CORONEX-COVID 19 ver 2.0.
Multiplex RT-qPCR Detection Kit [1000 rxn]-
Ref:DS-CSC19-M1000

JESCRIPTION

“ORONEX-COVID 19 (Ver 2.0) qPCR kit provides
letection in a single tube, including two independent
renes of 2019 Sars-CoV2 and an internal control which
argets the human RNAseP (RNP) gene to assess
pecimen quality and reaction efficiency. Specific
yrimers and probes were designed for the detection of
conserved region of 2019 nCoV’s ‘Orflab’ and ‘N’
rene, respectively, avoiding nonspecific interference of
3ARS2003 and BatSARS-like virus strains. Internal
control (RNAseP gene) provides a nucleic acid
:xtraction procedural control and a secondary negative
:ontrol.

’RODUCT CONTENTS

Components Ingredient Cap Amount
number

CORONEX- RT-gPCR Master | 1 10X1250 pl
Covid19 DS Mix | mix
E
CORONEX- Orflab, N and 2 5X 500 pl
Covid19 DS PP1 | RNP gene primer

probe mix
CORONEX- Positive control 3 200 pl
Covid19 DS for Orflab, N and
PTC" RNP genes
No-Template No-Template 4 200 pl
Control (NTC) Control

‘tup no 1 and 2 contents are prepared more than 10%.

* The “CORONEX-Covid19 DS PTC” contained in the
it is a synthetic DNA prepared to be used as the positive
control. It contains the target regions of all genes
Orflab, N and RNP) that are amplified with the primer-
yrobe sets included within the kit. It is not isolated from
he virus; it does not have the entire virus genome and
1as no infectious properties.

’STORAGE AND SHELF LIFE

All reagents should be stored at -25 °C to -15 °C with
yrotection from light. The reagents are stable for 14
nonths when stored at the recommended condition. The
xpiration date will not change if the kit is opened and
tored at the recommended condition. The expiration
late will not change if the kit is transported with ice-
vacks for 4 days and/or treated with 6 freeze-thaw
'ycles.
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INSTRUMENTS

Real time PCR instrument with FAM and HEX
channels, such as Magnetic Induction Cycler BMS Mic
qPCR, Qiagen Rotor-Gene Q, Biorad CFX96, Montania
4896 Real-Time PCR and LightCycler 480 (Roche).

SAMPLING

Suitable specimen type: upper respiratory specimen
(including nasal swabs, nasopharyngeal
swabs/aspirates/washes and sputum) and lower

respiratory specimen (including respiratory aspirates,
bronchial washes and bronchoalveolar lavage fluids).

PROTOCOL

1. Specimen Preparation

The samples should be extracted according to the
manufacturer’s procotol of viral RNA extraction kits.
The extracted RNA can be directly used as nucleic acid
template for the reaction.

2. Reagent Preparation

Thaw the required reagents, mix by shaking, and
centrifuge briefly before use. Prepare the mixture in a
RNase-free centrifuge tube as follows [1]:

NOTE: All work should be carried out on ice/cold
plate.

Volume (ul Per
Components Cap number Reaction)
CORONEX-Covid19 DS
Mix E 1 125w
CORONEX-Covid19 DS
PP1 2 25ul
Total Volume - 15 ul

[1] Calculate the number of reaction tubes (sample
number + positive control + negative control). It is
recommended to set both negative and positive
controls for each test.

Mix the above mixture thoroughly, and make aliquots of
15 pl into different PCR reaction tubes.

3. Template Addition

Add 5 pl of extracted RNA from specimen to different
PCR reaction tubes which contained 15 pl of PCR mix.
The total volume is 20 pl. Cap the reaction tubes tightly,
centrifuge them at low speed.
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CORONEX-COVID 19 ver 2.0.

l. qRT-PCR Amplification
ut the reaction tubes on a PCR instrument, setup and
un the following cycling protocol:

Step Temperature Time Cycles

Reverse 48 °C 20 min 1

Transcription

Pre-denaturation 95 °C 2 min 1

PCR Cycles 95 °C 5 sec 35
60 °C (Read) 10 sec

settings of detection fluorescence: Orflab and N genes
FAM) and RNP (HEX). Please set the internal reference
varameter of fluorescence of the instrument to “None”.
‘or example: for ABI series instruments, please set
‘Passive Reference” to “None”.

). Data Analysis

‘or Biorad real time PCR instruments;
‘AM and HEX:

(hreshold should be set to: auto threshold

\nalysis Profile for BMS MIC instrument;
set analysis parameters as follows;

‘AM and HEX:

viethod: Dynamic

gnore Cycles Before :5

ixclusion: Extensive,

‘luorescence Cut Off Level: %15 should be on.

\nalysis Profile for RotorGeneQ instrument;

Nhen starting a run, make sure Green and Yellow
‘hannels are on the channel setup list. Select Gain
Iptimization and check box ‘Perform Optimization
3efore 1st Acquisition’ for both green and yellow
‘hannels.

‘AM and HEX:

select dynamic tube.

gnore first 10 cycles.

Jutlier Removal should be set to *5%’.

Jliminate cycles before should be set to:0

[hreshold should be set to: 0.03

NTERPRETING PATIENTS’ TEST RESULTS

f the criteria of QUALITY CONTROL is met, analysis

he data of sample as follows:

v Please follow sigmoidal curves in wells which you
observe Ct values.
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e The cut-off value in the FAM channel should be
evaluated according to the table below#.
In Peltier Block Devices (Biorad | <35
CFX, Montania etc )
In Rotor System devices (Qiagen
Rotorgene, BMS Mic etc )
#In CDC statements and internationally published
literature, it has been reported that passive virus
residues can be detected in advanced cycles (1-7).

<33

e If the Ct value of HEX channel is < 33, analyze the
results according to the following table:

Orflaband | RNP Gene Interpretation
N Gene (HEX)
(FAM)
+ + The patient is SARS-CoV-2
positive.
- + The patient is SARS-CoV-2
negative.
- - The result is uncertain.
The test should be repeated.*1
+ - The result is uncertain.
The test should be repeated.*1

*1. If the results remain same, repeat the specimen
collection/RNA extraction and perform the test again. It
is kindly recommended to repeat specimen collection
after two days.
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Contact Us:
DS Bio and Nano Technologies Product Tracing and Tracking Corporation.
Address: Is¢i Bloklar1 Mah. Muhsin Yazicioglu Cad. 45/7 Ankara 06530
Turkey
E-mail: coronexkit@dstrace.com
Phone: +90 312 428 31 20-21-22

+90 549 553 72 46
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Uygunluk Beyannamesi

In vitro tanisal medikal cihaz (test kiti) ile iliskili EC Yonergesi 98/79/EC'ye dayanarak, bahsedilen test-
kitinin tasanimi ve yapihis tipi bakimindan, yukarida bahsedilen EC y6nergesinin sartlarini yerine

getirdigini belirtiriz.
Eger cihaz (test kiti) asagida imzasi olanlarin rizasi olmadan degistirilirse, bu belge gegersiz
sayilacaktir.

Ortintin Tanimi : CORONEX-Covid19 Test Kiti
ilgili EC Yénergesi :In Vitro Tani Yonergesi (IVDD) 98/79/EC (Annex ill)
Siniflandirma : IVD Diger

Uyum|a$t|r|lm|$ Standartlar g lSO/lEC 170252005, IVDD 98/79/EC (Annex l"), OIE YonergESI

Uretici :DS Bio ve Nanoteknoloji Uriin Takip ve Dogrulama i¢ ve Dig Tic. AS.
isci Bloklari Mah. Muhsin Yazicioglu Cad. 45/7

Ankara 06530 Tiirkiye

Yetkili Temsilci . %qer SEN

Tarih:

imza
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https://utsuygulama.saglik.gov.tr/UTS/uyg#/butunTibbiCihazlariListele

&

11.10.2020 Urtin Takip Sistemi UMIT KURU
Tibbi Cihaz Bilgileri
Tibbi Cihaz Detaylari Urlin Gegmisi Piyasaya Arz Bilgisi Takip Konfigirasyonu Uriin Titubb Gegmisi SUT Kodlari
Tanimlayici Bilgiler Durum Bilgileri
Uriin Tanimi: CORONEX - YOK - COVID-19 QPCR TEST KiTi 100 Durum:
RXN
Tekil Urtin Durumu:  Tekil trin hi¢ dahil edilmemis.
Birincil Urtin Numarasi: 8682723153038 (GS1) _
Son Islem: Kontroli Tamamla
Firma: 2667269173754 - GENSUTEK SAGLIK o e
TEKNOLOJILERI ANONIM SIRKETI (Uretici/ Urdn Tipi: Tibbi Cihaz
Ithalat¢i/Bayi/lhracatct) _ . _
Veri Kaynagi: Firma
Marka: CORONEX :
Incelenmeye 05/10/2020
Urtin Ad: COVID-19 QPCR TEST KiTi 100 RXN Alindigi Tarih:
Oriin Kinyesi: Uriin Kanyesi.pdf Guncellenme Tarihi: ~ 06/10/2020
Orijinal Etiket Turkce Hayir UT.S ?aglanglg 21/04/2020
. Tarihi:
mi?:
Turkce Etiket: Turkce Etiket.pdf Durum Tarini: 21/04/2020
Orijinal Etiket: 100rxn.etiket.pdf
Versiyon/Model: YOK
Referans/Katalog No: YOK
icerikteki Uriin Sayisi: 100
Urtin Aciklamast: Hastalardan nazofaringeal aspirat/lavaj, bronkoalveoler
lavaj, nazofaringeal strintd, orofaringeal surintu
orneklerinden RNA izolasyonu sonrasi virtsu tasiyip
tasimadiklar tespit edilir.
Ayni Barkodlu Urinler: Ayni Barkodlu Urtinler
Siniflandirma Bilgileri ithal/imal Bilgileri
Sinif: IVD Diger ithal/imal Bilgisi: imal
GMDN: 64756 - SARS-CoV-2 immunoglobulin G (IgG) / IgM Mensei Ulke: Turkiye
antikor VD, kit, immunokromatografik test (ICT), hizli
Brans Tiirli Kodu: 1225-KiT
Urtin Belgeleri
Belge No Belge Turd 1 Orjinal Dokiiman Turkce Dokiiman
9173754-UB1 Uygunluk Beyani UB.ORJ.pdf UB.TR.pdf
4 1 4 1-15 | sayfabasina 15 kayit L 4
Urtin Gorselleri
Gorselleri Goster
Urlin Gorsel Dosyasi
100 rxn i¢.pdf
.4
Ozellikler
MRG Guvenlik Bilgisi: Bilgi Bulunmuyor Kalibrasyona tabi mi?: Hayir
Lateks iceriyor mu?: Hayir Bakima tabi mi?: Hayir
Ftalat/DEHP iceriyor mu?: Hayir Steril paketlendi mi?: Hayir
Uriin iyonize radyasyon icerir mi?: Hayir Kullanim Oncesinde Sterilizasyon Hayir
. Gerekli mi?:
Uriin nanomateryal iceriyor mu?: Hayir e
Tibbi Cihaz Satis, Reklam ve Tanitim Hayir
Viicuda implante edilebilir mi?: Hayir Yénetmeligi Ek-3 Kapsaminda mi?:
- : 5.
Tek kullanimiik mi2: Hayir Saglk Marketinde Satilacak mi?: Hayir
RSP Baska Bir Tibbi Cihazin Bileseni, Hayir
f).
Urdndn sinirli kullanim sayisi var mi?: Evet Aksesuari, Yedek Parcasi mi?:
Sinirli Kullanim Sayisi: 100
SUT Eslesme Durumu: Eslesme Yok
Raf omrd var mi?: Evet
Raf Omru: 15 Ay
Saklama Kosulu Bilgileri
Saklama Kosulu Gerektiriyor Evet
mu?:
Saklama Kosulu Tipi Min Max Birim
Saklama/Depolama Ortami Sicakligi -25 -15 Derece Santigrat



C¢€

Declaration of Conformity

In accordance with EC Directing 98/79/EC relating to in vitro diagnostic medical device(test kit). We
herewith declare that the under-mentioned test kit, in view of its design and type of constraction,
meets the requirements of the above EC Directive.

If device(test kit) is modified without the agreement of the under-signed, this declaration becomes

invalid.

Description of Device : CORONEX-Covid19 Test Kit

Relevant EC Directive : In Vitro Diagnostic Directive (IVDD) 98/79/EC (Annex Ill)
Classification : IVD Other

Harmonized Standarts :ISO/IEC 17025:2005, IVDD 98/79/EC (Annex Ill), OIE Guideline
Manufacturer : DS Bio and Nanotechnology Product Tracing and Tracking Co

Isci bloklari Mah. Mubhsin Yazicioglu Cad. 45/7

Ankara 06530 Turkey

Authorized Representative :Dinger SEN

Date: 7 9/‘)"" /é}%

Signature



URUNUN TANIMI

D5 Nano ve Biyoteknoloji laboratuvarlarinda gelistirilen Coronex COVID19, 2019-nCoV
koronaviriis 19 (COVID 19) hastaligina yolacan yeni tip Koronaviriis’i hastalarin nazofaringeal
aspirat /[ lavaj, bronkoalveoler lavaj, nazofaringeal siiriinti, orofaringeal siiriintii
orneklerinden, RNA niikleik asitini cDNA e ceviren,es zamanli qPCR ile tespit eden test kitidir.

URUN AKSESUARLARI

Coronex COVID 19 kiti 7 pargadan olusmaktadir.

* CORONEX-Covid19 DS Mix-E{polymeraz enzimi),

¢ CORONEX-Covid19 DS FP1 (yalmzca 2019-nCoV virlisiiniin ORF3A bolgesine tzgii
forward primer),

* CORONEX-Covid19 DS RP1 (yalmizca 2019-nCoV virlisiiniin ORF3A bolgesine ozgii
reverse primer),

* CORONEX-Covid19 DS P1 (yalnizca 2019-nCoV viriisiiniin ORF3A bolgesine zgii prob),

* CORONEX-Covid19 DS PCT1 (0,000001 ng virlisiin ORF 3a bélgesine bzgil sentetik,
enfekte etmeyen kontrol cDNA, pozitif kontrol olarak kullanilir),

* C1(RNA niikleik asitini cDNA e geviren reverse transcriptaz enzimi),

® C2 (RNA niikleik asitinin yikilmasini engelleyen RNAaz inhibitora)



URUNUN KULLANIM AMACI

DS Nano ve Biyoteknoloji laboratuvarlarinda gelistirilen Coronex COVID19 kit hastalarin
nazofaringeal aspirat / lavaj, bronkoalveoler lavaj, nazofaringeal siiriint, orofaringeal strtinti
orneklerinden RNA izolasyonu sonrasi viriisii tagiyip,tasimadiklari tespit edilir, hizli tani amaci

vardir,

Real-time PCR cihazi ile ile kit igerisinde bulunan negatif ve pozitif rnekler baz alinarak elde
edilen Cq degeri vermektedir. Cq degeri 38 nin altinda olan &rnekler pozitif olarak
degerlendirilmektedir. Cq deger 38-42 arasi ¢ikan 6rneklerin tekrarlanmasi, 42 Cq degerindeki

ornekler negatif olarak degerlendirilmektedir.
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This is to Certify that

DS Uriin Takip Dogrulama Ig ve Dis Ticaret A.S.

ISCI BLOKLAR: MAHALLESI MUHSIN YAZICIOGLU CADDESI NO: 4577
CUKURAMBAR / CANKAYA / ANKARA-TURKEY.

has been found in Compliance with requirements of
Environmental Management System

1ISO 14001:2015

for the following scope:

NUKLETID [IRETIM, OLIGO ['RETIMI, DNA-RNA URETIMI,
DNA-RNA DIZAYNi, BIOENFORMATIK,
YAZILIM ISLETME, YAZiILiM GELISTIRME.

(Scope in English: Nucleotide Production, Oligo Production, DNA-RNA Production,
DNA-RNA Design, Bloenformatics, Software Business, Software Development.)

Cerlificate No. : EMS/08134/0918
Original Certificate Date ; 24 - September - 2018
Issue Date : 24 - September - 2018 SPUAIS Sy
' Quality Control Certification
Expiry Date : 23 - September - 2021 UK Office: 1020, C House,

Trosdsaanme Park, T LI, Ca I, L
To check this certificate status visit: i e S

“hitp:fuasl.uk.comicertifiedorganization,htm!” Narsla Mandl, Deind = 110 040, Incla
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Testing and Calibration of Laboratories -
ISO/IEC 17025:2017
8 o
~ for the following scope: '

NUKLETID DRETIM, OLIGO URETIMI, DNA-RNA URETIMI,
DNA-RNA DIZAY Ny, BIOENFORMATIK,
YAZILM ISLETME, YAZILiM GELISTIRME.

(Scope in English: Nocleotide Production, Oligo Production, DNA-RNA Production,
DNA-RNA Design, Bioenformatics, Software Business, Software Development.)

Certificate No. : TCL/08086/0018
Original Certificate Date : 24 - Saptember - 2018 /,F%
Issue Dale ' : 24 - Seplember - 2018
Expiry Date : 23 - September - 2021 Q"
To chack this cerfificats status visit AT

“http:Nccertification.com/Client.aspx” W

“Aulhorised Signature
For Quality Control Certification
Head Office: 2nd Floor, Aman Market,
Narela Mandi, Delhi - 110 040, India
UK Office: 1928, Chynoweth House,
Travissoma Park, Truro - TR4 BUN,
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APPLICATION PROTOCOL

s follows and add the reagents to the gPCR tubes in the order specified
ce them ino the gPCR ¢ il ce and st: the
Reaction setup ' gPCR Program
Component | Addorder | Reaction | Cycle | Temperature | Duration |
B - Number |
| CORONEX-Covid19 DS Mix-E 1 5 uL 1 | 45°% /.10 min.
| CORONEX-Covid19 DS FP1 2 0.2 L 1 95 °C ) Zimin.
CORONEX-Covid19 DS RP1 3 0.2 ul 40 95 RCL N1 TSERT.
CORONEX-Covid19 DSP1 | 4 0.2 ul 60°C. « < /20 sée |
CORONEX-Covid19 DS C1 7 0.1uL | R VI |
CORONEX-Covid19 DS C2 8 0.2 pL -
| CORONEX-Covid19 DS PCT1 6 1L : _ 4
(positive control) o T
| Template 35uL | Ly w IF
TOTAL REACTION VOLUME iout | BN T/ TFALK

WARNING: Interpretation of Results: 1) Examine the shape of thl‘;mpliﬂclﬂm;uﬂesuhalnad In
the FAM channels and record non-sigmoidal curves as negative. Ilﬂﬂllatﬂhﬁﬂmhﬁﬂ' of thiﬂhﬂ“
cycles (Cq). 3)Record the result as negative if 38<Cq and as pusltwull‘ Cq<38

Intended Use and Test Principle: Kit is used for testing Eﬂﬁﬁﬁﬂ'ﬂﬂlﬁiiﬁ “aron: .

(COVID-19). The kit is applied to nucleic acid isolates from Traznpﬁawngeal asplrateﬂauage.
pronchoalveclar lavage, nasopharyngeal mh, m‘phawngeal swab’ qmﬂ Sputum samples. Rapid
diagnosis with the kit is achieved both conventional PCR (6RCR) and real-time PCR (qPCR) targeting
2019-nCoV ORF (open reading frame) viral transliational region.This reg]gri_g-s_peclfic oligonucleotide
primer and prob sets gives positive results onlywith 2019-nCoV."iIn the 2019-nCoV routine PCR
screening, CORONEX-COVID 19 test kit, primer and prob set is applied; if the result is 2019-nCoV ORF
(open reading frame) viral translanunﬂ region positive, the patient rE!tllt tan be interpreted as
infection positive. If the result is negative, patient result can behtnrpreted as disease free.

Analytical Specification: Kit is validated Bio-Rad CFX384,and Biomolegular Systems MIC gPCR machine.
The kit's testing limit (LOD) is the Iuweit-vlrgil copy that can be testéd with 99% probability.

Warnings: Master stock reagents _ﬂ'li_:uld'ﬁé;igpb_qﬁ::thfg;gﬁﬁfﬂﬁﬂﬁ during cPCR and qPCR set up. If
possible, all PCR set upshould be performed on the cold block.

Kit components shauld be mixed by gently shaking before use. The micropipettes used for pipetting
cPCR and qPCR mixes, positive control and patient samples should be separated.

Kit content (Shelf Life: 12 monts) Storage: -20 °C;

Transport: +2-8 “C, 200 rxn.

intended Use/Content/Target Quantity Consumption per reaction
CORONEX-Covid19 DS Mix-E 1 X 1000 pL Sul
CORONEX-Covid19 DS FP1 1X B0 ul 0.4 ulL
CORONEX-Covid19 DS RP1 1 X 80 pl 0.4 uL
CORONEX-Covid19 D5P1 1 X 80 pL 0.4 uL
CORONEX-Covid18 DS C1 1X 20 L 0.1pL
CORONEX-Covid19 DS C2 1X40 pL 0.2 uL
CORONEX-Covid19 DS PCT1 1X10ul . 1 ul
(positive control) -
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Is in Compliance with

_ Medical Laboratories
Requirements for Quality and Competence

1ISO 15189:2012

- for the following scope:
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DNA-RNA DIZAYNi, BIOENFORMATIK, T
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(Scope in English: Nucleotide Production, Oligo Production, DNA-RNA Production,
DNA-RNA Design, Bioenformatics, Software Business, Software Development.)
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This is to Certify that &

DS Uriin Takip Dogrulama g ve Dis Ticaret A.S.

ISCI BLOKLAR MAHALLESI MUHSIN YAZICIOGLU CADDESI NO: 45/7
CUKURAMBAR / CANKAYA / ANKARA-TURKEY. 5%

is in Compliance with g

Risk Management

ISO 31000:2018

for the following scope: 1

NUKLETID URETIM, OLIGO URETIMI, DNA-RNA URETIMI,
DNA-RNA DIZAYN:, BIOENFORMATIK,
YAZILM ISLETME, YAZaLaM GELISTIRME,

(Scope in English: Nucleotide Produetion, Oligo Production, DNA-RNA Production,
DNA-RNA Design, Bioenformaties, Software Business, Software Development.)

Certificate No. : RM/08121/0918
Original Certificate Date : 24 - September - 2018

ff*"'\
Issue Dale : 24 - September - 2018 "‘-‘
Expiry Date : 23 - September - 2021 Q‘"’

o
To check this certificate status visit: A
“hitp:llgceertification.com/Client.aspx”
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For Quality Control Certification
Head Office: 2nd Floor, Aman Market,
Narela Mandi, Delhi - 110 040, India

UK Office: 1929, Chynoweth House,
Trevissome Park, Truro - TR4 8UN,
Cormwall, UK
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