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

Self Testing

Anhui Deepblue Medical Technology Co.,Ltd.
Website: www.dbluemedical.com




c €1434 \

Press the hole and.place the
extraction tube into the hole.

@ ;?era.tion Vi.cie‘o
COVID-19 (SARS-CoV-2) Antigen TestKit-(Colioidal=oid)

For Self-testing / Zum Selbsttest / Per Auto-test / Para Autoevaluacion/ Pour Auto-test / Voor Zelftest

For private use~Please referto the instructions for use for details.
Fiir den privaten Gebrauch - Einzelheiten-entnehmen Sie bitte der Gebrauchsanweisung.
Per uso privato - Per dettagli, si-prega-di fare tiferimento alle istruzioni per 'uso.
Para uso privado - Constlte las instrucciones-deUso para mas detalles.
Pour un usage privé - Velillezvous référer au mode d’'emploi pour plus de détails.
Voor privégebrtik - Raadpleeg de gebruiksaanwijzing voor details.
ANHUI.DEEPBLUE MEDICAL TECHNOLOGY CO.,LTD.

N1 [FEF)-SL030101NST-1

\ o= =

1pc/box, 500pcs/carton
Box size 144*65*19mm
Carton size: 59.5*49.5*35cm, G.W. 14.5 kg

2 c €1434
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- Press the hole and place the.
:ﬁﬁ ] extraction tube into the-hole.

= Operation Video

COVID-19-(SARS=C0OV-2) Antigen Test Kit (Colloidal—Gold)

For Self-testing / Zum Selbsttest / Per Auto-test / Para Autoevaluacion / Pour Auto-test / Voor Zelftest

For private use - Please refer-to the-instructions for use for details.
Fir demn privaten Gebrauch - Einzelheiten entnehmen Sie bitte der Gebrauchsanweisung.

Per uso privato -Per dettagli, si-prega difare riferimento alle istruzioni per I'uso.
Para uso privado - Consulte las instrucciones de uso para mas detalles.

Pour un-usage privé - Velillez vous référer au-mode d'emploi pour plus de détails.
Voor privégebruik - Raadpleeg de gebruiksaanwijzing voor details.

W, [REF]-SL030101NST-5 ~ ANHUI DEEPBLUE MEDICAL TECHNOLOGY CO.,LTD.

I
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AL TR ELANE. MIETIC AL TECHROLOGY ©O.ATD

5pcs / box 200boxes /carton --1000Tests/carton

Box size 130*70*52mm
Carton size:55*54*37cm,G.W.16.5kg
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Press the hole and.place the
extraction tubeinto the hole.

‘ﬁ Operation \ﬁ.r]eo

COVID-19 (SARS-CoV-2) Antigen Test Kit-(Colioida=Cola)

For Self-testing / Zum Selbsttest / Per Auto-test / Para Autoevaluacion/ Pour Auto-test / Voor Zelftest

For private use~Please referto the instructions for-use for details.

Fiir den privaten Gebrauch - Einzelheiten-entnehmen-Sie bitte der Gebrauchsanweisung.
Per uso privato - Per dettagli, si-prega-di fare riferimento alle istruzioni per 'uso.

Para uso privado - Constlte las instrucciones de-Uso para mas detalles.

Pour un usage privé - Velillezvous référer au mode d'emploi pour plus de détails.

Voor privégebruik - Raadpleeg de gebruiksaanwijzing voor details.

Wl [REF].SLL030104NST-1"_ANHUI DEEPBLUE MEDICAL TECHNOLOGY CO.,LTD.
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COVID-19 (SARS-CoV-2) Antigen Test Kit

@=5)) kit de Prueba de Antigeno de COVID-19 (SARS-CoV-2)

Contenido:
Tubo de Extraccion de Antigeno con Reactivo de Extraccion x 1
Instruccion x 1 Hisopo Esterilizado x 1

Dispositivo de Prueba x 1 Bolsa de Coleccion x 1

@53 Kit de Test d'’Antigéne COVID-19 (SARS-CoV-2)

Contenu:
Tube d'Extraction d'Antigéne avec Réactif d'Extraction x 1
Instruction x 1 Ecouvillon Stérilisé x 1

Dispositif de Test x 1 Sac de Collecte x 1
COVID-19 (SARS-CoV-2) Antigeentestkit

@@= covip-19 (SARS-CoV-2) Antigen Test Kit

Contents:

Antigen Extraction Tube with Extraction Reagent x 1
Instruction x 1 Sterilized Swab x 1

Test Device x 1 Collection Bag x 1

@] coVID-19 (SARS-CoV-2) Antigentestkit
Inhalt:

Antigen-Extraktionsrohrchen mit Extraktionsreagenz x 1
Gebrauchsanleitung x 1 Sterilisierter Tupfer x 1
Testgerat x 1 Miillbeutel x 1

COVID-19 (SARS-CoV-2) Kit per il Test dellAntigene
Contenuto:

Tubo d’Estrazione dell’Antigene con Reagente d’Estrazione x 1
Istruzioni x 1 Tampone Sterilizzato x 1
Dispositivo di Test x 1 Sacchetto di Raccolta x 1

Inhoud:

Buis met extractiereagens x 1
Gesteriliseerd wattenstaafje x 1
Testcassette x 1 Opvangzak x 1

Bijsluiter x 1

For in vitro diagnostic use only. / Nur zur In-vitro-Diagnostik. / Solo per uso diagnostico in vitro.
Sélo para uso diagnéstico in vitro. / Pour usage diagnostique in vitro uniquement. / Alleen Voor in Vitro Diagnostisch Gebruik.

= S i

Multi language version: 1pc/box, 500pcs/carton

Box size 144*65*19mm

Carton size: 59.5%*49.5*35cm, G.W. 145 KG

Scan QR code for Multi language IFU

Multi language box and Instruction

For Use. Smooth circulation and

distribution in multinational markets. Scan QR code and access to multi
language IFUs, convenient and efficient.
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Press the hole and place the.
extraction tube‘into the hole.

aﬁta D Q
COVID-19 (SARS-C0V-2) Antigen TestKit-(Colioidai=Goid)

For Self-testing / Zum Selbsttest / Per Auto-test / Para Autoevaluacién/ Pour Auto-test / Voor Zelftest

For private use~Please refer-to the instructions for-use for details. -
Fiir den privaten Gebrauch- Einzelheiten-entnehmen Sie bitte der Gebrauchsanweisung. /ﬂ\\\\\\\‘\
({2 W\
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Per uso privato - Per dettagli, si-prega-di fare riferimento alle istruzioni per l'uso.

Pour un usage privé - Vieuillez-vous référer au'mode d'emploi pour plus de détails. i 1

Voor privég il de i Wijzing voor details. S\ (W2
ANHUI DEEPBLUE MEDICAL TECHNOLOGY CO.,LTD. [

Para uso privado - Constlte las instrucciones de Uso-para mas detalles.
/1 [FEF):SL030101NST-1
: _ iy

Collection Bag Timer

Blow your noses several
times before taking the
specimen, Clean your
bands,make sure they arc
dry before stating the test.

Check all pts ofthe test
Kitto make sure thatall
parts are complete and
ot damaged. device,

Antigen Extraction Tube Collection bag

Your kit contains the following materials
Box*1
IFU*1
Nasal swab*1
Test device*1

Collection bag*1

Antigen Extraction Tube*1
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COVID-19 (SARS-CoV-2) Antigen test kit
(Self-Testing)

Specification 1 pes/box 5 pes/box
25 pcs/box
Specimen Human Anterior
Nasal Swab

PERFORMANCE

]

SENSITIVITY: 96.4%(95%Cl: 90.8%-98.2%)
MH

SPECIFICITY: 99.8%(95%Cl: 94.4%-99.9%) -

c?feﬂ:gl't?,egt @ 13485:2016

Social Care Medical Devices

PRODUCT FEATURES

— European |
& Pre-filled buffer solution, easier operation. Commission
& Passed the PEI evaluation. EU HSC mutual recognition (RAT)

€ Room temperature storage.
€ No need instrument, get results within 15 minutes.
@ |dentify acute or early infection.

€ No reduction in sensitivity test against the Alpha, Beta, Delta, Gamma, Lambda, Omicron
variant and so on.

UK GOVERNMENT VALIDATED

The UK Government Public Health England, joint PHE Porton Down and University of
Oxford was independently evaluated over 140 lateral flow devices that have been referred
by the Department of Health and Social Care (DHSC) . Only a few can passed the phase
3A trials, and our DEEPBLUE even have passed phase 3B. That means our test has very
high accuracy at multiple viral loads and able to detect the asymptomatic patients and the
new different variants.

Easy to use

|
Using a simple nasal swab within 2cm of the nose makes it extremely easy to administer.

Scan the following QR code to watch the

demonstration video on YouTube.




Your kit contains the following materials
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Nasal swab Waste bag

Test device Antigen Extraction Tube
TEST PROCEDURE
I——
1.Specimen Collection 2.Specimen Preparation

5¢

v
=i =3
3.Testing
% 2x Hold the extraction tube vertically and add two drops of the
test specimens into the specimen well (s). Start the timer.
[D@ — 228 ’ Interpret the results at 15 minutes, and the results after 30
2 <k minutes are no longer valid.
4.Interpretation of test results o @ P
.
¥ G ( »
15 L s 20
min. 0s 0s 0s 0s » &

Positive Negative Invalid Invalid

ANHUI DEEPBLUE MEDICAL TECHNOLOGY CO.,LTD.

[Address] 4th, Floor, D-1# Zone, Pearl Industrial Park, 106

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

[ Website] www.dbluemedical.com [Contact] 0551-65326797

DEEPBLUE




CERTIFICATE

EC Certificate No. 1434-IVDD-055/2022

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,
SLO030101NST-9, SL030101NST-10, SLO30101NST-11, SLO30101NST-12, SL030101NST-15, SLO30101NST-16, SLO30101NST-
17,SL030101NST-18, SL0O30101NST-19, SLO30101NST-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 30.03.2022 to 27.05.2025
The date of issue of the Certificate: 30.03.2022
The date of the First issue of the Certificate: 22.07.2021

C € 1434

Issued under the Contract No. MD-96/2021

Application No: 183a/2021 Aleksandra i:gli:!ﬁ;rigne‘j by
Certificate bears the qualified signature.

Warsaw, 30/03/2022 Kostrzewa kostrzewa
Module A1 President

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



SERTIO 511-Form-13 v.1
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WRITTEN CONFIRMATION TO IVDD CERTIFICATE

Manufacturer: ANHUI DEEPBLUE MEDICAL TECHNOLOGY CO.,LTD.
No. 777 Jimingshan Road, High-Tech Development Zone, 230088
Hefei, Anhui, PEOPLE'S REPUBLIC OF CHINA

IVDD certificate issuing Notified Body: Polish Centre for Testing and Certification (NB 1434)
IVDD certificate number: 1434-IVDD-055/2022 L
IVDD certificate issued to: Anhui Deepblue Medical Technology Co., Ltd.

Confirmation of the status of IVDD certificate in the framework of Regulation EU 2024/1860
amending Regulations (EU) 2017/746 as regards the transrtlonal provisions for in vitro
diagnostic medical devices.

This statement confirms that, Sertio Oy, a Notified Body (NB) designated against Regulation (EU)
2017/746 (IVDR) and identified by the number 3018 on NANDO, has taken appropriate surveillance of
the devices covered by the IVDD certificate listed below, has received a formal application in
accordance with Section 4.3, first subparagraph of Annex VII of IVDR and has signed a written
agreement with the manufacturer in accordance with Section 4.3, second subparagraph of Annex VIl
of IVDR. Based on these conditions, the manufacturer can benefit from transitional provisions according
to EU amending regulation 2024/1860 for the above-mentioned devices. IVDD certificate is considered
to remain valid provided that the manufacturer fulfils the following conditions:

- Continuous compliance of the device with the Directive 98!791EC

- No significant changes in the design and intended purpose of the devices

- Registration of economic operators and of devices (see Art. 28 IVDR and Art. 26 IVDR)

- Post market surveillance (PMS) responsibilities (see Art. 78-81, 87 IVDR, MDCG 2022-8)

- Vigilance responsibilities (see Art- 82-87 IVDR)

- The devices do not present an unacceptable risk to the health or safety of patients, users
or other persons, or to other aspects of the protectlon of pubhc health

According to EU Regulation (EU) 2024/1860), this statement is valid at furthest:
- 31 December 2027 regardless of device risk class under the |VDR'

On behalf of the Notlf ed Body,

Tampere, 26 52025

Mikko Soikkeli &%/
Deputy Head of the Notlf ed Body

Notified Body 3018
Biokatu 10, 33520 Tampere, Finland

info@sertio.fi

www.sertio.fi

verify validity of written confirmation through info@sertio.fi

Page 1/2 Sertio Oy is Notified Body 3018 according to Regulation (EU) 2017/746



511-Form-13 v.1

Initial issue

Action

NB internal reference traceable to each

version
800030WC1-1

SERTIO

Written Confirmation Revision History

26.5.2025

Date
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Sertio Oy is Notified Body 3018 according to Regulation (EU) 2017/746
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(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 003706 0001 Rev. 03

Product Service

Holder of Certificate: = ANHUI DEEPBLUE MEDICAL

TECHNOLOGY CO.,LTD.

No. 777 Jimingshan Road, High-Tech Development Zone
230088 Hefei, Anhui
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

EN ISO 13485

tuvsud.com/ps-cert

Scope of Certificate: Design and Development, Production and Distribution
of In Vitro Diagnostic Reagents for Immunology,
Immunochemistry, Clinical Chemistry, Samples
Collection devices and Medical ultrasonic couplant

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the Testing, Certification,
Validation and Verification Regulations TUV SUD Group have to be complied with. For details
and certificate validity see: www.tuvsud.com/ps-cert?g=cert:Q5 003706 0001 Rev. 03
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Report No.: SH24130302
o
E1]]=1
o
R Valid from: 2024-06-22
i Valid until: 2027-06-21

C@IL\/

Date, 2024-06-12 Chl’iStOph Dicks
Head of Certification/Notified Body

ZERTIFIKAT e CERTIFICATE

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 « 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE ¢

(( DAKKS

Akkreditierungsstelle @

Deutsche
D-ZM-11321-01-00

Certificate

No. Q5 003706 0001 Rev. 03

Product Service

Applied Standard(s): SO 13485:2016
(EN ISO 13485:2016/AC:2018, EN ISO 13485:2016/A11:2021)

Medical devices - Quality management systems -
Requirements for regulatory purposes

Facility(ies): ANHUI DEEPBLUE MEDICAL TECHNOLOGY

CO.,LTD.
No. 777 Jimingshan Road, High-Tech Development Zone, 230088
Hefei, Anhui, PEOPLE'S REPUBLIC OF CHINA

See Scope of Certificate

w7 ®
Page 2 of 2 Tov
TUV SUD Product Service GmbH + Certification Body « Ridlerstrae 65 + 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE ¢

‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM\

=)

America
No. QS6 003706 0004 Rev. 00
Certificate Holder: ANHUI DEEPBLUE MEDICAL
TECHNOLOGY CO.,LTD.
No. 777 Jimingshan Road, High-Tech Development Zone
230088 Hefei, Anhui
PEOPLE'S REPUBLIC OF CHINA
Certification Mark: y o
Scope of Certificate: Design and Development, Manufacture and Distribution of

In-Vitro Diagnostic Reagents for Inmunochromatography,
Immunochemistry, and Non-Sterile Sampling Collection
Devices, Non-Sterile Medical Ultrasonic Couplant

Standard(s): ISO 13485:2016

Regulatory Authority(ies):  Australia TGA, Brazil ANVISA, Health Canada, Japan
MHLW / PMDA, USA FDA. See attached for listing
of specific regulatory requirements.

The Certification Body of TUV SUD America Inc. certifies that the quality management system of the
manufacturer listed above has been audited against the stated criteria and found to conform to those
criteria for the scope of certification listed. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:QS6 003706 0004 Rev. 00

TUV SUD America Inc. is an MDSAP Recognized Auditing Organization.

REPs Facility ID: F007073
Report No.: SH23130302
Effective Date: 2023-11-22
Expiry Date: 2026-11-21
Page 1 of 2

Date of Issue: 2023-11-27 W

( Renee Walker)
Director, US Certification Body, MHS .
TUV

TUV SUD America, Inc. » 401 Edgewater Place Suite #500 » Wakefield + MA 01880 » USA » www.tuvsud.com
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ZERTIFIKAT & CERTIFICATE ¢

MDSAP D

America

CERTIFICATE

No. QS6 003706 0004 Rev. 00

Regulatory Requirements:  Audit/Certification Criteria

Australia

Therapeutic Goods (Medical Devices) Regulations 2002
- Schedule 3, Part 1 (excluding Part 1.6) — Full Quality
Assurance Procedure

Brazil

- RDC ANVISA n. 665/2022 - Good Manufacturing Practices
- RDC ANVISA n. 551/2021

- RDC ANVISA n. 67/2009 - Vigilance

Canada
- Medical Device Regulations — Part 1- SOR 98/282

Japan

- MHLW Ministerial Ordinance No. 169 (2004), as amended by
MHLW Ministerial Ordinance No.60 (2021)

- Japan PMD Act (as applicable)

United States

- 21 CFR Part 803

- 21 CFR Part 806

- 21 CFR Part 807 — Subparts Ato D
- 21 CFR Part 820

Facility(ies): ANHUI DEEPBLUE MEDICAL TECHNOLOGY CO.,LTD.
No. 777 Jimingshan Road, High-Tech Development Zone,
230088 Hefei, Anhui, PEOPLE'S REPUBLIC OF CHINA

Facility Scopes: Design and Development, Manufacture and Distribution
of In-Vitro Diagnostic Reagents for Inmunochromatography,
Immunochemistry, and Non-Sterile Sampling Collection
Devices, Non-Sterile Medical Ultrasonic Couplant
REPs Facility ID: FO07073

Page 2 of 2

Date of Issue: 2023-11-27 W

( Renee Walker)
Director, US Certification Body, MHS

TUV SUD America, Inc. » 401 Edgewater Place Suite #500 » Wakefield + MA 01880 » USA » www.tuvsud.com



ISO9001 certification

QUALITY MANAGEMENT SYSTEM
CERTIFICATE

Certificate No. 00121Q310783R0M/3400
We hereby certify that

ANHUI DEEPBLUE MEDICAL TECHNOLOGY CO., LTD.

Unified Social Credit Code: 913401005501903714

4th Floor, D-1# Zone, Pearl Industrial Park, 106 Innovation Avenue, High-Tech Development Zone, Hefei City,
AnHui Province, P.R.China

by reason of its

Quality Management System
has been awarded this certificate for compliance with the standard

GB/T 19001-2016 / ISO 9001:2015

The Quality Management System Applies in the following area:

Colloidal Gold and Enzymatic Chemical Reaction Method in Vitro Diagnostic Reagents, Medical
Ultrasound Coupling Agent, Epithelial Tissue Staining Solution, Vaginitis Rapid detection Kit
(Polyamine Method), Cell Preservation Solution, Virus Sampling Tube, Medical Ice Cap and Wound
Dressing within the Scope of Qualification’s Development and Production

Certified since: November 11,2021 Valid from: November 11,2021 Valid until: November 10, 2024

After a surveillance cycle, the certificate is valid only when used together with an Acceptance Notice of Surveillance Audit issued by CQC.
Please access www.cqc.com.cn for checking validity of the certificate.
This certificate and its relevant information can query in the website of Certification and Accreditation Administration of the People's
Republic of China ( www.cnca.gov.cn).

AP ET
=[53:R7N

CNAS w=ix X v.
MANAGEMENT SYSTEM

v CNAS C001-M Sugned by Xie ZhaoXu|

CHINA QUALITY CERTIFICATION éENTRE

Section 9, No.188, Nansihuan(the South Fourth Ring Road) Xilu(West Road), Beijing 100070,China
http://www.cqc.com.cn

A 0027986 20214 1R



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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Germany BfArM Self Test List

$ Bundesinstitut
% fiir Arzneimittel

= und Mecizinprodukte - Atigen-Tests zum direkten Erregernachweis des Coronavirus SARS-CoV-2 @ mpressum - B Administration

Das BfArh stellt hier eine Liste nach §1 Satz 1 TestV der Antigen-Tests zum direkten Erregernachweis des Coronavirus SARS-CoV-2 bereit. die vom H ller zur Ei dung kek i t sind (,,Selk “) und nach Kenntnis des
BfArM eine CE-Kennzeichnung tragen oder deren erstmaliges Inverkehrbringen in Deutschland ohne CE-Kennzeichnung vom BfArM nach §11 Abs.1 MPG derzeit befristet zugelassen wird {.Sonderzulassung des BfArM”).

Die Liste wird kontinuierlich aktualisiert. sobald seitens des BfArM weitere entsprechende Sonderzulassungen erteilt wurden, diese, z.B. durch Ablauf der Befristung der Sonderzulassung oder Abschluss der regularen Konformitatsbewertung und
CE-Kennzeichnung, nicht mehr bestehen oder das Verfahren zur Aufnahme CE-gekennzeichneter Tests zur Eigenanwendung in die Liste erfolgreich abgeschlossen wurde.

Eine entsprechende Marktlubersicht nach §1 Satz 1 TestV zu Antigen-Tests zum direkten Erregernachweis des Ceronavirus SARS-CoV-2. die vom Hersteller zur professionellen Anwendung zweck il sind (,,Schnell ") finden Sie unter
folgendem Link.

Weitere Hinweise zur vom BfArM bereitgestellten Liste sowie zu den der Sonderzulassung durch das BfArM, Aufnahme in die Liste und ggfs. auch Streichung von der Liste zugrundeliegenden Verfahren und Kriterien finden Sie auf unserer
Webseite zu Antigentests auf SARS-CoV-2.

Alle Daten gemaB Ubermittlung des Herstellers, verbindlich sind ausschlieflich die Angaben in den jeweiligen Gebrauchsinformationen.

Die Angabe ,Evaluierung PEI" bildet die entsprechende, auf der Webseite des Paul-Ehrlich-Instituts (PEI) veroffentlichte Ubersicht zur dortigen vergleichenden Evaluierung der Sensitivitat von SARS-CoV-2 Antigenschnelltests ab (siehe Webseite
des PEI).

+ 13" bedeutet, dass der Test bereits mit positivem Ergebnis durch das PEI evaluiert wurde.
* Nein” bedeutet, dass bislang keine entsprechenden Testergebnizse vorliegen.

Im Falle einer negativen Evaluierung durch das PEI streicht das BfArM den entsprechenden CE-gekennzeichneten Test von seiner Liste, FUr eine Sonderzulassung ist eine positive Evaluierung des PEI eine zwingende Voraussetzung.

v ANHUI DEEPBLUE MEDICAL Los Aktionen v [8 Zuriicksetzen

v Nach "ANHUI DEEPBLUE MEDICAL suchen
Hersteller Europischer Bevollmachtigter Sensitivitat Spezifitat
Test-ID Name des Tests Evaluierung e 7= Land Name Land Probennahme % 93%iges % 93%iges Gebrauchsanw...
PEI Vertrauensint... Vertrauensint...
AT1190721 COVID-19 (SARS-CoV-2) Antigentest..  Ja AMHUI DEEPBLUE MEDICAL TECHN...  CN Luxus Lebenswelt GmbH DE nasal 9640 908-982 9930 944-999 @y Link &ffnen
1 Zeilen ausgewdhlt 1 1-1wonl
* Bundesinstitut
& fiir Arzneimittel
= und Medizinprodukte - A ntjgen-Tests zum direkten Erregernachweis des Coronavirus SARS-CoV-2 @ Impressum  §53 Administration

Alle Daten gemaB Ubermittlung des Herstellers, verbindlich sind ausschlieBlich die Angaben in den jeweiligen Gebrauchsinformationen.

Die Angabe ,Evaluierung PEI" bildet die entsprechende, auf der Webseite des Paul-Ehrlich-Instituts (PEI) versffentlichte Ubersicht zur dortigen vergleichenden Evaluierung der Sensitivitat von SARS-CoV-2 Antigenschnelltests ab (siehe
Webseite des PEI).

¢ Ja" bedeutet, dass der Test bereits mit positivem Ergebnis durch das PEl evaluiert wurde.
¢ Nein” bedeutet, dass bislang keine entsprechenden Testergebnisse vorliegen.

Im Falle einer negativen Evaluierung durch das PEl streicht das BfArM den entsprechenden CE-gekennzeichneten Test von seiner Liste. Fiir eine Sonderzulassung ist eine positive Evaluierung des PEI eine zwingende Voraussetzung.

Hinweis: Eine aktuelle Ubersicht der SARS-CoV-2-Tests, die von den europiischen Mitgliedsstaaten gegenseitig fiir COVID-19-Test bnisbescheinigungen anerkannt werden und damit fiir das ,.EU Digital COVID-19

Certificate” beriicksichtigt werden kénnen, finden Sie im entsprechenden Dokument der Européischen Kommission: Link zum Dokument

Q v ANHUI DEEPBLUE MEDICAL Los Aktionen v [8 Zuriicksetzen

v ~ Nach "ANHUI DEEPBLUE MEDICAL' suchen

Hersteller Européischer Bevollméchtigter Sensitivitét Spezifitat
Evalui 95%iges 95%iges
Test-ID Handelsname P‘é? e Stadt Land Name Stadt Land Testort* % Vertrauens- % Vertrauens-  Gebrauchsa...
intervall intervall
Covid-19 (SARS-CoV-2) Antigen Anhui Deepblue Medical LU
AT031/20 ‘ 9 Ja a Hefei, Anhui CN Luxus Lebenswelt GmbH Willich DE (ohne 9,40 908-932 99,80 944-999 @y Link..
Test (Colloidal Gold) Technology Co. Ltd. Gerit)
. ANHUI DEEPBLUE POC
ATs3s21  COVID-19 GARS-Cov-2) Antigen . MEDICAL TECHNOLOGY  Hefei N Luxus Lebenswelt GmbH  Willich DE (ohne 97,10 908-982 99,80 94,4-99.9 @ Link..
Test Kit (Colloidal Gold) - Savila A
CO. ltd Gerét)
, ANHUI DEEPBLUE POC
arizgyz  COVIDIOGARS-Cov-2) Antigen (o, MEDICAL TECHNOLOGY  Hefei, China CN Luxus Lebenswelt GmbH  Willich DE (ohne 9750 90,9-992 9950 949-999 & Link.
Test Midstream - Saliva COLTD. Gerst)

1 Zeilen ausgewshit 1 1-3von3



Passed the PEI evaluation.

Hersteller
Mame des Tests IEE?IUIHU'" Name 7= Land
COVID-19 (SARS-CoV-2) Antigentestkit (kolloidales Gold) la AMNHUI DEEPBLUE MEDICAL TEC... CHN
COVID-19 (SARS-CoV-2) Antigentestkit (kolloidales Geld) - Speichel la ANHUI DEEPBLUE MEDICAL TEC... CM

French ANSM Self test and Professional
use test registration

EX
MINISTERE

DES SOLIDARITES LISTE DE TESTS COVID-19
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Cette liste de tests a été générée depuis la plateforme covid-19.sante.gouv.fr suite a un filtre appliqué aux tests présents sur la plateforme.

Nom du test Sous-type de test  Fabricant Distributeur Marquage Conformité Validation Type de Cibles Typede

CE HAS UE test prélévement
COVID-19 (SARS-CoV-2) Antigénique non Anhui Deepblue Oui Oui Oui Antigénique Nasopharyngé
Antigen Test Kit (Colloidal automatisé (dont Medical Technology
Gold) TROD)
COVID-19 (SARS-CoV-2) Autotest ANHUI DEEPBLUE Oui Oui Non Antigénique N Nasal
Antigen Test Kit MEDICAL

TECHNOLOGY



17/8/2021 Elenco dei dispositivi medici

Area tematica Dispositivi medici | Archivio banche dati
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& stampa | B Scarica il dataset
Elenco dei dispositivi medici

Criteri di ricerca:

Denominazione fabbricante:

Codice fiscale fabbricante:

Partita IVA / VAT number fabbricante:

Codice nazione fabbricante:

Denominazione mandatario:

Codice fiscale mandatario:

Partita IVA / VAT number mandatario:

Codice nazione mandatario:

Tipologia dispositivo:

Identificativo di registrazione attribuito dal sistema BD/RDM: 2145379
Codice attribuito dal fabbricante:

MNome commerciale e modello:

Classificazione CND:

Descrizione CND:

Classe CE (valida solo per dispositivi medici di classe, impiantabili attivi e IVD):

Elenco dispositivi individuati

Dati aggiornati al:15/08/2021

DISPOSITIVO MEDICOASSEMBLATO FABBRICANTE/ASSEMBLATORE
IDENTIFICATIVO DATA FINE
NOME PARTITA
TIPOLOGIA DI ISCRITTO AL CODICE ATTRIBUITO DAL DATAPRIMA  IMMISSIONE RUOLO CconiCE
COMMERCIALE CND CLASSE CE DENOMINAZIONE IVASVAT NAZIONE
DISPOSITIVO REGISTRATIONE REPERTORIO FABBRICANTE/ASSEMBLATORE PUBBLICAZIONE IN AZIENDA FISCALE
E MODELLO NUMBER
BO/RDM COMMERCIO
COvID-19 ANHUI DEEP
BLUE MEDICAL
(SARS-COV-2) e FABBRICANTE L)
ANTIGEN TEST  WO105040619 TECHNOLOGY
; SLOJO1OINST-1; SLOJOTO1NST- autodiagnostici e
Dispositivo 2145379 s Kt . 06/08/2021 -
2 (COLLOICAL  CoRoNaviRus (o "netus!
nell'all, 1) LUXUS
GOLD) - SELF- MANDATARIO  LEBENSWELT DEJ0SBH0M DS
TEsT. GMBH

<< < Pagina:1 > »> Num, Pagine:1 Num. Dispositivi:1

Italy Self Test Registration

https://www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServiet?action=ACTION_RICERCA mn



