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GeneProof SARS-CoV-2 PCR Kit
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UNIKATNI SPECIFICITA
A SENZITIVITA

* Excelentni vysledek v QCMD panelu
* 100% diagnosticka specificita a sensitivita

DESIGN DOPORUCENY W.H.0. {<% )

» Tti cile (RARp/E/N geny) v jedné reakci

» Konfirmace v nezavislém kanalu

* Spolehliva detekce vsech variant viru

* Trojnasobna ochrana proti selhani detekce
zpUsobenému mutacemi viru

VYROBENO V CESKE REPUBLICE

« Vyvinuto a vyrobeno v Ceské republice

SPEKTREM REAL-TIME PCR

S KOMPATIBILNI S SIROKYM
PRISTROJU

www.geneproof.com ISO 13485 PROCESEM VYVOJE, VYROBY A DISTRIBUCE

©

Respiratory
Infections

EASY-TO-USE KONCEPT

* Ready-to-Use Master Mix obsahuje vSsechny
komponenty pro PCR amplifikaci v jedné
zkumavce

¢ Neni nutné dalsi pipetovani PCR reagencii

e Zjednodusuje laboratorni workflow

PREVENCE KONTAMINACE

e Master Mix obsahuje Uracil-DNA glykosylazu
(UNG) a dUTP eliminujici kontaminaci
amplikony

INFORMACE K OBJEDNANI

REF BALENI
COV2/GP/025 25 reakci
COV2/GP/100 100 reakci

CERTIFIKOVANY
ce DIAGNOSTICKY TEST

GARANTUJEME KONTROLU NAD CELYM

VSECH NABIZENYCH PRODUKTU GENEPROOF



GeneProof SARS-CoV-2 PCR Kit

+ GeneProof Adenovirus PCR Kit + GeneProof Chlamydia + GeneProof Mycoplasma

+ GeneProof Aspergillus PCR Kit pneumoniae PCR Kit pneumoniae PCR Kit

+ GeneProof Bordetella pertussis/ + GeneProof Flu Multiplex PCR Kit + GeneProof Mycobacterium
parapertussis PCR Kit + GeneProof Legionella tuberculosis PCR Kit

+ GeneProof Enterovirus PCR Kit pneumophila PCR Kit

Respiratory
Infections

GENEPROOF COVID-19 SOLUTION

+ GeneProof SARS-CoV-2 + GeneProof SARS-CoV-2 + GeneProof SARS-CoV-2
PCR Kit Screening PCR Kit Advanced PCR Kit

INDIKACE in vitro diagnostic medical device

REGULACNI STATUS CE IVD / EC Directive 98/79/EC

URCENY UZIVATEL For professional use in laboratories with trained staff

TECHNOLOGIE Real-time PCR

TYP ANALYZY Qualitative

CILOVA SEKVENCE RdRp gene, E gene and N gene

ANALYTICKA SPECIFICITA SARS-CoV-2, 100 %

ANALYTICKA SENZITIVITA Zpracovani vzorku Citlivost Material

(LoD s 95 % pravdépodobnosti) GeneProof PathogenFree RNA Isolation Kit (FAM) 381.28 IU/ml PBS
croBEE 201A Nucleic Acid Extraction Kit (FAM) 1600.41 IU/ml PBS
Direct detection (Bi-CoV") (FAM) 2589.8 IU/ml Anterior nasal swab in Bi-CoV"

DIAGNOSTICKA SPECIFICITA 100 % (Clyg,: 95.68 % - 100 %)

DIAGNOSTICKA SENSITIVITA 100 % (Cl,,: 91.58 % - 100 %)

POSITIVNI PROGNOSTICKA 100 % (Cl,: 91.58 % - 100 %)

HODNOTA

NEGATIVNI PROGNOSTICKA 100 % (Cl,: 95.68 % - 100 %)

HODNOTA

JEDNOTKY STANOVENI 1U/ml

METROLOGICKA SLEDOVATELNOST 1. mezinarodni WHO standard (1st WHO International Standard for SARS-CoV-2 RNA, NIBSC: 20/146)

KONTROLA I1IZOLACE/INHIBICE Kontrola inhibice PCR a ucinnosti extrakce RNA pomoci Interni kontroly (IC)

VALIDOVANE TYPY VZORKU Stér z nosohltanu (transportni médium: UTM (Copan), PBS nebo fyziologicky roztok); stér z predniho nosu,
sliny v transportnim médiu Bi-CoV~

SKLADOVANI -20+£50°C

VALIDOVANE METODY EXTRAKCE ccroBEE 201A Nucleic Acid Extraction Kit
GeneProof PathogenFree RNA Isolation Kit

PRISTROJE croBEE Real-Time PCR System
Applied Biosystems 7500 Real-Time PCR System
AriaMx Real-Time PCR System
CFX96™/ Dx Real-Time PCR Detection System
LightCycler” 480
LineGene 9600 Plus
Rotor-Gene 3000
Rotor-Gene Q
QuantStudio™ 5 Real-Time PCR System
SLAN" Real-Time PCR System

POZADOVANE DETEKCNI KANALY FAM (RdRp/E), Cy5 (N), HEX/JOE/VIC (IC)

EXTERNI HODNOCENI KVALITY Pravidelné testovano v panelech Externiho hodnoceni kvality QCMD a Instand e.V. - vysledky na www.geneproof.com
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