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SARS-CoV-2 & Influenza A+B & RSV &
ADV Antigen Combo Test Kit
(colloidal Gold)
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Anhui Deepblue Medical Technology Co.,Ltd.

Website: www.dbluemedical.com

Address: No. 777 Jimingshan Road, High-Tech Development
Zone, 230088 Hefei, Anhui, PEOPLE'S REPUBLIC OF CHINA
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SARS-CoV-2 & Influenza A+B & RSV & ADV
Antigen-Combo Test Kit (Colloidal Gold)

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

N\

For private use - Pleaseréfer to 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 I'uso.
Para uso privado - Consulte-las instrucciones de so para mas detalles.
Pourtin usage privé - Veuillez vous référer au mode d'emploi pour plus de détails.
y de"gebruil ijzing voor details.

ANHUI DEEPBLUE MEDICAL TECHNOLOGY CO.,LTD.
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Human nasal swab

Voor privég

1pc/box, 400pcs/carton
Box size 130*65*19mm

Carton size: 54*40*35 cm Weight: 13.5 kg
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SARS-CoV-2 & Influenza|A+B &/RSV R ADV
Antigen Combo-Test Kit (Colloidal Gold)

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

For private use - Pleaserefer to-the instructions.for-use for details.
Fir den privaten Gebrauch - Einzelheiten-éntnehmen 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.
Pourun usage privé -Veéuillez vous référer au mode d'emploi pour plus de détails.

Voor privégebruik - Raadpleeg de-gebruiksaanwijzing voor details.

% “CFRA1ST-5-_~-ANHUI DEEPBLUE MEDICAL TECHNOLOGY CO.,LTD.

Human nasal swab

AR TSR TEAANE R RETDIC AL TECHRRNOLOGY CTO . \LTOD.

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

Box size 130*75*55mm
Carton size: 57*54*40cm



15 pcs / box 50 boxes /carton --750 Tests /carton
Box size :260*120*70mm
Carton size: 62*54*38cm
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SARS-CoV-2 & Influenza A+B & RSV & ADV
Antigen Combo-Test Kit (Colloidal Gold)

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

For private-use - Please réfer to-the instructions-for use for details.

Fiir den prit ~Eil iten-entriehmen Sie bitte der Gebrauchsanweisung.
Per uso privato - Per-dettagli;si prega.di fare riferimento alle istruzioni per I'uso.

Para uso privado - Consulte-as instrucciones de uso para mas detalles.

Pourtin usage privé -Veuillez vous référer'au mode d'emploi pour plus de détails.

Voor privég: ik - F deg i ijzing voor details.

V “CERA1ST-1~ ANHUI DEEPBLUE MEDICAL TECHNOLOGY CO.,LTD. Human nasal swab

Collection Bag Timer

i the
specimen.Clean your
hands make suré they are
dry before starting the test.
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Check all pats of the test
Kit 10 make sure that all
parts are complete and
ot damaged.

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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SARS-CoV-2 & Influenz:
—Antigen Combo Test Ki

Human nasal swab
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SARS-CoV-2 & Influenza A+B & RSV & ADV
Antigen Combo Test Kit (Colloidal Gold)

SELF-TESTING!

SARS-CoV-2 Influenza A+B RSV ADV
Sensitivity 96.8% >99.9% >99.9% 99%
Specificity >99.9% >99.9% >99.9% >99.9%

'v Email Q ﬁd(;:?n ingshan Road, High-Tech Devel t
. 0. Imingshan roaaq, nign-i1ec evelopmen
sales@dbluemedical.com Zone, 230088 Hefei, Anhui, China

ANHUI DEEPBLUE MEDICAL TECHNOLOGY CO.,LTD.










EU TDA CERTIFICATE 511-Form-7 v.5
5 SERTIO

EU TECHNICAL DOCUMENTATION
ASSESSMENT CERTIFICATE

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

Single registration number: CN-MF-000018785

Authorized representative: Mega Eurostar Sp. z 0. o.
Obrzezna, 5 lok. XIP/1 02-691 Warsaw
Poland

Single registration number: PL-AR-000042730

Notified Body Sertio Oy declares that the requirements of Annex IX, Chapter Il of the

REGULATION (EU) 2017/746
on In Vitro Diagnostic Devices

have been met for the products listed in this certificate.
The above mentioned manufacturer has established and maintains a technical documentation defined
by Annex IX chapter Il. In addition to this certificate an EU Quality Management System certificate is
required before placing the listed product on the market.

Certificate validity is subject to manufacturer fulfilling the obligations arising from the Annex IX of the aforementioned regulation.
Validity of the certificate is subject to following the General terms of Business by Sertio Oy and Terms of conformity
assessment of IVD medical devices.

Certificate number EU-TDA-FI-20642-800030-2025-1
Issue date 21.03.2025
Valid from 21.03.2025
Expiry date 21.03.2030

Mikko Soikkeli

Sertio Oy

Biokatu 10, 33520 Tampere, Finland

Page 1/3 Sertio Oy is Notified Body 3018 according to Regulation (EU) 2017/746



EU TDA CERTIFICATE 511-F -7v.5
5 SERTIO -7

PRODUCTS

Certificate number EU-TDA-FI-20642-800030-2025-1
Issue date 21.03.2025
Valid from 21.03.2025
Expiry date 21.03.2030

Class C for self testing

IVR 0503

W0105099099
Product name:
Model:
Basic-UDI-DI:
Intended use:

Page 2/3

Devices intended to be used to detect the presence of, or exposure to an infectious
agent including sexually transmitted agents

Virology — RT & POC - other

SARS-CoV-2 & Influenza A+B & RSV& ADV Antigen Combo Test Kit(Colloidal Gold)
CFRA1ST-X

69520627J034LD

This product is used for the qualitative detection of SARS-CoV-2, influenza A,
influenza B, respiratory syncytial virus (RSV) and adenovirus antigen in human nasal
swab specimens. It is a non-automated rapid test method for infection. This test is
authorized for non-prescription home use with self collected anterior nasal (nares)
swab samples from individuals. Individuals who test positive should seek follow up
care with their physician or healthcare provider as additional testing may be
necessary. Users under the age of 15 should complete the test with supervision of an
adult. Both symptomatic and asymptomatic infections can be tested.

Sertio Oy is Notified Body 3018 according to Regulation (EU) 2017/746
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EU TDA CERTIFICATE 511-Form-7 v.5

Certificate history

Certificate number

EU-TDA-FI-20642-800030-2025-1

Issue date 21.03.2025
Valid from 21.03.2025
Expiry date 21.03.2030
Version |Date issued Description
1 21.03.2025 Initial certification
Page 3/3 Sertio Oy is Notified Body 3018 according to Regulation (EU) 2017/746



EU QMS CERTIFICATE 511-Form-5v.3
5 SERTIO

EU QUALITY MANAGEMENT SYSTEM
CERTIFICATE

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

Single registration number: CN-MF-000018785

Authorized representative: Mega Eurostar Sp. z o. o.
Obrzezna, 5 lok. XIP/1 02-691 Warsaw
Poland

Single registration number: PL-AR-000042730

Notified Body Sertio Oy declares that the requirements of Annex IX, Chapter |, Section 2 and 3 of the

REGULATION (EU) 2017/746
on In Vitro Diagnostic Devices

have been met for the products listed in this certificate.
The above mentioned manufacturer has established and applies a quality management system,
which is subject to periodic surveillance, defined by Annex IX, Chapter |, Section 3 of the
aforementioned regulation.

Certificate validity is subject to manufacturer fulfilling the obligations arising from the Annex IX of the aforementioned regulation.
Validity of the certificate is subject to following the General terms of Business by Sertio Oy and Terms of conformity
assessment of IVD medical devices.

NOTE: For class A sterile devices: “Audit by the notified body was limited to the aspects of manufacture concerned with
securing and maintaining sterile conditions”.

For placing in the market class D devices, companion diagnostic devices, devices for self testing and devices for near patient
testing, in addition to this certificate a separate EU technical documentation assessment certificate according to Annex IX
chapter Il is required and has been issued with certificate number: EU-TDA-FI-20642-800030-2025-1

Certificate number EU-QMS-FI-44290-800030-2025-1
Issue date 21.03.2025
Valid from 21.03.2025
Expiry date 21.03.2030

Sertio Oy

Biokatu 10, 33520 Tampere, Finland

Page 1/3 Sertio Oy is Notified Body 3018 according to Regulation (EU) 2017/746



EU QMS CERTIFICATE 511-Form-5v.3
5 SERTIO

PRODUCTS

Certificate number EU-QMS-FI-44290-800030-2025-1
Issue date 21.03.2025
Valid from 21.03.2025
Expiry date 21.03.2030

Class C for self testing

IVR 0503 Devices intended to be used to detect the presence of, or exposure to an infectious
agent including sexually transmitted agents

IVP 3007 Immunoassays

W0105 Infectious diseases

Page 2/3 Sertio Oy is Notified Body 3018 according to Regulation (EU) 2017/746
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EU QMS CERTIFICATE 511-Form-5 v.3

Certificate history

Certificate number

EU-QMS-FI-44290-800030-2025-1

Issue date 21.03.2025
Valid from 21.03.2025
Expiry date 21.03.2030
\Version |Date issued  [Description

1 21.03.2025

Initial certification

Page 3/3

Sertio Oy is Notified Body 3018 according to Regulation (EU) 2017/746
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ZERTIFIKAT & CERTIFICATE ¢

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate

No. Q5 003706 0001 Rev. 03

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:

N\ ENISO 13485

tuvsud.com/ps-cert

Scope of Certificate: = Design and Development, Production and Distribution
of In Vitro Diagnostic Reagents for Inmunology,
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?q=cert:Q5 003706 0001 Rev. 03

Report No.: SH24130302
Valid from: 2024-06-22
Valid until: 2027-06-21

C@IL\/

Date, 2024-06-12 Christoph Dicks
Head of Certification/Notified Body

o 7@
Page 1 of 2 Tav

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

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 003706 0001 Rev. 03

Product Service

Applied Standard(s): SO 13485:2016
(EN I1SO 13485:2016/AC:2018, EN 1SO 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

o 7 ®
Page 2 of 2 TUOV
TUV SUD Product Service GmbH - Certification Body * Ridlerstrale 65 » 80339 Munich » Germany
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ZERTIFIKAT & CERTIFICATE o

‘ 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:
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): 1ISO 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?q=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

( 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 ¢

‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM\

CERTIFICATE

No. QS6 003706 0004 Rev. 00

America

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 Immunochromatography,
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 -
TOV

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



QUALITY MANAGEMENT SYSTEM
CERTIFICATE

Certificate No. 00124Q39419R1M/3400
We hereby certify that
ANHUI DEEPBLUE MEDICAL TECHNOLOGY CO., LTD.
Business Registration Number: 913401005501903714

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

] by reason of its
Quality Management System

has been awarded this certificate for compliance with the standard

1SO 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 and Virus Sampling Tube within the
Scope of Qualification’ s Development and Production

Certified since: November 11, 2021 Valid from: October 31, 2024 Valid until: November 10, 2027

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.cgc.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).





