DoC IVDD Panbio COVID-18 Ag_RTD_Nasal_AJG_v11
Abbott Rapid Diagnostics Jena GmbH

Abbott

KONFORMITATSERKLARUNG / DECLARATION OF CONFORMITY

Name und Adresse des Herstellers / Abbott Rapid Diagnostics Jena GmbH
Name and address of manufacturer: Orlaweg 1

07743 Jena

Germany

Abbott Rapid Diagnostics Jena GmbH erklart in alleiniger Verantwortung, dass das IVD
Medizinprodukt / Abbott Rapid Diagnostics Jena GmbH declares on his own responsibility that
the IVD medical device:

Name / Name: Panbio™ COVID-19 Ag Rapid Test Device (Nasal)
Referenz-Nr. /Reference number:  41FK11

41FK14

41FK18

41FK21

41FK23

Name / Name: Panbio™ COVID-19 Ag Rapid Test Device Positive Control Kit

Referenz-Nr. /Reference number: 41FK11CON

den grundlegenden Anforderungen der Richtlinie 98/79/EG, Anhang | entspricht. / meets the
essential requirements of the Directive 98/79/EC Annex |.

IVD Kategorisierung / IVD categorization: Directive 98/79/EC, Sonstige 1VDs/ Other
IVDs (non-annex Il, non-self-test)
Konformitatsbewertungsverfahren / conformity Directive 98/79/EC, Annex IlI

assessment route:

Name, Adresse und Kennnummer der Benannten  N/A
Stelle / Name, address and identification number

of Notified Body:

Start der CE-Kennzeichnung / 16.05.2022
Start of CE-marking:
Gultigkeitsdauer / Validity: 26.05.2025
A: o ;
DY X
Jena, Ab (oS 1112 O % o
Ort, Datum / Place, date Olaf Such

(Site Manager)
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KONFORMITATSERKLARUNG / DECLARATION OF CONFORMITY

Name und Adresse des Herstellers / Abbott Rapid Diagnostics Jena GmbH
Name and address of manufacturer: Orlaweg 1

07743 Jena

Germany

Abbott Rapid Diagnostics Jena GmbH erklart in alleiniger Verantwortung, dass das IVD
Medizinprodukt / Abbott Rapid Diagnostics Jena GmbH declares on his own responsibility that

the IVD medical device:

Name / Name:

Referenz-Nr. /Reference number:

Name / Name:

Referenz-Nr. /Reference number:

Panbio™ CQOVID-19 Ag Rapid Test Device (Nasal)

41FK11

41FK14
41FK18
41FK21
41FK23

Panbio™ COVID-19 Ag Rapid Test Device Positive Control Kit

41FK11CON

den grundlegenden Anforderungen der Richtlinie 98/79/EG, Anhang | entspricht. / meets the
essential requirements of the Directive 98/79/EC Annex I.

IVD Kategorisierung / IVD categorization: Directive 98/79/EC, Sonstige |VDs/ Other

IVDs (non-annex Il, non-self-test)

Konformitatsbewertungsverfahren / conformity Directive 98/79/EC, Annex {lI

assessment route:

Name, Adresse und Kennnummer der Benannten  N/A
Stelle / Name, address and identification number

of Notified Body:

Start der CE-Kennzeichnung /
Start of CE-marking:
Glltigkeitsdauer / Validity:

Jena, __Ablof(121 T
Ort, Datum / Place, date
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KONFORMITATSERKLARUNG / DECLARATION OF CONFORMITY

Name und Adresse des Herstellers / Abbott Rapid Diagnostics Jena GmbH
Name and address of manufacturer: Orlaweg 1

07743 Jena

Germany

Abbott Rapid Diagnostics Jena GmbH erklart in alleiniger Verantwortung, dass das IVD
Medizinprodukt / Abbott Rapid Diagnostics Jena GmbH declares on his own responsibility that
the IVD medical device:

Name / Name: Panbio™ COVID-19 Ag Rapid Test Device (Nasal)

Referenz-Nr. /Reference number:  41FK11
41FK14
41FK18
41FK21
41FK23

Name / Name: Panbio™ COVID-19 Ag Rapid Test Device Positive Control Kit

Referenz-Nr. /Reference number: 41FK11CON

den grundlegenden Anforderungen der Richtlinie 98/79/EG, Anhang | entspricht. / meets the
essential requirements of the Directive 98/79/EC Annex |.

IVD Kategorisierung / IVD categorization: Directive 98/79/EC, Sonstige IVDs/ Other
IVDs (non-annex I, non-self-test)
Konformitatsbewertungsverfahren / conformity Directive 98/79/EC, Annex lll

assessment route:

Name, Adresse und Kennnummer der Benannten  N/A
Stelle / Name, address and identification number

of Notified Body:

Start der CE-Kennzeichnung / 16.05.2022

Start of CE-marking:

Gultigkeitsdauer / Validity: 26.0{3-.2025
Jena,/tb{of/wL @ N "
Ort, Datum / Place, date Olaf Such \ -

(Site Manager)
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