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UUE POLVKONNA DIAGNOSTIKATESTIDE ARENDAMINE

CERTIFICATE

MEDITSIINISEADMETE TOOTMINE

herewith certifies that the company

MEDITSIINISEADMETE JAE- JA HULGIMUUK

Scope:

detection of sexually transmitted infections (in vitro diagnostic
products), development and production for the detection of
Chlamydia trachomatis and Neisseria gonorhoeae

introduced a quaity system in accordance with DIN EN ISO 13485:2016 and uses this
effectively.

o framework of audit

This certficate is valid from:  2019-06-31
until 2022-05-30

Audtreport o a0032015 4365
Certficate regisiation o 4365-20190531-D-en
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Deutscher Platz 5d | Leipzig | Germany

EC Declaration of Conformity

Manufacturer Selfdiagnostics Deutschland GmoH
Deutscher Platz 5
04103 Leipzig, Germany
Tel: +49 341 355 283 511

Product name SARS-CoV-2 IgM/IgG Antibody Assay Kit
Product ID SABPOOOL
Type of product Rapid disposable antibody test
WB/Serum/Plasma
Classification Other Device of IVDD 98/79/EC
Conformity assessment IVDD 98/79/EC Annex i
procedure
Applied harmonized 1S0 13485:2016, a complete list s avalable
standards on request

We herewith declare on our own responsibility that the above described in vito
diagnostics medical device (SABPOOOL) meets all the provisions of the directive on
diagnostics medical devices 98/79/EC which apply to it. All supporting
documentation is retained in the premises of the manufacturer.
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Biotechnologisch-
Biomedizinisches Zentrum

Leipzig, Germany

Marko Lenes
CEO Selfdiagnostics Deutschland GmbH

Date of issue:
July 03, 2020
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1T'OSTAB TERVISHOIUTEENUSTE KVALITEETI
Innovatsioon st uued ravimid, tipsem diagnostika, teenuse kiittesaadavus.

R1IGI JULGEOLEK
Pandeemiad rohutavad tervishoiu tihtsust riigi julgeoleku tagamisel.

TUGEVDAB RIIGI MAJANDUST
Suur kasvupotentsiaal. Kasumi kasv viimasel 5 aastal 8.1% mis oli 3.5x suurem
kui S&P1500 keskmine ja suuruselt kolmas peale I'T (9.9%) ja finantsteenuste
(8.6%).

Viiksem volativsus majandustsiiklite ajal. Viimasel kolmel tsiiklil
(2000/2008/2015) langes sektorite tootlikus (EPS) keskmiselt 27% kui

tervishoiu valdkonna tootlikkus kasvas 14%. Pracgu nieme sama trendi.
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DIGITALISEERUMINE NAN OMEDITSIIN
I 00 Nano- DN T
Bio-

VIRTUAALNE REAALSUS Info TARGAD RAVIMID
ASJADE INTERNET | SIIRATAVAD MATERJALID
Bic pATA Cogno- NANOROBOTID

TEHISINTELLEKT KUDEDE JA RAKKUDE

NEURONVORGUD . NBIC - TAASTAMINE
. Innovatsioon .
~ KOGNITIIVNE TEADUS BIOTEHNOLOOGIA
| VALJAKUTSED: |
- Tehnoloogiline Meditsiiniline Fetiline Majanduslik
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TANAN!

PLEASE CONTACT:

Mr MARrkO LEHES
Founping CEO

marko.lehes@selfdignostics.com

FOR MORE INFORMATION PLEASE VISIT: WWW.SELFDIAGNOSTICS.EU
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