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Norman Biological Technology Co., Ltd
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Novel Coronavirus (2019-nCoV) Antigen Testing Kit

(Colloidal Gold)
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.. ®
TUVRheinland

Certificate

. The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Nanjing Norman Biological
Technology Co., Ltd.
No. 197, Pharmaceutical Valley Road
Jiangbei New Area
Nanjing
210000 Jiangsu
China

has established and applies a quality management system for medical devices
for the following scope:

(see attachment for scope and additional site included)

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2019-09-06
Certificate Registration No.: SX 60137695 0001
An audit was performed. Report No.: 15096092 003

This Certificate is valid until: 2022-05-26
Certification Body

(( DAKKS

~. . Deutsche
"~ Akkreditierungsstelle
D-ZM-14169-01-02

Date 2019-09-06

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806-3935 e-mail:cert-validity@de.tuv.com http://www.tuv.com/safety

G 0308 ®  TUV, TUEV and TUV aro ronistorod tradamarks. Utiisation and application fequires prior appioval



Attachment to
Certificate
Registration No.:
Report No.:

Organization:

Scope:

( DAKKS

. Deutsche

Date: 2019-09-06

Akkreditierungsstelle
D-ZM-14169-01-02

s ®
TUVRheinland

TUV Rheinland Doc. 1/1, Rev. 0
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

SX 60137695 0001
15096092 003

Nanjing Norman Biological
Technology Co., Ltd.

No. 197, Pharmaceutical Valley Road
Jiangbei New Area

Nanjing

210000 Jiangsu

China

Design/development, manufacture of in-vitro diagnostic
reagents and instruments of chemiluminescence analysis
and immune fluorescence analysis for professional
clinical laboratory use

Sites included:

9th Floor, Building F6, No.9 Weidi Road, Jiangsu Life
Science & Technology Park, Nanjing, 210000 Jiangsu, China
Manufacture of in-vitro diagnostic reagents of
chemiluminescence analysis and immune fluorescence analysis
for professional clinical laboratory use

13th, 16th Floor, Building A, Phase 1, Sino-Danish Eco Life
Science Industrial Park, No.3-1 Xinjinhu Road, Jiangbei
New Area, Nanjing, 210000 Jiangsu, China

Manufacture of in-vitro diagnostic reagents of
chemiluminescence analysis and immune fluorescence analysis
for professional clinical laboratory use

Certification Body

Y

”'i”‘i-mnﬂ“‘.%.

HerbertZ)iong

00204 0408 ®

TOV, TUPV and TUV are regiteredt rademarks. Tisation and apphcation requires prior 3pproval




Business Stream Products
Certification Department

TUV Rheinland LGA Products GmbH - 90431 Niirnberg

Nanjing Norman Biological
Technology Co., Ltd.

No. 197, Pharmaceutical Valley Road
Jiangbei New Area

Nanjing

210000 JIANGSU

CHINA

Application for : QMS

Certificate No. : SX 60137695 Sheet 0001
Device : Only for QM-System audit
Test requirement : EN ISO 13485:2016

Dear Madame or Sir,

Enclosed please find the

new certificate No. SX 60137695 0001
replacing the previous certificate.

Kind regards

Certification body

Herbert Zhgn:

Test sample: no, documentation available

TOVRheinland®
LCGADH

Precisely Right.

Contact

Tel. +49 911 655-5225
Mail service@de.tuv.com

Date September 07, 2019

TUV Rheinland
LGA Products GmbH

Tillystrale 2
90431 Nirnberg

Tel. +49 911 655-5225
Fax +49 911 655-5226
Mail service@de.tuv.com

Web www.tuv.com/safety

Board of Management

Dipl.-Ing.
Jorg Mahler, Spokesman

Dipl.-Kfm.
Dr. Jorg Schlésser

Chairman of the
Supervisory Board

Dipl.-Ing.
Ralf Scheller

Nuremberg HRB 26013
VAT No.: DE 811835490



5. CEIE$ EC Declaration of Conformity

/A NORMAN

Biological Technology

EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY
DECLARATION CE DE CONFORMITE - DICHIARAZIONE CE DI CONFORMITA

Name und Adresse des Herstellers: / Nanjing Norman Biological Technology Co., Ltd.

Name and address of the manufacturer: / No.197, Pharmaceulical Valley Road, Jiangbei New Area, Nanjing,
Nom et adresse du fabricant: / 210000 Jiangsu, China

Nome e indirizzo del fabbricante:

Wir erkldren in alleiniger Verantwortung, dass / We declare under our sole responsibility that /
Nous déclarons sous notre propre responsabilité que / Dichiariamo sollo la sola responsabilitd che

das Medizinprodukt: /

the medical device: / Novel Coronavirus (2019-nCoV) Antigen Testing Kit (Colloidal Gold)
le dispositif médical: /

il dispositivo medico:

der Klasse: /

of class: /

de la classe: /

di classe:

nach Anhang IX der Richllinie Directive 98/79/EC Annex Il / according to annex IX of Directive 98/79/EC Annex Il /
selon I'annexe IX de la Directive 98/79/EC Annex Il / secondo l'allegato IX della Directive 98/79/EC Annex Il

den einschlagigen Bestimmungen der Medizinprodukte-Richtlinie 98/79/EC und deren Umsetzungen in nationale
Gesetze entspricht. Die Erklarung gilt in Verbindung mit dem zum Produkt gehérigen ,Endpriifprotokoll”. /

meets the provisions of the directive 98/79/EC and its transpositions in national laws which apply to it. The declaration
is valid in connection with the “final inspection report” of the device. /

remplit toutes les exigences de la directive sur les dispositifs médicaux 98/79/EC et de ses transpositions en droit
national qui le concernent. La déclaration est valable si elle est associée au «rapport de l'inspection finale» du produit. /

soddisfa tutte le disposizioni della direttiva 98/79/EC e della loro trasposizione nel diritto nazionale che lo riguardano.
Questa dichiarazione & valida in congiunzione con il “rapporto di ispezione finale” del prodotto.

Konformitatsbewertungsverfahren: / Directive 98/79/EC Annex IlI
Conformity assessment procedure: /

Procédure d'évaluation de la conformité: /

Procedura di valutazione della conformita:

Registrierungsnummer: / DE/CA20/IVD-Caretechion-50/20
Registration number: /

Numéro d'inscription: /

Numero di registrazione:

EU Authorized Representative:
Caretechion GmbH
Niederrheinstr. 71, 40474 Duesseldorf, Germany

ce {

Ort, Datum / Place, dale / Oct 9, 2020 Name und %WM function /
Lieu, date / Luogo, data Nom et fonction / Nome e funzione




& H & & White List for Export Antigen Covid-19
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7. =N Product Introduction

/A NORMAN
Biological Technology

Novel Coronavirus (2019-nCoV)
Antigen Testing Kit
(Colloidal Gold)

Specification: 1/25 Tests

Nanjing Norman Biological Technology Co., Ltd.



/A Swab Test

/A Saliva Test

o [ Materials provided ]

o [ Materials provided ]

Oropharyngeal swab)

Contents 25Test/Box | 1Test/Box
Test Card 25 1
Antigen Extraction Tube 25 1
gmbsen | toas |
Swab stick
(Nasopharyngeal swab/ 25 1

Transfer pipette

Contents 25Test/Box | 1Test/Box
Test Card 25 1
Antigen Extraction Tube 25 1
Antigen Extraction
Reagent R1 leies I
Saliva Collection Set with o5 ’

e [ Materials required but not provided ]

Timer/Mask/Nitrile gloves/workbench




/A Advantages

o No professional testing equipment is required

o Give the result within 20 minutes with high accuracy

o Store at room temperature and transport at normal temperature
© Valid for two years

o It is easy to operate without professional guidance

/A Product Quality

Passed the China Food and Drug Inspection and Testing Institute

Passed the performance test of two independent laboratories in the United States
/A Why Norman Antigen Test?

Screening of 2019-nCoV patients in nursing institutions such as nursing homes
or teaching and management

detention centers, workplaces and schools

Rapid diagnosis of symptomatic suspected population, asymptomatic infected

persons and suspected virus contacts

Plays a role in monitoring public health, assessing local 2019-nCoV infection

rate and predicting disease development trend.




/A 2019-nCoV antigen test Advantages VS PCR kit

e Operation, transportation and storage are simpler and more convenient than PCR.

® Fast results, regardless of site andinstrument limitations.
e Facilitate rapid screening on a large scaleand reduce retransmission during patient waiting

periods.
Detection operat!ng Test sample Te.stlng sample collec.tlon and
method collection time processing
nucleic acid test P2 laboratory kit nose swab long sophisticated
antigen test No equipment Nose swabs Timely delivery I
eneral
( colloidal gold method ) required convenient throat swabs of results Y

Sample
Detection  Equipment Special collection Operoy Testing Accuracy of Transport  Validity
method  environment equipment and time results and storage  period
processing
. . . . . Good Cold chain
nucleic acid Biosafety Professional | Pharyngeal | Professional o Usually 12
2-4hours |sensitivity and|  trsnsport,
test laboratory equipment swab operators " X months
specificity preservation
antigen test Good
i General Pharyngeal General . " Room
( colloidal X No need . 20 minutes | sensitivity and 24months
environment swab medical staff o temperature
gold method ) specificity

Detection
method

nucleic acid test

Obvious disadvantage

Slow detection,low

coverage Dependence on

antigen test
( colloidal gold method )

equipment,limited number of

tests

Obvious advantage

Accurate results

Applicable scenarios

Accurate measurement of
specific objects

Easy to operate,fast
results,accurate results

Early screening,early diagnosis
of mass,rapid screening at the

primary level




User Manual

e instruction for use ( Nasopharyngeal Swab )

=) -]

Add 6 drops of R1to  Collecting: Allow the
the extractor tube. patient's head to relax
naturally, and slowly rotate
the swab against the
nostril wall into the nostril
of the patient to the nasal
palate, and then slowly
rotate it out while wiping.
Wipe the other nostril with
the same swab, using the
same method.

108!

Place the swab specimen
into the pre—added
extractor tube, rotate the
swab for about
10seconds.

Then crimp the extractor
tube bottom and the swab
head, to release the
antigen from the swab.

Lift the hand swab and
press the swab head
against the tube wall at
the same time, to release
the remaining antigen
liquid from the swab.

e instruction for use ( Oropharyngeal Swab )

' .
[

Add 6 drops of R1to  Collecting: Have the
the extractor tubs. ~ patient's head slightly
tilted back, mouth open,
and "ah" sound, exposing
both sides of the
pharyngeal tonsils. Use a
hand swab to gently wipe
the pharyngeal tonsils on
both sides of the patient
for at least 3 times, and
then wipe them on the
posterior pharyngeal wall
for at least 3 times.

Place the swab specimen
into thepre-added
extractortube, rotate the
swab for about
10seconds.

Then crimp the extractor
tube bottom and the swab
head, to release the
antigen from the swab.

Lift the hand swab and
press the swab head
against the tube wall at

the same time, to release

the remaining antigen
liquid from the swab.

Throw out the hand swab,
then install the beater on
the extraction tube.

Throw out the hand swab,

then install the beater on
the extraction tube.

Put 2 drops into the

sample hole of the test
card, and start the timer
for 20min.

O

Put 2 drops into the
sample hole of the test
card, and start the timer
for 20min.



® instruction for use ( Saliva )

IMPORTANT: Follow all guidance carefully to ensure an adequate specimen is
collected for testing.

I Do NOT eat, drink, smoke or chew gum for 30 minutes before saliva collection procedure.
Severe mouth ulcers and bronchitis may affect the collection
Contact infection should be avoided from different tested ones.

Using running water to clean mouth 30 minutes before saliva collection

Specimen preparation

® ® [

=
% B J

Set-up the Saliva Collecting the Saliva split it onto the oval funnel slightly Seal the sample with
till the saliva quantity could reach the tube cap (to keep
the 2ml Fill line, 0.5ml Saliva the sample)

without bubbles is sufficient

@

Collecting Set

Test Procedure

I\ W\

= & w
0
Add 6 drops of extraction Add 3 drops of saliva into the Fully mix the saliva and extraction reagent
extraction tube with extraction for 25-30 seconds(Handling with vortex

reagent to an extraction tube
reagent by plastic dropper. oscillator is better)



[\

Install the beater on the Add 2 drops of mixed liquor to After 20 minutes, interpret the test result
extraction tube the sample hole of test card

Result analysis

o

After 20 minutes, Read the results.
A strong positive result could be observed within 20 minutes, but a negative result must be

viewd after 20 minutes, and the result after 30 minutes is no longer valid.

e

e -

0
@$
©

Positive Negative Invalid result

\_/

Tme



Production workshop&equipment

NORMAN R&D review

more than 60% of which hold a bachelor degree, 9 PhD and 36 master's degree.
Member of national medical clinical laboratory and in vitro diagnostic system Standardization
Technical Committee (TC136) Member of China Medical Equipment Association

Medical Inspection Branch. Governing unit of national health industry medical inspection branch .

m 7 Appearance patent and Software copyright

] 9 patent
[ ] 40 Utility model patents

= 1 00 Recombinant and natural protein




Nanjing Norman Biological Technology Co., Ltd.
Independence,R&D and innovation

Focus on Medic diagnostic products.

As a innovative company specialized in medic diagnostic products, Nanjjing Norman Biologica

Technology Co.,Ltd was launched in 2008. On the basis of independent development,Normal
has established and improved its own self R&D platform in the spectrum of material,reagent‘s! ‘nj
equipment which could be verdicted as a comprehensive technical platform.
Norman independently produce the core materials and equipment platform in the industr

J1IMil
chain,breaking the bottleneck in the industry ,in as to ensure the high quality products charact‘e‘,giged

by sound repeatablility and low tolerance in different batches and within the batches.




