GPDX SARS-CoV-2

Rapid Real time PCR solution
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» CLINICAL TRIAL in China, good Coincidence rate with over 500 clinical
samples, CE mark approved

» UNIQUE TECHNOLOGY, inactivate virus and preserve RNA at room
temperature

» EASY TO USE, mix sample and lysis buffer, then do PCR amplification
in machine

» TIME SAVING, from sample to result in 30 minutes

» QUALITY TRUST, Internal control inside to monitor the False Negative

www.gpd—gene.com Gold Probe Diagnostic Biotechnology Inc.



B [nhactivating Virus during sample collection — safety and efficiency
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The virus can be inactivated directly after the sample is placed into the preservation solution at room

temperature without RNA degradation.

Step 1: Throat swabs, Saliva, alveolar
lavage fluid were all taken with a swab.

DO NOT NEED the RNA extraction and purification any more, what cus—
tomer needs to do is to add the sample already in preservation tube into the
PCR tube, mixed with the lysis buffer and PCR buffer directly.

VERY EASY TO USE, The test can be started after mixing the enzyme with
the reaction solution, no pipette is needed, suitable for POCT scenes

Step 2: Break off the swab head along the kink
mark and place it into the sample preservation
tube, tighten the cap for safety transportation
and convenient detection. Meanwhile, it has
the function of inactivating virus and RNA
preservation.

B Quadruplex PCR amplification technique and Internal Control inside — monitoring the false negative

Detection the ORF1ab gene(FAM),N gene (ROX),E gene(CY5)and internal control(H

same time,the recommended platform is YS—gPCR-1,ABI| 7500 and SLAN.
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, Operation instructions

B Instructions for the use of the throat swab collection tube
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1 .Sample collection and processing

Collect a throat swab following the standard procedure of guideline, break off the head of the throat swab
along the kink mark into the preservation solution tube, tighten the cap, and shake it for 5 times to make the

cell blend into the liquid.

2. Procedure Kl

: _ Add one drop of collected Sample,
Pour all RT-PCR Reagent Into Add one dl’Op of the mixture Positive and Negative control, Cover

the Enzyme Mixture tube, into the bottom of the lid tightly, mix upside and down

mix up and down at least 3 . :
e et PCR ampliﬁcation tube: mixed the mixture thoroughly, throw
! off the liquid into the bottom of the

tube;

« Sample type : Throat swabs, Saliva, alveolar
lavage fluid and nucleic acid purified by
commercial Kit

» Applicable Platform:

» At least the FAM/VIC/HEX/ROX/CY5 channels
should be included, and need to be validated

» Validated on HONGSHI| SLAN, Thermo ABI7500,
Roche LC480 Egens YS—gPCR-1

 Lower limit of detection: 50 copy/ml

» Detection precision: ORF1 ab gene (CV 1.0%),
E gene (CV 0.6%),N gene (CV 0.6%)

» Coincidence rate of National Positive and Negative
reference: 100%

Place the PCR tubes into
the PCR machine. ORF1ab
gene: FAM, N gene: ROX,
E gene: CY5, Internal
Control: VIC
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Storage Temperature

Enzyme Mixture
( Purple )

2°C to 8'C(avoid light)

-20°C £5C(avoid light)

RT-PCR Reagent
( Green)

Quantity

Transport Temperature

2Cto8C

Storage Temperature

Z2GC1o 810

Negative Control

a (Blue)
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(Red)

i
o .-h'".lt.ﬂﬂhlé’-ﬂ.lmﬂ-\'w il £
i) LRGeS AL
W;_,m' _:%ﬂhﬂpr_-fr PUSIHS S punfeanon I I KL RRA
2 s 0 A% petemon. i amne [BTAY iwkinad ik

WETWRE {rrng
NV
TASMN Fochnengy

Rk wrnion £ i e 8

70 00 PSS ke 51 i poay e o AT POdHI, ittt ncrtion

b Rl b Tres Crespon

2Ct08C

2Cto8C

Instruction

2ZC1aC

Z2GC1o 81T

Real-Time PCR Kit for Detection of SARS-CoV-2

REF| : 600150

i Disposnhle Sampling Fwal

\Z:
g :

-lm.dmww-n--mm#wlmwﬂ"“"w:.
o A Flan, Bl | Sreanbodh Ta isxisn &
L EEED B CE O e i davies, Shcozen

Addras Teorfiier Labwig B3, S854F Blsadder?

Name

Sample Preservation

Part C
} Solution

Quantity

48

Transport Temperature

2T 1t 30C

Storage Temperature

2110 300C
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! Throat Swab

48
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Product Name

Format

Methodolgy
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Detection of SARS-CoV-2

Real-Time PCR Kit for

48 T/Kit

Real-Time PCR
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YS-qPCR-1

Real—-time Fluorescence
Quantitative PCR

M

Overview

YS-gPCR-1 is based on fluorescent polymerase chain

reaction (PCR) and requires use with a companion nucleic acid - |

System Setting | | Crosstalk Setting

detection reagents. It can be used clinically for quantitative
and qualitative detection of nucleic acid samples (RNA/DNA)
from humans, including pathogens and human genetic
engineering.

Select test itern for each well

Sample Positive
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Structure and Composition

P

YS-gPCR-1 is mainly composed of a control assembly, a
photoelectric assembly, a thermal cycling assembly, a heated
lid assembly, housing components and system software.

Features B

1.Adopt advanced thermoelectric cooler, reliable performance.
2.LCD display (10.1 inches) with capacitive touch panel, rich and clear display information, easy to operate.

3.Large data storage space, which can store more than 200,000.00 records.

4.For the special design of fast test, a complete amplification analysis can be completed within 30 minutes.

5.USB2.0 supports usb disk to store data. WIFI supports remote data transfer.

6.Android system, user—friendly operation interface, intuitive and simple.

/.Real-time display of various data during the operation of the instrument.

8.After the test program is finished, the test data can be analyzed directly.

9.Sample capacity: 8 x 0.1mL/0.2mL centrifuge tube (5-100uL) 16 x 0.1mL/0.2mL centrifuge tube (5—100uL), 8—strip tube is
recommended.
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YS-gPCR-1 Basic Parameters and Performance Indicators

Sample size 2 X 8,16 test wells, 0.2mL tube (30-100 ul), 8-strip tube with 8-strip cap is recommended
Reaction system 10-10"Copies
-luorescent dye F1:FAM, SYBR Greenl etc. F2: HEX, VIC, JOE etc. F3: ROX, TEXAS RED etc. F4: Cy5 etc.
-ull-plate fluorescence detection time within 25
Temperature range 10-100°°C
Temperature uniformity +0.1°C (@58°C)
Temperature accuracy +0.1°C (@58°C)
Heating rate (average) >8.0°C/s
Heating rate(maximum) =10.5C/s
Cooling rate (average) >5.0°C/s
Cooling rate (maximum) >7.5°C/s
Hot lid temperature range 30-120°C
Repeatability of fluorescence intensity test CV<0.5%
Sample test repeatability CV<1%
Sample linearity Linear regression coefficient R > 0.98
-luorescence linearity Linear regression coefficient R > 0.99
nstrument communication interface Network port / serial port
nput power 100-240VAC 50/60Hz Max 800VA
Dimensions 380X 300X 185mm(Outer box size: 520X 410 X360mm)
Net weight 9.8kg
R |
g
, 4

Authorized Representative In The European Community:

ec | ree| SUNGO Europe B.V.

Address: Olympisch Stadion 24, 1076 DE Amsterdam, Netherlands

Manufacturer:

Wuxi Opulen Technology Co.,Ltd.
Address: Floor 4,Building 4, No.100,Dicui Road ,Wuxi ,Jiangsu ,China, 214072
Service hotline: (+86)0510-85167117
Website: http://www.opulen.com.cn




EC Declaration of Conformity

Manuflacturer:

Name: Gold Probe Diagnostic Biotechnology Ine.
Address: Room 1401, Floor 14, Building 3. 173 Fengxiang Road,

Hi-tech Zone, Zhengzhou, P.R. China. 450066
Tel: +86-371-6061 3355

Whose Authorized Representative:
MName: Lotus NL BV,

Address: Koningin Julianaplein 10.1e
Werd, 2595AA, The Hague, Netherfands.
E-mail: peteri@lotusnl.com

We. Gold Probe Diagnostic Biotechnology Ine., here declare that the below mentioned medical device meets the

provisions of Directive 9879 EC which apply to them. The declaration of conformity is exclusively under the

responsibility of Gold Probe Diagnostic Biotechnology Inc..

Product Mame

Heal-Time PCR Kit for Detection of SARS-CoV-2

Specification A5 TESTSARN

Intended s

POCT rapid detection,

Claxvifcation CRhers

T ki is wsed for the qualitative detection Novel Conomavines (SARS-Co¥-2j ORFlab, E and N genes of pcumonia |

suspected cases of SARS-CoV-2 infecton In Crvopharyngeal swab and Saliva sample in vitmo, The sssay is used for
|
the wxiliary disgnosis ol th relevant cases and the emergency feserve of 1he épidemic in vitro durmg the penod of |
I preumonia infected by SARS:CoV-2. The SARS-CoV-2 preumonia diagnosis and SARS-CaV-1 mnlfection control |

pan should be followed, This peoduct can be operiied in a non-luboratony prosective environment and can realizg |

= Retpdradres Postbies 16114 2500 BC Den Haag

Lotus ML B.Y.

T.a.v. de heer X, Wej
Koningin Julianaplein 10
25895 Af 's-Gravenhage

Datum: 3 mei 2022

Betreft: aanmalding In-vitro diagnostica

Geachte heer Waei,

CIBG
Ministerie van Volksgezondheid,
Welzijn en Sport

Farmatec

Eeraiaiires:
Hedteren

Rijristraat S50

2515 ¥P Den Haag

TOM 340 6161

Bbpgr:/ hulgruddetan faomatec.nd

Tndichbinaen via
medische Felpmiddelend

rinvwsnl

Ons kenmerk:
ClRGE-20222017

Bijlagen

Uw aanvraag
19 april 2022

Conformity Assessment Route: VDD 98/7%EC Annex lli{excluding Annex 111.6).

Applicable Standards:

EN ISc} [3485: 2016
IS 149712019

ENISCIRIZ-1:2017
EN IS0 AT I3-2: 2011

Name OF Authorized Signatory
Position Held In The Company
Signature

Date

Place

Scal (Manufacturer)

EN 80 187713-3:2011
EN 13641:2002
IS §5233-1: 2020

C€

Changfang Fy
General Ma
May 31, 2022

Zhengzhou, China

EN [3612: 202
180 23640201 5

ENG2306-1:2015

Op 19 april 2022 antving Ik uw notificatie krachtens artileel 4, eerste lid van hat
Nederlandse Besiuit in-vitro diagnostica (BIVD) om onder de bedrijffsnaam Gold
Probe Diagnostic Biotechnology [ng,. met Eurppess gemachtigde Lotus NL BV
onderstaande producten als in-vitro diagnostica op de Europese markt te brengen.

De producten staan geregistreerd als In-vitro diagnostica onder nummer;

COVID-19 Antigen Rapid Test Kit,

COVID-19 Neutralization Antibody Test Kit,

Real-Time PCR Kit for Detection of SARS-CoV-2,

Real-Time PCR Kit for Detection of SARS-CoV-2/Flu A/Flu B,

BRAF V600E/D/R/K Mutations Detection Kit{Multiplex Real-tima PCR)
(geen merknaam) (ML-CAQ02-2022-6B778)

IDH1/IDH2 Gene Mutation Detection Kit (Real-time PCR Assays),
HER-2 DNA Probe Kit,
Human Papillomavirus Detection Kit{Multiplex Real-time PCR),
Meisseria Gonorrhoeaea/Chlamydia Trachomatis /U. Urealyticum Real
Time PCR Kit.

{geen merknaam) (NL-CA002-2022-68777)

Lung Cancer Mutant Genes Detection Panel (Real-time PCR Assays),

KRAS/NRAS/PIK3CA/BRAF Mutations Detection Kit { Real-time PCR

Assays),

TERT Promoter Mutation Detection Kit (Real-time PCR Assays).
{geen merknaam) (NL-CADD2-2022-6B776)

Hiermee heeft u voldaan aan uw verplichting op grond van artikel 4, BIVD,
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TEST REPORT

Test Report No.:

Name of the sample:
ModellType:
Applicant:

Test Category:

YS-gPCR-1

Commission test

202114010884

Real-time fluorescence quantitative PCR

Nantong Egens Biotechnology Co., Ltd.

LAB Address:  Mo.100 linshui Road, Wulki, langsu, PR.China

Telephone: +856 0510 85105775
Post Code: 214073

Fax : +86 0510 85104572

E-mail; zsb@jnlab.com

Website: http: ffwwwjnlab.com

QCRES-2- 2006
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DECLARATION OF CONFORMITY

G TO In Vitro Diagnostic Medical Davices Regulation (EU) 2017/746

EU Representative
SUNGO Europe B.Y.

Oivmpisch Stadion 24, 10TEDE
amsterdam, Netherlands

SRN: NL-AR-00000024 7

Device Classification
Hassification: Class A

e 5. Anneax VI, of In
yshic: Med:cal Dewvices

12017745

Applicable Standards

i IS0 204 2021
NSO 15223-1:2016
ENISO 1811312011
SO 18113-3:2041

Manufacturer

Mame: Mantong EgensBiotechnology Co., Lid
Address:Building 15. Bullding 12{west). No. 1592
Xinghu Avenue, Nantong Economy & Technology
Development Zone, 226010 Nantong, People's
Republic of China

Product Information

Name : Real-ime fluprescence guantitative PCR

Instrumient
Model:YS-qPCR-1
EMDN : WO2050106
Basic UDI-DI :
Classification: Class A

Conformity Assessment

Compliance of the designated product with the In Vitro
Diagnostic Meadical Devices Regulation (EU2017/746
hat been aszsessed by issuing the EU declarabor

conformity refermad to in Article 17 afler drawing up tha

technical documentation set out In Annexas || and (Il

In alle verdere correspondentie betreffende bovenvermelde producten verzoek [k u
deze nummers te vermelden. Aan deze nummers kunnen geen verdere rechten
ontleend worden, ze dienen alleen om de  notificatie  administratiefl te
vergemakkelijken,

De registratie van In-vitro diagnostice als medisch hulpmiddel op grond van de
Clagsificatiecriteria  (Bijlage II) bij Richtlijn 98/7%EG betreffende medische
hulpmiddelen voor in-vitro diagnostiek is onderhevig aan mogelijke revisies van
Europese regelgeving inzake de classificatie van medische hulpmiddelen en aan
voortschrijdend wetenschappelijk inzicht (zie artikel artikel 10, eerste lid van
Richtlijn 98/ 79/EG).

Motificatia van in-witra diggnostische medische hulpmiddelen implicesrt datk de
fabrikant, Geld Probe Diagnostic Blotechnology Inc. de CE-conformiteitsmarkering
haeft aangebracht op de desbetreffends producten alvorens deze in een EU-ldstaat
in de handel te brengen. Zodoende garandeert Lotus ML B.V. dat de in-vitro
dizgnostica veldaen aan da essentiéle sisan zoals opgenomen in bijlage I bij Richthijn
98/79/EG (en in het daarmee: corresponderende onderdeel 1 bij het besluit).

Volledigheidshalve wijzen wij u erop dat een in-vitro diagnosticum moet voldoan
aan de elsen uit het BIVD. Het BIVD s gebaseerd op Richtlijn voor in-witro
diagnostiek, 98/79/EG. Mat narme wijzen wij u op de Nederandse-taalers zoals deze
in Mederland geldt, de sisen voor het ter beschikking houden van de technische
documentatie en de plicht tot het hebben van een Post Marketing Surveillance- en
vigilantiesysteam.

Tot siot merk ik op dat met uvw notificatie - de administratieve nalificatie als
fabrikant - en deze brief geen sprake is van een oordes! over de status of kwalificatie
van uw product; notificering betekent niet dat daadwerckellfk sprake is van een in-
vitro diagnosticum Jn de zin van de onderhavige wet- en regelgeving, In
voorkomende - gevallen kan de Inspeclie Gezondheldszorg en Jeugd (IG1), belast
met het toezicht op de naleving van hel bij of krachtens de wel bepaalds, sen
standpunt inremen over de status van een product, waarbl] het valgens vaste
Jurisprudentie uiteindelijk aan de nationale rechier is am te bepalen of een product
onder de definitie van in-vilro diagnosticum valt.

De Staatssecretaris van Volksgezondheid, Welzijn en Sport,
namans deze,

Afdelingshoofd
Farmatec

Or. M.1. van de Velde
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old Probe Diagnostic Biotechnology Inc.
Address: Room 1401, Floor 14, Building 3, 173 Fengxiang Road,

High—tech Industrial Development Zone, 450066, Zhengzhou, P.R.China.

Tel: +86—371-60613355
Fax: +86—371-60613359
Email: gpdx@gpd—gene.com
Website: www.gpd—gene.com

We harewith deciare that the above-mentioned

products meet the requiremeants of In Vitro Diagnostic

Medical Devices Regulation (EL) 2017746 and the
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