


COVID-19/ FluA/ FluB Antigen Combo 
Rapid Test 

 

How It Works

The kit is an in vitro immunochromatographic assay for the qualitative detection 
of Covid-19, Influenza A and Influenza B virus antigens in human nasopharyn-
geal, oropharyngeal swab, and salvia samples.
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COVID-19/ FluA/ FluB Antigen Combo 
Rapid Test 
Pharyngeal and nasal swabs Steps

Perform manually.No special instrument required.

aivd-assay.comaivd-assay.com

 Swab            Lysate           Desiccant        Reagent cards           Test card

Products Name Main Features

COVID-19/ FluA/ FluB 
Antigen Combo Rapid
Test Kit(Colloidal Gold
Method) 

15-minute rapid detection
CE-IVD marked Export White 
List pharyngeal or nasal swab 
collection

For in vitro qualitative 
detection of COVID-19/ 
FluA/ FluB Antigen Combo 
Rapid Test  in human 
pharyngeal or nasal
secretions samples.

Intended Use
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COVID-19/ FluA/ FluB Antigen Combo 
Rapid Test 
Saliva swabs Steps

Products Name Main Features Intended Use

COVID-19/ FluA/ FluB 
Antigen Combo Rapid
Test Kit(Colloidal Gold
Method) 

15-minute rapid detection
CE-IVD marked
Export White List
saliva swab collection

For in vitro qualitative 
detection of COVID-19/ 
FluA/ FluB Antigen Combo 
Rapid Test in human saliva
secretions samples.

Perform manually.No special instrument required.

aivd-assay.com

Dropper       Salivasample kit           Lysate            Reagent cards        Test card
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About  us

aivd-assay.com

              Shenzhen Aivd Biotech Inc.,founded in 2014, 
is a  company dedicated to in vitro  diagnostic 
reagents, medical testing equipment,  biomedical  
high-tech enterprises, and has successively obtained 
the "Shenzhen High-tech Enterprise",  "National  
High-tech Enterprise" ISO9000,ISO13485 quality 
management system cert fication and CE certifica-
tion.In the process of production and  development,  
Aivd  always (ISO9001 and ISO13485) quality man-
agement  system as the standard, customer demand 
as the purpose, to provide customers with high-quali-
ty products and professional technical   services,for 
many years by Shenzhen city as a high-tech enter-
prise. At present, we have more than 50 kinds of 
immunization products and a variety of immunoquan-
titative analysis technology platforms, and our sales 
network covers all provinces in China, which is highly 
recognized and praised by the majority of users. Aivd 
provides complete IVD service solutions and is a 
leading manufacturer and supplier of a board range 
of highest quality OEM raw materials, antibodies, 
antigens, enzymes, reagents, kits, uncut sheets and 
services for the academic, biopharma, and diagnostic 
industries.Aivd has developed its own processing 
techniques to satisfy the raw material requirements of 
the IVD industry.

                In-vitro Diagnostics Raw Material Technology R&D Center. The center includes genetic, protein and enzyme 
engineering platforms;In-vitro Diagnostics  Assay Development Center. We assist our clients in developing a point of 
care lateral flow, including colloidal gold, fluorescent signal, and paramagnetic labels - based assays, ELISA, chemilu-
minescent immunoassays and molecular diagnostic assays.New Products R&D center. The center primarily focuses 
on research in the biomedical field, includes Liquid Biopsy and Microfluidics platforms.
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Allgemeine Anzeigepflicht nach §§ 25 und 30 Abs. 2 MPG
General Obligation to Notify pursuant to §§ 25 and 30 (2) Medical Devices Act, MPG

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

 

Zuständige Behörde / Competent authority

Code
DE/CA73

Bezeichnung / Name
Landesamt für Gesundheit und Soziales, Referat I F

Staat / State
Deutschland

Land / Federal state
Berlin

Ort / City
Berlin

Postleitzahl / Postal code
10559

Straße, Haus-Nr. / Street, house no.
Turmstraße 21

Telefon / Phone
+49-30-902292911

Telefax / Fax
+49-30-90285052

E-Mail / E-mail
medizinprodukte@lageso.berlin.de

Anlage 2
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00170900

- 1 -- 1 -
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Anzeige / Notification

Registrierdatum bei der zuständigen Behörde
Registration date at competent authority
11.03.2022

Registriernummer / Registration number
DE/CA73/236677-101

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

Typ der Anzeige / Notification type
 Erstanzeige / Initial notification
 Änderungsanzeige / Notification of change
 Widerrufsanzeige / Notification of withdrawal

Frühere Registriernummer bei Änderungs- und Widerrufsanzeige
Previous registration number if notification has been changed or withdrawn

Anzeigender nach § 25 MPG / Reporter pursuant to § 25 Medical Devices Act, MPG
 Hersteller / Manufacturer
 Bevollmächtigter / Authorised Representative
 Einführer / Importer
 Verantwortlicher für 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
 Betrieb oder Einrichtung (aufbereiten) nach § 25 Abs. 1 MPG i. V. m. § 4 Abs. 2 MPBetreibV
     Institution (processing) pursuant to § 25 (1) Medical Devices Act, MPG in connection with § 4 (2) MPBetreibV
 Betrieb oder Einrichtung (sterilisieren) nach § 25 Abs. 2 i. 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/0000047267

Bezeichnung / Name
Osmunda Medical Technology Service GmbH

Staat / State
Deutschland

Land / Federal state
Berlin

Ort / City
Berlin

Postleitzahl / Postal code
10318

Straße, Haus-Nr. / Street, house no.
Treskowallee 108,

Telefon / Phone
+49-30-81865123

Telefax / Fax

E-Mail / E-mail
eu@osmundacn.com

Anlage 2
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00170900

- 2 -- 2 -
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Hersteller / Manufacturer

Bezeichnung / Name
Shenzhen AIVD Biotech Inc.

Staat / State
CN

Ort / City
Guangdong

Postleitzahl / Postal code
518116

Straße, Haus-Nr. / Street, house no.
C501,Building B5, China Merchants Guangming Science Park, Guanguang Road,Fenghuang Community,
Fenghuang Street, Guangming District, Shenzhen
Telefon / Phone
+86 0755-2740 4996

Telefax / Fax

E-Mail / E-mail
sales@aivdbiotech.com

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

Bezeichnung / Name
Min Yang

Staat / State
Deutschland

Land / Federal state
Berlin

Ort / City
Berlin

Postleitzahl / Postal code
10318

Straße, Haus-Nr. / Street, house no.
Treskowallee 108,

Telefon / Phone
+49-30-81865123

Telefax / Fax

E-Mail / E-mail
min.yang@osmundacn.com

Vertreter / Deputy (optional)

Bezeichnung / Name

Telefon / Phone Telefax / Fax

E-Mail / E-mail

 Erstanzeige / Initial notification
 Änderungsanzeige / Notification of change

Anlage 2
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00170900
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In-vitro-Diagnostikum / In vitro diagnostic medical device

Klassifizierung / Classification
 Produkt der Liste A, Anhang II / Device of List A, Annex II
 Produkt der Liste B, Anhang II / Device of List B, Annex II
 Produkt zur Eigenanwendung / Device for self-testing
 Sonstiges Produkt / Other device (all devices except Annex II and self-testing devices)

App (Software auf mobilen Endgeräten)  ja / yes  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/FluA/FluB Antigen Combo Rapid Kit (Colloidal Gold Method)

Produktbezeichnung / Name of device

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

Nomenklaturcode / Nomenclature code
15-04-80-90-00

Nomenklaturbezeichnung / Nomenclature term
OTHER VIRAL ANTIGEN/ANTIBODY DETECTION

Kurzbeschreibung / Short description
In Deutsch / In German

In Englisch / In English
The kit is an in vitro immunochromatographic assay for the qualitative detection of Covid-19, Influenza A
and Influenza B virus antigens in human nasopharyngeal, oropharyngeal swab, and salvia samples.

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

Nummer(n) der Bescheinigung(en) / Certificate number(s)

 In übereinstimmung mit den Gemeinsamen Technischen Spezifikationen (für Produkte gem. Anhang II, Liste A)
In conformity with Common Technical Specifications (for Annex II List A devices)

Ergebnisse der Leistungsbewertung
Outcome of performance evaluation

Anlage 2
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00170900
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Ich versichere, dass die Angaben nach bestem Wissen und Gewissen gemacht wurden.
I affirm that the information given above is correct to the best of my knowledge.

Ort
City Berlin

.......................................................................................................

Datum
Date 2022-03-09

.......................................................................................................

Name
Xu Li

.......................................................................................................

Unterschrift
Signature

Bearbeitungsvermerke / Processing notes
Nur von der zuständigen Behörde auszufüllen / To be filled in only by the competent authority

Bearbeiter / Person responsible
Frau Sharon Prinz

Telefon / Phone
030-902293328

Anlage 2
(zu § 4 Abs. 1 Nr. 1 DIMDIV)
Formularnummer 00170900
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