negative
(COVID-18)
Comments

Use 10ul of extracted RMNA while in house assay use 5 ul of extracted RNA

Disclaimer:

The content of this report does not imply that this product is endorsed or recommended by the Instiute
For Medical Research (IMR). This report may not be reviewsd, abstracted, quoted. reproduced or
translated, in part or in whole, without the prior written permission of IMR. IMR does not allow the use of
this report or reference in any manner in the labeling of this product or kit package.

m Kazakhstan — National Public Health Center
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» Comparison kit :TIB MOLBIOL(Germany), BGI Technology(China)

» Equipment used: Rotor-Gene Q(Qiagen)
» Sample used: Positive 5, Negative 5
« Test results: 100% match
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PaxView® COVID-19 real-time RT-PCR Kit
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Certificate
Tha Certificagion Body of
TOW Ahoinland LGA Products Gmb

bernisy caries fual the crgangaton
PaxGenBio Co., Ltd.
#8037807, 361, Simin-dasro, Dongan-gu,

Annnu, Ego#ﬁn da 140!
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o Ui Fobowang B000
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See atinchmentis for the scope

Proo! has been fumished Hd e egeinements. specited in

EN 150 13485:2016
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Efucia Dele 20200305
Certicaie Regisraton No. EX B0 4067T 00N
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Certificate

of EU product notification

Herewith we canfirm shat

HT Profmadt Conslting GambH

Altanhofsiralia S0

66386 St Lngbsrt

Germany

has taken aver the function of an Eurcpean Authonized Representative scoording b the
requinsments of Article 10 of the VDD S8/7%EC for

FPaxGenBio Co., Lbd.
@BOI~BO7T, 361, Simin-doero,
Dongan-gu, Anyang-si

i
Rapublic of Koren

MT Pramadt Cansulting GmbH has made the praduct notification at tha selavant comgpesant
autherity according o Adticla 10{3),

The in vitra diagnestic madieal davigos of the manulacturar, coverad Dy the notification, are Bstad
in Annex 1 of this certificate.

This cortificate doas rdt attest tha conformity of the medical devices with the abowe mentionsd
diracthee. The confermity & stated in the raspective product-ralated Declaations of Conformity
aigned undér thy sl responsibilty of the manufsctuner,

34, March 2020
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Dr. Michael Rinck
- Managing Director -
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Kit Package layout

Shipping Packing Box

® Thermal Insulation Container

» EPS (Expanded Polystyrene, Neopor®)
* Neopor: A new material with high thermal insulation performance BE. 1
by mixing graphite, an inorganic material with existing EPS

m Cold Chain System: PCM(Phase Change Material)

* PCM is a phase change material (liquid->solid, solid->gas, etc.),
A substance that absorbs heat when the surrounding temperature
rises, and when the temperature decreases, it crystallizes and
releases heat.

m Carton Dimension

+ Measurement: 45.5(H) x 45.5(D) x 50.0(H) Cm
- Total Weight: 21 Kg

+ 40 Kits per Carton

+ Shipping Stability for 7 days

Ordering Information

Product Name Cat. No. Package Storage Expiration date
PaxView® COVID-19 real-time RT-PCR Kit R0O501N 96tests/Kit 25Cc~-157C 12 months

07



Innovative and Chimeric Technologies
Leading to a New World of Healthcare

()
T — .
e@f PaxGenBio
&

DT,

ﬂ MT Promedt Consulting GmbH
Altenhofstrasse 80, 66386 St. Ingbert, Germany

PaxGenBio Co., Ltd.

#803~807, 361, Simin-daero, Dongan-gu, Anyang-si,
Gyeonggi-do, 14057 Rep. of Korea
Customer services: (+82) 31-244-5036, info@paxgenbio.com



