1434

COVID-19 (SARS-CoV-2) Antigen Test Kit
(Colloidal Gold)

Self Testing

Anhui Deepblue Medical Technology Co.,Ltd.
Website: www.dbluemedical.com
Address: 4th Floor D-1# Zone, Pearl Industrial Park 106

Innovation Avenue,High-Tech Development Zone 230088 Hefei,
Anhui, China.



http://www.gov.uk/covid19-self-test-help

Your kit contains the following materials

Box

IFU

Nasal swab
Test device
Collection bag

Antigen Extraction Tube



CERTIFICATE

EC Certificate No. 1434-IVDD-445/2021
EC Design-examination
Directive 98/79/EC concerning
in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
that manufactured by:

Anhui Deepblue Medical Technology Co., Ltd.
4th Floor,D-1#Zone, Pearl Industrial Park, 106
Innovation Avenue, High-Tech Development Zone,
230088 Hefei, Anhui, China

in vitro diagnostic medical devices
for self-testing

COVID-19 (SARS-COV-2) Antigen Test Kit (Colloidal Gold)

SLO30101NST-1,SL030101NST-2, SLO30101NST-3, SLO30101NST-5, SLO30101NST-6, SLO30101NST-7, SLO30101NST-8,
SL030101NST-9, SL0O30101NST-10, SLO30101NST-11, SLO30101NST-12, SL030101NST-15, SLO30101NST-16, SLO30101NST-
17,SL030101NST-18, SLO30101NST-19, SL030101NST-20, SLO30101NST-25

in terms of design documentation, comply with requirements
of Annex Ill (Section 6) to Directive 98/79/EC (as amended)
implemented into Polish law,
as evidenced by the audit conducted by the PCBC
Validity of the Certificate: from 30.07.2021 to 27.05.2024

The date of issue of the Certificate: 30.07.2021
The date of the first issue of the Certificate: 22.07.2021

Issued under the Contract No. MD-96/2021 Anna ,E'ES;’.ZZ;‘;;‘,;MW
Application No: 183a/2021 Matgorzata matgorzata wyroba
Certificate bears the qualified signature. Wyroba ?321%?2100270%0
Warsaw, 30.07.2021 Vice-President
Module A1

POLISH CENTRE FOR TESTING AND CERTIFICATION o02-844 Warsaw, 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pcbc@pchbc.gov.pl
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ZERTIFIKAT e CERTIFICATE ¢

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 003706 0001 Rev. 01

Product Service

Applied Standard(s): ENISO 13485:2016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): ANHUI DEEPBLUE MEDICAL TECHNOLOGY CO.,LTD.
4th Floor, D-1# Zone, Pearl Industrial Park, 106 Innovation
Avenue, High-Tech Development Zone, 230088 Hefei, Anhui,
PEOPLE'S REPUBLIC OF CHINA

See Scope of Certificate

on g ®
Page 2 of 2 TOV
TUV SUD Product Service GmbH « Certification Body * Ridlerstrale 65 + 80339 Munich + Germany



COVID-19 In Vitro Diagnostic Medical Device - detail | COVID-19 In Vitro Diagnostic Devices and Test Methods Database

2 European
Commission

Live, work, travel in the EU

Home » COVID-19 In Vitro Diagnostic Medical Devices »

COVID-19 In Vitro Diagnostic Medical Device - detail

COVID-19 In Vitro Diagnostic
Medical Device - detail

COVID-19 (SARS-CoV-2) Antigen Test Kit
(Colloidal Gold) - Nasal Swab

Manufactured by Anhui Deep Blue Medical
Technology Co., Ltd, China -
www.dbluemedical.com/ [2

Device

identification

number

1815

CE Marking Yes

HSC Yes <
common list

HSC mutual Yes <
recognition

Format Near POC / POC
Physical Lateral flow
Support

Target Antigen

https://covid-19-diagnostics.jrc.ec.europa.eu/devices/detail/1815
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2021/8/7 COVID-19 In Vitro Diagnostic Medical Device - detail | COVID-19 In Vitro Diagnostic Devices and Test Methods Database

Specimen Anterior nasal swab, Nasal swab
Commercial Commercialised
Status

Last Update 2021-07-07 05:18:58 CET

Comments

Please check attached UK national systematic evaluation

report with the detailed data from UK government validation,
performed by University of Oxford. Public Health England

Porton Down. 132 brands were tested and only 4 suppliers

have passed all of the Phase 3B validation, including ANHUI
DEEPBLUE MEDICAL. The link of this report:
https://www.medrxiv.org/content/10.1101/2021.01.13.21249563v1..full-
text Please check attached UK national systematic evaluation

report with the detailed data from UK government validation,
performed by University of Oxford. Public Health England

Porton Down. 132 brands were tested and only 4 suppliers

have passed all of the Phase 3B validation, including ANHUI é’
DEEPBLUE MEDICAL. The link of this report:
https://www.medrxiv.org/content/10.1101/2021.01.13.21249563v1.full-
text And we have attached the MHRA registration certificate.

Also the registration in Germany, registration in Italy,

registration in Portugal and so on.

Show HSC list status history v

https://covid-19-diagnostics.jrc.ec.europa.eu/devices/detail/1815
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BfArM List with PEI Validation

DeepBlue White List









Anlage 2
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00164917

Allgemeine Anzeigepflicht nach §§ 25 und 30 Abs. 2 MPG
General Obligation to Notify pursuant to §§ 25 and 30 (2) Medical Devices Act, MPG

Formblatt fiir In-vitro-Diagnostika / Form for In Vitro Diagnostic Medical Devices

Zustandige Behorde / Competent authority

Code
DE/CA20

Bezeichnung / Name
Bezirksregierung Diisseldorf, Dezernat 24

Staat / State Land / Federal state
Deutschland Nordrhein-Westfalen
Ort / City Postleitzahl / Postal code
Diisseldorf 40474

Stralle, Haus-Nr. / Street, house no.
Cecilienallee 2

Telefon / Phone
+49-211-4750

Telefax / Fax
+49-211-4752671

E-Mail / E-mail
dez24.mpg@brd.nrw.de




Anlage 2
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00164917

Anzeige / Notification

Registrierdatum bei der zustandigen Behdérde Registriernummer / Registration number
Registration date at competent authority DE/CA20/01-IVD-Luxuslebenswelt-38/21
26.07.2021

Rechtsgrundlage / legal basis
Medizinprodukte (98/79/EG) / German Medical Device Act (98/79/EG)
[0 Verordnung (EU) 2017/746 (IVDR) / Regulation (EU) 2017/746 (IVDR)

Typ der Anzeige / Notification type
Erstanzeige / Initial notification

O Anderungsanzeige / Notification of change
I Widerrufsanzeige / Notification of withdrawal

Friihere Registriernummer bei Anderungs- und Widerrufsanzeige
Previous registration number if notification has been changed or withdrawn

Anzeigender nach § 25 MPG / Reporter pursuant to § 25 Medical Devices Act, MPG
L1 Hersteller / Manufacturer
Bevollmachtigter / Authorised Representative
U Einflhrer / Importer
U Verantwortlicher fur das Zusammensetzen von Systemen oder Behandlungseinheiten nach § 10 Abs. 1 und 2
MPG / Assembler of systems or procedure packs pursuant to § 10 (1) and (2) Medical Devices Act, MPG
L1 Betrieb oder Einrichtung (aufbereiten) nach § 25 Abs. 1 MPGi. V. m. § 4 Abs. 2 MPBetreibV
Institution (processing) pursuant to § 25 (1) Medical Devices Act, MPG in connection with § 4 (2) MPBetreibV
1 Betrieb oder Einrichtung (sterilisieren) nach § 25 Abs. 2i. V. m. § 10 Abs. 3 MPG
Institution (sterilizing) pursuant to § 25 (2) in connection with § 10 (3) Medical Devices Act, MPG

Anzeigender / Reporting organisation (person)

Code
DE/0000047791

Bezeichnung / Name
Luxus Lebenswelt GmbH

Staat / State Land / Federal state
Deutschland Nordrhein-Westfalen
Ort / City Postleitzahl / Postal code
Willich 47877

StralRe, Haus-Nr. / Street, house no.

Kochstr. 1

Telefon / Phone Telefax / Fax
0049-1715605732

E-Mail / E-mail

info.m@luxuslw.de




Anlage 2
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00164917

Hersteller / Manufacturer

Bezeichnung / Name

ANHUI DEEPBLUE MEDICAL TECHNOLOGY CO., LTD.

Staat / State

CN

Ort / City Postleitzahl / Postal code
Hefei 230088

Stralle, Haus-Nr. / Street, house no.

4th Floor, D-1# Zone, Pearl Industrial Park,106 Innovation Avenue, High-Tech Development Zone

Telefon / Phone
0086-551-65326797

Telefax / Fax
0086-551-65326758

E-Mail / E-mail
284423655@qq.com

Sicherheitsbeauftragter fiir Medizinprodukte nach § 30 Abs. 2 MPG 9)
Safety officer for medical devices pursuant to § 30 (2) Medical Devices Act, MPG

Bezeichnung / Name

Lin Sun

Staat / State Land / Federal state
Deutschland Nordrhein-Westfalen
Ort / City Postleitzahl / Postal code
Willich 47877

Strale, Haus-Nr. / Street, house no.
Kochstr. 1

Telefon / Phone
0049-1715605732

Telefax / Fax

E-Mail / E-mail
info.m@luxuslw.de

Vertreter / Deputy (optional)

Bezeichnung / Name

Telefon / Phone

Telefax / Fax

E-Mail / E-mail

Erstanzeige / Initial notification
O Anderungsanzeige / Notification of change




Anlage 2
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00164917

In-vitro-Diagnostikum / In vitro diagnostic medical device

Klassifizierung / Classification

U Produkt der Liste A, Anhang Il / Device of List A, Annex Il

[ Produkt der Liste B, Anhang Il / Device of List B, Annex Il

Produkt zur Eigenanwendung / Device for self-testing

L1 Sonstiges Produkt / Other device (all devices except Annex Il and self-testing devices)

App (Software auf mobilen Endgeraten) Ojalyes nein / no

Anzeige nach § 25 Abs. 3 Nummer 3 MPG
Notification pursuant to § 25 (3) number 3 Medical Devices Act, MPG
[ "Neues In-vitro-Diagnostikum / New in vitro diagnostic medical device"

Handelsname des Produktes / Trade name of the device
COVID-19 (SARS-CoV-2) Antigen Test Kit(Colloidal Gold)

Produktbezeichnung / Name of device
COVID-19 (SARS-CoV-2) Antigen Test Kit(Colloidal Gold)

Angabe der benutzten Nomenklatur / Nomenclature used
EDMS-Klassifikation / EDMS Classification
1 GMDN

Nomenklaturcode / Nomenclature code
15-70-90-90-00

Nomenklaturbezeichnung / Nomenclature term
OTHER OTHER VIROLOGY RAPID TESTS

Kurzbeschreibung / Short description

In Deutsch / In German

Dieses Produkt wird fiir den qualitativen In-vitro-Nachweis des SARS-CoV-2-Antigens in menschlichen
Nasenabstrichproben verwendet. Es ist fiir den personlichen Gebrauch durch ungeschulte Laien als
Schnelltestmethode fiir eine neuartige Coronavirus-Infektion bestimmt. Bitte treffen Sie jedoch keine
medizinische Entscheidung ohne Riicksprache mit dem Arzt.

Es ist fiir Benutzer ab 15 Jahren geeignet. Benutzer unter 15 Jahren sollten mit Hilfe von Erwachsenen
getestet werden. Sowohl symptomatische als auch asymptomatische Infektionen kénnen getestet
werden.

In Englisch / In English

This product is used for in vitro qualitative detection of the SARS-CoV-2 antigen in human nasal swab
specimen. It is intended for personal use by untrained layman as a rapid test method for novel
coronavirus infection. However, please do not make a medical decision without consulting with the
doctor.

It is suitable for users over 15 years old. Users under 15 years of age should be tested with assistance of
adults. Both symptomatic and asymptomatic infections can be tested.




Anlage 2
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00164917

Zusatzliche Angaben im Falle der In-vitro-Diagnostika gemaR Anhang Il und der In-vitro-Diagnostika zur
Eigenanwendung / Addtional information for Annex Il and self-testing in vitro diagnostic medical devices

Nummer(n) der Bescheinigung(en) / Certificate number(s)
1434/1434-IVDD-443/2021

I In Gbereinstimmung mit den Gemeinsamen Technischen Spezifikationen (flir Produkte gem. Anhang Il, Liste A)
In conformity with Common Technical Specifications (for Annex Il List A devices)

Ergebnisse der Leistungsbewertung
Outcome of performance evaluation
Performanceevaluation.pdf

Ich versichere, dass die Angaben nach bestem Wissen und Gewissen gemacht wurden.
| affirm that the information given above is correct to the best of my knowledge.

Ort Datum
City Willich Date 2021-07-22
Name
Lin Sun
Unterschrift
Signature

Bearbeitungsvermerke / Processing notes
Nur von der zustandigen Behorde auszufillen / To be filled in only by the competent authority

Bearbeiter / Person responsible Telefon / Phone
Frau Nadine Schlingmeier 0211-475-3853




