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Virus Antigen Detection - SARS-CoV-2 (Ag) (410):
Validity 12 months:
SARS-CoV-2 antigen (Rapid Test)

Virus Genome Detection - Coronaviruses incl. SARS CoV-2 (340):
Validity 12 months:
MERS coronavirus (RNA) - qualitative SARS-CoV-2 (RNA) - qualitative

Virus Genome Detection - SARS-CoV-2 (409):
Validity 12 months:
SARS-CoV-2 (RNA) - qualitative
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Virus Antigen Detection - SARS-CoV-2 (Ag) (410):
SARS-CoV-2 antigen (Rapid Test)

Virus Detection (Genome/Antigen) - Respiratory Syncytial Virus (359):
RSV (RNA) - qualitative (R: B3)

Virus Genome Detection - Coronaviruses incl. SARS CoV-2 (340):
MERS coronavirus (RNA) - qualitative
Other human coronaviruses (RNA) - qualitative

SARS-CoV-2 (RNA) - qualitative

Virus Genome Detection - SARS-CoV-2 (409):
SARS-CoV-2 (RNA) - qualitative
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Adviser: Prof. Dr. rer. nat. Heinz Zeichhardt
Tel.: +49 30 8105 4300
Fax: +49 30 8105 4303
Mail: Heinz.Zeichhardt@iqvd.de

Institut für Qualitätssicherung in der
Virusdiagnostik - IQVD
Potsdamer Chaussee 80
14129 Berlin

410 Virus Antigen Detection - SARS-CoV-2 (Ag)

SARS-CoV-2 antigen (Rapid Test)

Method ManufacturerName of test

+

Novel Coronavirus Antigen
Rapid Test Kit

Rapid Test (382) JINWOFU BIOENGINEERING
TECHNOLOGY (JIN)

Unit

Sample Your speci�cation(s) Correct speci�cation(s) TV-
Type

Meets
criteria

Result (qual)

410006 positive (3) positive (3) SV +

410007 negative (1) Sample not evaluated

410008 negative (1) negative (1) SV +

410009 positive (3) positive (3) SV +

410010 negative (1) negative (1) SV +

359 Virus Detection (Genome/Antigen) - Respiratory Syncytial Virus

RSV (RNA) - qualitative

Method ManufacturerName of test

PCR / NAT (395) IN-HOUSE PRODUCTION (ZX)

Unit

Sample Your speci�cation(s) Correct speci�cation(s) TV-
Type

Meets
criteria

Result (qual)

359069 positive (3) positive (3) SV +

359070 positive (3) positive (3) SV +

359071 positive (3) positive (3) SV +

359072 positive (3) below detection

limit/negative (1)

SV -

340 Virus Genome Detection - Coronaviruses incl. SARS CoV-2

MERS coronavirus (RNA) - qualitative

Method ManufacturerName of test

+

PCR / NAT (395) IN-HOUSE PRODUCTION (ZX)

Unit

Sample Your speci�cation(s) Correct speci�cation(s) TV-
Type

Meets
criteria

Result (qual)

340082 below detection

limit/negative (1)

below detection

limit/negative (1)

SV +

340083 below detection

limit/negative (1)

below detection

limit/negative (1)

SV +

340084 below detection

limit/negative (1)

below detection

limit/negative (1)

SV +

340085 below detection

limit/negative (1)

below detection

limit/negative (1)

SV +

340086 below detection

limit/negative (1)

below detection

limit/negative (1)

SV +

340087 positive (3) positive (3) SV +
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Other human coronaviruses (RNA) - qualitative

Method ManufacturerName of test

PCR / NAT (395) IN-HOUSE PRODUCTION (ZX)

Unit

Sample Your speci�cation(s) Correct speci�cation(s) TV-
Type

Meets
criteria

Result (qual)

340082 positive for HCoV NL63

(NL63)

positive for HCoV NL63

(NL63), positive for HCoV (for

non differentiating HCoV

tests) (Non)

SV +

340083 positive for HCoV NL63

(NL63)

below detection

limit/negative (1)

SV -

340084 below detection

limit/negative (1)

below detection

limit/negative (1)

SV +

340085 below detection

limit/negative (1)

below detection

limit/negative (1)

SV +

340086 below detection

limit/negative (1)

below detection

limit/negative (1)

SV +

340087 below detection

limit/negative (1)

below detection

limit/negative (1)

SV +

SARS-CoV-2 (RNA) - qualitative

Method ManufacturerName of test

+

TaqPath COVID-19 RT-PCR Kit PCR / NAT (395) THERMO FISHER SCIENTIFIC
(TFS)

Unit

Sample Your speci�cation(s) Correct speci�cation(s) TV-
Type

Meets
criteria

Result (qual)

340082 below detection

limit/negative (1)

below detection

limit/negative (1)

SV +

340083 positive (3) positive (3) SV +

340084 below detection

limit/negative (1)

below detection

limit/negative (1)

SV +

340085 positive (3) positive (3) SV +

340086 positive (3) positive (3) SV +

340087 below detection

limit/negative (1)

below detection

limit/negative (1)

SV +

Sample Your valuePrimer / Gene region

340082 ORF1ab

340083 ORF1ab

340084 ORF1ab

340085 ORF1ab

340086 ORF1ab

340087 ORF1ab
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Method ManufacturerName of test

TaqPath COVID-19 RT-PCR Kit PCR / NAT (395) THERMO FISHER SCIENTIFIC
(TFS)

Unit

Sample Your speci�cation(s) Correct speci�cation(s) TV-
Type

Meets
criteria

Result (qual)

340082 below detection

limit/negative (1)

below detection

limit/negative (1)

SV +

340083 positive (3) positive (3) SV +

340084 below detection

limit/negative (1)

below detection

limit/negative (1)

SV +

340085 positive (3) positive (3) SV +

340086 positive (3) positive (3) SV +

340087 below detection

limit/negative (1)

below detection

limit/negative (1)

SV +

Sample Your valuePrimer / Gene region

340082 N gene

340083 N gene

340084 N gene

340085 N gene

340086 N gene

340087 N gene

Method ManufacturerName of test

TaqPath COVID-19 RT-PCR Kit PCR / NAT (395) THERMO FISHER SCIENTIFIC
(TFS)

Unit

Sample Your speci�cation(s) Correct speci�cation(s) TV-
Type

Meets
criteria

Result (qual)

340082 below detection

limit/negative (1)

below detection

limit/negative (1)

SV +

340083 positive (3) positive (3) SV +

340084 below detection

limit/negative (1)

below detection

limit/negative (1)

SV +

340085 positive (3) positive (3) SV +

340086 below detection

limit/negative (1)

positive (3) SV (1)

340087 below detection

limit/negative (1)

below detection

limit/negative (1)

SV +

Sample Your valuePrimer / Gene region

340082 S gene

340083 S gene

340084 S gene

340085 S gene

340086 S gene

340087 S gene

(1) This result was not taken into account for the granting of the certi�cate.
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409 Virus Genome Detection - SARS-CoV-2

SARS-CoV-2 (RNA) - qualitative

Method ManufacturerName of test

+

TaqPath COVID-19 RT-PCR Kit PCR / NAT (395) THERMO FISHER SCIENTIFIC
(TFS)

Unit

Sample Your speci�cation(s) Correct speci�cation(s) TV-
Type

Meets
criteria

Result (qual)

409006 positive (3) positive (3) SV +

409007 below detection

limit/negative (1)

below detection

limit/negative (1)

SV +

409008 positive (3) positive (3) SV +

409009 positive (3) positive (3) SV +

409010 below detection

limit/negative (1)

below detection

limit/negative (1)

SV +

Sample Your valuePrimer / Gene region

409006 ORF1ab

409007 ORF1ab

409008 ORF1ab

409009 ORF1ab

409010 ORF1ab

Method ManufacturerName of test

TaqPath COVID-19 RT-PCR Kit PCR / NAT (395) THERMO FISHER SCIENTIFIC
(TFS)

Unit

Sample Your speci�cation(s) Correct speci�cation(s) TV-
Type

Meets
criteria

Result (qual)

409006 positive (3) positive (3) SV +

409007 below detection

limit/negative (1)

below detection

limit/negative (1)

SV +

409008 positive (3) positive (3) SV +

409009 positive (3) positive (3) SV +

409010 below detection

limit/negative (1)

below detection

limit/negative (1)

SV +

Sample Your valuePrimer / Gene region

409006 N gene

409007 N gene

409008 N gene

409009 N gene

409010 N gene

Method ManufacturerName of test

TaqPath COVID-19 RT-PCR Kit PCR / NAT (395) THERMO FISHER SCIENTIFIC
(TFS)

Unit

Sample Your speci�cation(s) Correct speci�cation(s) TV-
Type

Meets
criteria

Result (qual)

409006 below detection

limit/negative (1)

positive (3) SV (1)

409007 below detection

limit/negative (1)

below detection

limit/negative (1)

SV +

409008 positive (3) positive (3) SV +

409009 positive (3) positive (3) SV +

409010 below detection

limit/negative (1)

below detection

limit/negative (1)

SV +

Sample Your valuePrimer / Gene region

409006 S gene

409007 S gene

409008 S gene

409009 S gene

409010 S gene
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(1) This result was not taken into account for the granting of the certi�cate.
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