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Valid for the Technical Documentation Version: 1.x

This DoC is valid for the following devices:

Product Name REF Basic UDI-DI
Risk Class

Regulation (EU)
2017/746

Bloom Lab BL-REF-4-X.X 912008021BL-REF-4YL A

Intended Purpose:The Bloom Lab is a semi-automatedinstrument intended for the optical measurement and quantification
of Bloom Test strips. It is intended to be used in combination with the Bloom Tests and its accessories, such as the Bloom

App, by individuals 18 years old and above. It can be used for self-testing, near patient or professional use testing
depending on the Bloom Test.

Manufacturer Name/Address/SRN Authorized Representative Name/Address/SRN

Bloom Diagnostics AG
Susenbergstraße 185

8044, Zürich, Switzerland
SRN: CH-MF-000025508

CHRN: CHRN-MF-200002662

Bloom Diagnostics GmbH
Börseplatz 6/2/19-20
1010 Vienna, Austria

SRN:AT-AR-000024332

Regulation/Directive/CS
&

Conformity Assessment

Notified Body
Name

Notified Body
Address

Notified Body
Number

Regulation (EU) 2017/746 on in vitro diagnostic medical devices

The conformity is based on Annex II+III

N/A N/A N/A

Directive 2014/53/EU of the European Parliament and
of the Council of 16 April 2014 on the harmonisation of
the laws of the Member States relating to the making

available on the market of radio equipment and
repealing Directive 1999/5/EC

The conformity is declared based on Annex II of the Directive
2014/53/EU.

N/A N/A N/A
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Responsible
Robert Maczejka (VPQMRA)

Consulted
Alexander Kurys (HoQM)

Accountable
Tom Kupper (CPO)



Directive (EU) 2017/2102 of the European Parliament
and of the Council of 15 November 2017 amending

Directive 2011/65/EU on the restriction of the use of
certain hazardous substances in electrical and

electronic equipment

N/A N/A N/A

Directive 2012/19/EU of the European Parliament and
of the Council of 4 July 2012 on waste electrical and

electronic equipment (WEEE)

N/A N/A N/A

Issued EC Certificate number: N/A

Year in which the CE marking was first affixed: 2023
Valid through: 2028-01-10

The signatories, who represent the above-mentioned manufacturer, herewith declare under their responsibility that the
product is in conformity with the relevant provisions of the afore-mentioned EC Regulation(s)/Directive(s).

Approved by:

Tom Kupper
Chief Product Officer

Robert Maczejka
VP Quality & Regulatory
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