ANMBASSADE AU JAPON f BURKINA FASO

N° 020-304/ABF/TKY D R g | Unité-Progrés-Justice

Tokyo, le 16 avril 2020

L AMB&SSADEUR

A
Madame le Ministre de la Santé

Objet : proposition de vente de Kits s/C
de détection Covid-19 sud-coréens
de Monsieur le Ministre des Affaires Etrangeres

et de la Coopération

OUAGADOUGOU

Madame le Ministre,

J'ai 'honneur de vous faire parvenir, ci-joint pour information, la lettre N°
AKEDA-218-10265 du 03 avril 2020 ensemble ses annexes, emanant de M.
Chung Si WOO, Secrétaire Général. de I'Association pour le Développement
Economique Afrique-Corée(AKEDA), basée a Séoul, en République de Corée,
relative a une proposition de vente de kits de détection du COVID-19, sous
I'appellation commerciale de DiaPlexQ™ Novel Coronavirus (2019-nCoV), par
la firme sud-coréenne SolGent Co., Ltd.

SolGent est une compagnie membre d’AKEDA et est spécialisée dans les projets
de diagnostics moléculaires humains. Elle a obtenu la certification sud-
coréenne pour le développement et la production de réactifs biologiques
moléculaires.

Le Kit de détection DiaPiexQ™ Novel Coronavirus (2019-nCoV), selon SolGent,

a été développé conformément au guide technique de I'Organisation Mondiale



de la Santé et homologué par le Ministere en charge de la Slreté du
Médicament de la République de Corée.
NB : La compagnie SolGent voudrait mettre les kits de détection a la disposition

du Gouvernement burkinabeé, a raison de 17 dollars américains par kit.

OBSERVATIONS

Au regard de ce qui précede et de l'urgence de la situation actuelle du
coronavirus dans notre pays, il serait souhaitable que Madame le Ministre de la
Santé prenne attache avec I'Ambassade de la République de Corée & Abidjan
via le Ministere des Affaires Etrangéres et de la Coopération, pour solliciter
I'assistance du Gouvernement sud-coréen dans l'acquisition de ces kits de
détection.

Elle pourrait également saisir I’obportunité pour solliciter des équipements
médicaux tels des lits, des respirateurs, des tenues de protections, des
masques et des gels hydro-alcooliques etc.

La soumission d’une requéte officielle a ’Ambassade de la République de Corée

a Abidjan est souhaitable.

Je vous prie d'agréer Madame le Ministre, l'expression de ma haute
considération.

Ampliation: Monsieur le Directeur de Cabinet
de SEM le Président du Faso

\; -—~Pas¢ ZTJOBO
C\)anher‘q’e J,Ordre National
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Africa - Korea Economic Development Association \\ “

Document No. AKEDA-218-10265

DATE 03/APR/2020
TO H. E. Mr. Pascal Batjobo, Ambassador of the Republic of Burkina Faso
Subject Coronavirus(2019-nCoV) Detection Kit

%%ng&,

It is a pleasure to present our cordial compliments and inform Your Excellency that
following the statement by th~ World Health Organization (WHO) on March 11th,
which considers COVID-19 a pandemic, due to the high mortality rate and its
negative social and economic impact worldwide, SolGent Co., Lid., a corporation
duly stablished and existing under the laws of the Republic of Korea, has a genuine
corporate intent to provide DiaPlexQ™ Novel Coronavirus(201 9-nCoV) Detection

Kit (see attachments).

We hereby confirm that SolGent, a company member of the Africa-Korea
Economic Development Association (AKEDA), is specialized in human molecular
diagnostics projects and has been assessed and certified as meeting the
requirements of ISO 13485:2016 for the design, development and manufacture of
molecular biological reagente

The DiaPlexQ™ Novel Coronavirus(2019-nCoV) Detection Kit was developed by
SolGent in accordance with the WHO technical guidance and it received the
approval of the Medical Device Policy Division at the Ministry of Food and Drug
Safety of the Republic of Korea, on February 27, 2020.

It would be much appreciated if Your Excellency could kindly recommend the
DiaPlexQ™ Novel Coronavirus(2019-nCoV) Detection Kit (USD $17.00/Kit), to the
Government of Burkina Faso so that SolGent could submit a specific proposal for

your country.

We look forward to work with rour Excellency meeting the new challenges before
us, in that same warm spirit of friendship and cooperation which has been
increasingly enhancing the relations between our two countries.

Yours faithfully,

b L&~

CHUNG SI'W

U g -
P, ,

06180 14, Teheran-ro 92-gil, Gangnam-gu, Seoul, Republic of Korea/ www.akeda.co.kr
TEL (02)2052-8677 / FAX [02]2052-8678 / akedakorea@gamail.com




~, SOLGENT CO., LTD.
\ A 3F, 32, Techno 6-ro, Yuseong-gu,
) JE SOI G e nt co" Ltd. Daejeon, 34014, South Korea

Solutions for Genetic Technologles Tel.:+82-70-7805-7396 /Fax.:+82-42-936-5695

KCDC

Recipient: SolGent Co. Ltd
(Via)
Title: Result Announcement of Emergency Use Authorization Request of Medical Devices for In-Vitro Diagnosis |

1. Subject:
A. SolGent Co:Ltd, Nr. $G20200204-001 (04.02.2020)

B. Ministry of Food and Drug Safety, Medical Device Policy Division -Nr. 1636 (27.02.2020)
C. Ministry of Food and Drug Safety, Medical:Device Policy Division —Nr. 1642 (27.02.2020)

2. In accordance with your request i connection with the paragraph above, we review the suitability of
the products'fi for emergency use (permission of exemption) for medical devices aud -request
Authonzatlonﬁfor emergency use from the Ministry of Food and Drug Safety in accordancc with Article
13-2 (1) and 2 of the Enforcement Decree of the Mcdxcal Device Act, and hcrcby inform you of the

result as below
A. CompanyName (Product Name): SolGent Co. Ltd (DiaPlexQ™ Novel Coroua Virus Detection Kit)

B. Purpose: In vitro diagnostic medical devxce that qualitatively detects the gene (Orf‘la gene, N gene) of
the Corona 19 vu-us (2019-nCoV) ina sample of suspected respiratory infection’ patlcnts(sputmn,
oropharyngeal and; nasopharmgcal spcc:mens)

C. Emergency request result: Approved

* Complementary: Improvc detq1[§q «.anual prior sale and supplement the basis for later cutoff,

D. Emergency Use Approval Period:

From 27.02.2020 ~ Until the end of coronavirus infection-19 epidemic

Jae Hyung You & Du-su Seock / CEO of SolGent Co., Ltd.
Date : February 27" , 2020

WWW, solgent com
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Certificate KR11/01709

The management system of

Solgent Co., Ltd.

Head Office: 3F, 32, Techno 6-ro, Yuseong-gu, Daejeon, 34014, Korea

has been assessed and cerlified as meeting the requirements of

1ISO 13485:2016
EN ISO 13485:2016

Far the following activities

The scope of registration appears on page 2 of this certificate.
This certificate is valid from 6 December 2018 until 7 October 2020
and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 28 September 2020
Issue 8. Certified since 7 October 2011

This is a multi-site certification.
Additional site details are listed on the subsequent page:

Authorised by

SGS United Kingdom Ltd

Rossmore-Business Park Ellasmere Porl Cheshire CH65 3EN UK
t+44 (0)151 350-6666 [-+44.(0)151 3506600 www.s50s.com

HC SGS 13485 2016 0118 M2

Page 10f2
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Certificate KR11/01709, continued

Solgent Co., Ltd.

ISO 13485:2016
EN ISO 13485:2016

Issue 8

Delailed scope

Design, Development and Manufacture of Molecular biological reagents.

Additional facilities

Factory: 1F, 2F, 43-10, Techno 9-10, Yuseong-gu, Daejeon, 34014, Korea

This documentis issued by the Company subjec (o fis General Contions of
Certification Services accossidle al wvy.sgs.comvlemns. and_condiions.him.
Attention |s drawn to the limilations of liabiity, Indeminificaion and jurlsdictonal
Issues establshed thareln. The authenticity of (his documen niay,bé verified al Page 2 of 2
bt s g5, coim/enycerilied-chens-and:-froducts/certiied-clenl direclory.
Any unaithorized alterafion, forgery or falsificalion of ha conlenl of pppeaiance
of this documentis unaful and Gifenders may be proseculed fo the fulles!
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UG A8 S (KCDC EUAL), CE-IVD

Qualitative Detection of 2019—nCoV

B Detection Target Region B Specimen type
— ORF1a — Nasopharyngeal swab
— N gene — Oropharyngeal swab
— Sputum

B Instruments
— Applied Biosystems™ 7500 Real-Time PCR Instrument System
— Applied Biosystems™ 7500 Fast Real—Time PCR Instrument System
— Bio—Rad CFX96™ System

[ SolGent

DiaPlexQ™ Novel Coronavirus
(2019—-nCoV) Detection Kit

(Cat.no. SQD52-K 100, SQD52-K020)

Multiplex OneStep gRT—PCR based assay system

Control Template (2019—nCoV) included

Data
analysis

— Use of software For
each instrument

L

B Process

Sample Nucleic acid Multiplex
{ collection isolation aPCR
g — Sample collection — Manual Method DiaPlexQ ™ Novel {
{ according to sample type — Auto extraction Method Coronavirus (2019-nCoV) }
Detection Kit |

B Result Analysis

- 5 Eluofobhdfe . : .S‘Q'uehéher
i N gene FAM BHQ1
' ORFia VIC / JOE* BHQ1
: / PCR control *Texas Red/ Cal Fluor Red 610 BHQ2

e e verm: o] *ABI 7500 / 7500 Fas!: JOE. Texas Red
Amplification Plot information Bio Rad CFX96™ : VIC, Cal Fluor Red 610

H Ordering Information for Relative Products

Detection

Method -

Real-Time PCR

 Neio ofKits 1o e i CatNeL o A’blp'ro:vé.l .
DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit SQD52-K100 KCDC EUAL, CE-IVD
DiaPlexQ™ 2019-nCoV (RdRp, E, N) Detection Kit SQD55-K100 CE-IVD
DiaPlexQ™ RV16 Detection Kit SQD50-K100 CE-IVD
DiaPlexQ™ PneumoPatho 16 Detection Kit SQD80-K100 RUO
DiaPlexQ™ MTC/NTM Detection Kit - Ver 3.0 SQD25-K100 CE-IVD

SolGent Co., Ltd (In South Korea)
1, 2F, 43-10 Techno 5-ro, Yuseong-gu, Daejeon, 34014, Korea

Tal 1+07_9N_TONC_TINE Cau 1O A_OCA_CEAN
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Ref: Genomic characterisation and epidemiology of 2019 novel coronavirus:
implications for virus origins and receptor binding. Published Online January 29,

w2020 https://doi.org/10.1016/S0140-6736(20)30251-8
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2019 Novel Coronayvirus: ((2019- nCoV) 1sa VJms (more s
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spread. However, a growing:niumber of p.:ments reportedl' ha ark [
unclear how easily or sustainably this virus:is spreading:bet een‘peopl n summan; upc ates are avaxlable on CDC’s web pag

Coronavirus, Wuhan, China. (Ref: https://www.cd¢ uov/coronavilus/’)0'191nco'vfabout/mdex' html)’
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‘ SolGent
Your Solution for Genetic Technology
SOIGent Molecular Diagnostics
' Real-Time RT-PcR for Detection 2019-Novel Coronavirus
o
www.SolGent.com 1
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CDC Novel Coronavirus (2019-nCaoV] technical guidance
Laboratory testing for 2019-nCoV in humans

Centers for Disease Contiol and Prevention

COK AT B g Lt Protonng Fevapia™ Senoeh Q
2019 Nove! Coronavirus /214 s : . ;
p—————— 66008 CDC 2012-nCoV NI CDC 2019-nCoV N2
High specificity than CDC 2019-nCoV N3 Forward Primer has low
N2 Low specificity speicificity

I T
e T

Real-Time RT-PCR Panel for Detection
2019-Novel Coronavirus

Centers for Disease Control and Prevention,
Respiratory Viruses Branch, Division of Viral
Diseases

Instructions for Use

+ + + + 2019-nCoV detected
If only one, of two, of three targets is positive + Inconciusive Result
R ) ; + | 2019-nCoV not
detected
I - - - - Invalid Result

L
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WHO Novel coronavirus (2019-nCoV) technical guidance

Laboratory testing for 2019-nCaoV in humans

A
Vorkl Health
@) Deganization

MNOJBIL7 Wuhan-Hu-1
INC_004718 SARS-CoV

e e
15,361 - 15,460 26,141 - 26,253
RdRp E
s
AGRP gene nanss 1. RTINS EO RS RS suara

W ea_ VO848 201800 G!cuncr-vumrsru:n CCACGIGGAACCTCATCAGCAGATEL TATGCTAATAGTGTTTTITAACATITG
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B}_ahc Health Emergency of Internattonal Concer
L Lot B
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Novel Coronavirus (2019-nCoV) technical guidance: Laboratory testing for 2019-nCoV in 12 e B S e Cov e BT !
humans
1
: « MNovel Coronavirus OVENieW 3
i 2049

On this page you will find information about:
¢ Technical guldance

. The currant version of the “Interim guicance for laboratory testing for 2019 novel coronavirus

. TR uyr (2319.nCoV) in humans®
| oo

e WHO apoointed 2019-nCaV referrai iatoralories and procedures
Ciagrostic kntwiedge Gaps.

~

»

-

Earty investigationa

China CDC Primers and probes for datection 2018-nCaV (24 January 2020)
lext page

Diagnostic detection of Wuhan coronavirus 2019 by real-time RT-PCR - Charilé, Berin Germany {17
January 2020)

Cetection of 2019 novel corenavirus (2015-nCoV) in suspectad humen cases by RT-PCR - Hong Kong
lext page-> | University (23 January 2020)

PCR and sequencing protocol for 2019-nCoV - Dapartment of Msdical Sciances, Ministry of Public
Heallh, Thailand (Updated 28 January 2020)

PCR and sequencing protoccols for 2C19-nCoV- Nalional Inslitute of infectious Diseases Japan (24
January 2020)

99% homologies KPe76546_1_1-370_ |
Rhinolophus_Dat_ Coronawrus BICOV_4991_RNA-depende

US CDC panel primer and probas— U.S. CDC, USAV - U.S, CDC, USA (28 January 2020)

US CDC penel primer and probas— U.S. CDC, LISA (28 January 2020)

KCDC announced the Same guidance: taboratory testing for 201-nCoV in humans
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S WHU Novel Coronavirus (2019-nCaV] technical guidance

na Immuc For 'mwmse Control and ﬁetnmn

HEERABEBISH MR R (Specific primers and probes for detection 2019 novel coronavirus)

MH. EREFE T 2LIMLE

L EGR S AT (REHRNRT-PCRITE)
EFEAH A FETHRABOFBIRIMELd (open reading
(nucleoprotein, N) ZEREFXILM 34055t
Target 1 (ORFlab) :
Em3If) (F) + CCCTCTCOOTTITACACTTAA
R@31# (R) « ACCATTCTGCATCASCTGA
RHEH (P) + 5 -FAN-CCGTCTGCGGTATOTOS A%A06 TTATEG-2H0 15"
- Target 2 (N) :
' E@314 (F) « G66CAACTTCTCCTSCTAGAAT
RIM314H (R) : CACACATTTTCCTCTCAAGCTS
FHEH (P) + 5 -FAN-TIGCTCCTGCTTGACAGATT-TAMRA-3'
AER A RE RACRT-PCRR A R £ E AR AT Z A
2 R
At FocefimicL 0.
PRt Ccufficar, TIREAHMIE.
WEE, CoBFE37-40200), RYUEETY, FEMERCAEW, FHERRAREE, TR0
1, ENAMEE.

ftane, 0FFlab) « RAER

FETENE

Ay

BIEVESH: QGRS
2 SRTHETISELINE BR: 102205 FICPH! 1247508
BUER 1024760 Gk, E6.0U ENEH

ORF1ab, Ngene

Laboratory testing for 2019-nCoV in humans

LKS Faculty of Medicine
I-I\-}IKLCJl School of ;g.lblic Health

BERBLOHFTERR

This protocol is designed to detect 2019-aCoV in human clinical specimens. The two monoplex
assays described here are reactive with corenaviruses under the subgenus Sardecovirus that
includes 2¢ 9-r.7eV, SARS-CoV and bat SARS-like coronavimses. Tn: rationales for using this
detection .gproach are: 1) the genetic diversity of 2019-0CoV in humans and animals is yet to be
fully determined and 2) many laboratories lack positive controls for 2019-nCoV. Firal RNA
extracted from SARS-Co¥ can be used a positive control in the assays below. As SARS was
eliminated in humans, suspected cases that are positive in these RT-PCR assays should be
considered to be infected by the 2019-nCoV. The N gene RT-PCR is recommended as a
screening 2ssay and the Orflb assay as a confirmatory one. In the event of a positive PCR result,
sequence analyses of the amplicons will further help 1o confirm the result and to distinguish
between SARS-CoV and 2019-nCoV. An N gene positive/Orflb negative result should be
regarded as indeterminare and the case is recommended to be referred to a WHO reference lab
for further testing.

These assays have been evaluated using a panel of conirols and only the positive control (SARS-
CoV RNA) is tested positive in these assays. NB. Synthetic oligonucleotide positive controls or
equivalents for 2019-nCo’V is not available at present but will be available shortly.

Suitable biosafery precautions should be taken for hmdlmg imr.um clmtcal specnnens suspecied
10 be 201%-nCoV infections 112 S :

diagnostics-for-novel-coronavinus).

Primer and probe sequences

dssay I (Targer: ORF1b-nspld)

Forward printer (HKU-ORF1b-nsp14F): 53'-TGGGGYTITACRGGTAACCT-3"
Reverse primer (HKU- ORF1b-nspl4R): 5°-AACRCGCTTAACAAAGCACTC-3’

Probe (HKU-ORF1b-nsp141P): 5" -FAM-TAGTTGTGATGCWATCATGACTAG-TAMRA-3"

Assay 2 (Target: N)

Forward prumer (HKU-NF): 5°-TAATCAGACAAGGAACTGATTA-Y
Reverse primer (HKU-NR): 5'-CGAAGGTGTGACTTCCATG-3"

Probe (HKU-NP): 5" -FAM-GCAAATTGTGCAATTTGCGG-TAMRA-3’

ORF1b, N gene

un
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Detection system

2019 Novel Coronavirus
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DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit
Specific Target region

SolGent Detection target region 2
N

ORF1a gene -i T

MNO08947 Wuhan-Hu-1 sl
NC_004718 SARS-CoV

; .,........q.... ™
| 1 | ..................... . - '
...................... E

] SolGent Detection target region 1

N gene

fmm fmm China nCov_N*
2019 nCoV_N1t 2019 nCoV_N3t 2018 nCoV_N2t

t 2019-Novel Coronavirus (2019-nCoV) Real-time rRT-PCR Panel Primers and Probes by CDC
*National Institute for Viral Disease Control and Prevention Fi
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»Specimens

= Nasopharyngeal swab
* QOropharyngeal swab
®  Sputum

»instrument
e Applied Biosystems™ 7500, 7500 Fast Instrument System
= Bio-Rad CFX96™ System

» Contents
Components SQD52-K020| SQD52-K100
2X OneStep qRT-PCR Buffer (20" ?-nCoV) 200 2 x 1 ea 1.0 mL x Tea
OneStep qRT-PCR Enzyme mix (2019-nCoV) 40 px1ea 200 p2 x 1 ea
Primer & Probe Mixture (2019-nCoV) 60 pe x 1 ea 300 42 x 1 ea
Control Template (2019-nCoV) 20 p2 x 1 ea 100 € x 1 ea
RNase Free Water 200 p@ x 1 ea 1.0mLx1ea
teeatmen
palient Chln~a

outbreak¥VY than pidemic

nroas iridae

w12019-nCol
coronavirus
pneumonia

symptomsyjpypscold

itlriess
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DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit

——

= Amplification Plot information = Fluorescence information

1,100,000 et o i A e . R BRI

o) B N gene (FAM) i
. ‘O:BFAla _{lVIC) , o
ze| - Il PCRC (Texas Red)

o - % N gene FAM BHQ1 |
{ e / i |

Target 5' Fluorophore 3’ Quencher

o ORFla viC / JOE* BHQ1
mm:u.m.mn_____ - , : |
-------- LR s e e PCR control Texas Red/ Cal Fluor Red 610* BHQ2

*ABI 7500 / 7500 Fast: JOE, Texas Red | Bio Rad CFX96™: VIC, Cal Fluor Red 610

vay Orfla

2019-nCoV Detection region 2 of SolGnet 2019-nCoV Detection region 1 of SolGnet

( ) SANF AT ET T AL L, Ll
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Ql..;_DiaPIer ™ Novel Coronavirus (2019-nCoV) Detection Kit

Sample  Nucleicacid = Multiplex Data

collection isolation . OneStep RT-gPCR analysis
B o @ o *_ e —e @ *
Sample collection * Manual Method DiaPlexQ™ Novel Coronavirus Use of software for each

according to sample type * Auto extraction Method =~ {2019-nCoV] Detection Kit instrument

s HotStart PCR: high-specificity
= OneStep PCR : multiple targetsin a single reaction PCR Reaction Time: 2 hﬁu v
= Reliable system: automatic PCR control

" Easy-to-use master mix: just adding template and Primer/Probe Mix

*  Rapid detection: OneStep RT-gPCR

10
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- DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit

HMIpie Nucleic acid Multlplex
et i 1 colatior . “..i.OneStep RT-gqPCR oooan

DiaPlexQ™ Novel Coronavirus

(2019-nCoV) Detection Kit

Reai:tion Mmure

Cap color

I 1‘

Red @ @ 2X OneStep RT-qPCR Buffer 10 pe

¢ Blue @ | OneStep RT-qPCR Enzyme mix 2 e
Violet @ @ Primer/Probe Mixture 3 e

Sample template 5 pe

B

= Reverse Transcription ;50 °C 15min X1

e 2 Initial PCR activation - 95°C 15min X1
PCR Condition B . e
: it _ Denaturation 95 °C = 20sec :

| Annealing / Extension 60 °C = 40 sec
11
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--:‘..;DiaPIerE" Novel Coronavirus (2019-nCoV) Detection Kit

A Texas’ Red/ 0
Cal Fluor Red 610

i Reﬁ_l._llf Interpretation

PC(Positive Control) + + + Valid
(Non-Tem:;lI:(t:e Control) - - * Velid
Sample case 1 + - +/- 2019-nCoV detected
Sample case 2 - + +/- 20719-nCoV detected
Sample case 3 + + +/- 2019-nCoV detected
Sample case 4 = - + 2019-nCoV not detected
Sample case 5 - - - Invalid Result*

. PC should be positive and with CT values within 35 cycles. If PC are negative, the testing results for that plate are invalid. Repeat
rRT-PCR test.

. NTC should be negative. If NTCs are positive, the testing results for that plate are invalid.
. Detection of the PCR Control(PCRC) in the Texas Red(or Cal Fluor Red 610) detection channel is not required for positive results in
the FAM or JOE(VIC) detection channel. A high Virus RNA load in the sample can lead to reduced or absent PCR Control signal

* RT-PCR inhibition or reagent failure. Repeat testing from original sample or collect and test a new sample.

12
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_DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit

The Analytical Sensitivity Test by In vitro synthesized Transcripts RNA

N gene ORFla ORFla & N gene
Single Transcripted RNA Single Transcripted RNA Dual Transcript RNA
- (T o

B aepm A G| R a0
750 ag/ul 125 ag/ul 1,000 100
75 ag/ul 12.5 ag/ul 100 100
7.5 ag/ul 1.25 ag/ul 10 95

The analytical sensitivity of the DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection

Kit determined by Probit analysis is 10 copies/ul of in vitro trasncripted RNA
13
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DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit

Organisms tested to demonstrate the analytical Specificity
(Respiratory virus associated, Human RNA)

Control Template (2019-nCoV)

-
- o
—_—
o
———
o
-
-
-
-
-

ATEEEE

I ra-- =T

N gene (FAM)
B ORF1a (JOE)
B8 PCRC (Texas Red)

B N gene (FAM)
B ORF1a (JOE)

Parainfluenza |
I Parainfluenza i1 N/D <26
38 HEQGﬁVE strains Parainfluenza Il N/D <26
s Parainfluenza IV N/D <26
: Influenza A N/D <26
Influenza B N/D <26
Adenovirus N/D <26
Respiratory syncytial virus A N/D <26
Respiratory syncytial virus 8 N/D <26
Rhino 8, A N/D <26
Bocavirus N/D <26
Metapneumovirus N/D <26
Beta Corongvirus 0C43 N/D <26
B PCRC (Texas Red) Alpha Coronavirus 229€ N/D <26
Enterovirus N/D <26
Human total RNA (10ng/ul) N/D £26
Control Template (2019-nCoV) N/D <26

DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit did not Cross-react
with any of specified organisms
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) DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit

Organisms tested to demonstrate the analytical Specificity

(Pneumonia and Tuberculosis associated)

Control Template (2019-nCoV)
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" Organisms

B N gene (FAM)
B ORF1a (JOE)
B PCRC (Texas Red)

B N gene (FAM)
B ORF1a (JOE)

DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection
Kit did not Cross-react with any of specified organisms

Acinetobacter baumannii
Bordetella parapertussis N/D <26
38 negative strains Bordeteka pertussi ND 52
- Chlamydophila pneumoniae N/O <26
j T _ Haemophilus influenza N/D <26
Klebsiella pneumoniae N/D <26
! Legionella pneumophila N/D <26
:, Moraxella catarrhalis N/D <26
] Miycoplasma pnemoniae N/D <26
Pseudomonas aeruginosa N/D <26
l r'_ e — | Serratio marcescens N/D <26
Staphylococcus aureus N/D <26
Stenotrophomonas maltophilia N/D <26
Streptococcus pneumoniae N/D <26
B prC RC (Te xas Red ) Mycobacterium abscessus N/D <26
Mycobacterium avium N/D <26
Mycobacterium bovis N/D <26
Mycobacterium chelonae N/D <26
Mycobacterium intracellulare N/D <26
Mycobacterium kansasii N/D <26
Mycobacterium scrofulaceum N/D <26
Mycobacterium tuberculosis N/D <26
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* Ordering information for relative Products
SQD52-K100
DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit <

SQD52-K020

DiaPlexQ™ RV16 Detection Kit

~ SQD50-k100
© 5QD50-k020

5QD80-K100
SQD80-K020

DiaPlexQm™ PneumoPatho1g Detection Kit

SolGent Co., Ltd (in South Korea)

43-10 Techno 5-ro, Yuseong-gu, Daejeon, 34014, Korea
Tel +B2-70-7805~7396 Fax +82-42-864-5690
E-mailgl‘nbal@sulgent.com
website Www.solgent.com

fbe_t_éttion Method '

Real-Time PCR
Real-Time PCR

Real-Time PCR
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DiaPIerTM RV16 Detection Kit DiaPlexQ™ PP16 Detection Kit

> Target Organisms

> Target Organisms
Fmia s M Parainfluenza virys | % <t @ Mycoplasma pnemonige (MP)
-‘g} i 'fg Parainfluenza virys iy ;;f g i:f Klebsiella pneumonige (KP)
SET/ U@ % WParainfluenza virys 1y SET / ‘j &

Legionella pneumophila (LP)

% . 8 Parainfluenzg virus IV aTa Streptococcus pneumoniae (SP)
/é@g :}Z Influenza A virys ; g Staphylococcus aureus (SA)
SET Influenza B virys SET/ Gl e Chlamydophila pheumoniae (CP)

% Y | Adenovirus % @3 fl Pseudomonas aeruginosa (PA)
SET /i . 2 B Respiratory syncitia/ virus A/B £ Jg : Moraxella catarrhalis (MC)
“ %t® 8 Rhinovirys SET/ et &

Bordetella pertussis (BP)

n B Enterovirys
Bocavirus

gu B Haemophilus influenza (Hi)
: Q ‘ Acinetobacter baumannii (AB)
Metapneumovirys SET/ S U WM. tuberculosic (TB)/ M. avium (AV)
a‘ﬁ% 5 'Alpha Corona virus 229€ /N1 63 f”"% %‘;“ Serratia marcescens (SMar)
£ Beta Corona virus 0ca3 oy 4 Bordetella parapertussis (BParq)
SET/ A " MERS Corona virys SET/ %ﬁ" @Mg

Stenotrophomonas maltophilia (SMalt)
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