A Brighter Future in Flow

Quality Policy

In order to pursue our vision of "A Brighter Future in Flow", we are committed to meet or exceed the most
demanding customer expectations by providing high-quality products and services through continuous
process improvement in our organization.

Our company EXBIO Praha, a.s. is a manufacturer of our own in vitro diagnostic (IVD) medical devices
intended for professional use in the field of clinical flow cytometry, which we place on the market in
accordance with Regulation (EU) 2017/746 of the European Parliament and of the Council (IVDR). At the
same time, we act as a contract manufacturer of IVD medical devices and in accordance to the agreed
scope, we carry out their development, production, quality control and batch release.

Our policy is to develop, manufacture and supply IVD reagents and kits and to provide contract
manufacturing so that our products and services, in the long term, fulfil their intended purpose, achieve
the required performance and function and, in accordance with our risk acceptance policy, are safe for
both patient and user, while meeting customer requirements and expectations.

Top management is committed to:

« comply with the requirements of the IVDR as the main regulatory framework and other
relevant regulatory and customer requirements,

» maintain and continuously improve the effectiveness of the quality management system
(QMS) according to ISO 13485, with an emphasis on process approach, risk management and
process validation,

« ensure effective post-market surveillance (PMS), vigilance and a corrective and preventive
action (CAPA) system,

» control suppliers and manage competencies and resources to ensure the conformity and
quality of products and services,

» develop QMS readiness for regulatory requirements outside the European Union and the
MDSAP audit approach.

This policy provides a framework for establishing and reviewing quality objectives, is communicated and
understood within the organization, and is regularly reviewed during management review to ensure its
continuing suitability for the purpose of our organization.

Vladimir Viklicky
President & CEO
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A Brighter Future in Flow

Politika kvality

vevs

ocekavani zakaznikll poskytovanim vysoce kvalitnich produkt( a sluzeb prostfednictvim neustalého
zlepsovani procesu v nasi organizaci.

Nase spolec¢nost EXBIO Praha, a.s. je vyrobcem vlastnich in vitro diagnostickych (IVD) zdravotnickych
prostiedk( uréenych pro profesionalni pouziti v oblasti klinické pritokové cytometrie, které uvadime na
trh v souladu s nafizenim Evropského parlamentu a Rady (EU) 2017/746 (IVDR). Zaroven plsobime jako
smluvni vyrobce IVD zdravotnickych prostfedkd a v dohodnutém rozsahu zajistujeme jejich vyvoj, vyrobu,
kontrolu kvality a uvolnéni sarzi.

Nasi politikou je vyvijet, vyrabét a dodavat IVD reagencie a kity a poskytovat smluvni vyrobu tak, aby nase
vyrobky a sluzby dlouhodobé plnily uréeny ucel pouziti, dosahovaly poZzadované Ucinnosti a funkénosti a v
souladu s politikou pfrijatelnosti rizika byly bezpecné pro pacienta i uzivatele a zaroven splhovaly
pozadavky a ocekavani zakaznika.

Vrcholové vedeni se zavazuje:

» plnit pozadavky IVDR jako hlavniho regulatorniho rdmce a dalsi relevantni regula¢ni a
zakaznické pozadavky,

« udrzovat a neustdle zlepsovat Gc¢innost systému fizeni kvality (QMS) dle ISO 13485 s dirazem
na procesni pristup, fizeni rizik a validaci proces(,

« zajistovat ucinné sledovani prostredk(l po uvedeni na trh (PMS), vigilance a systém napravnych
a preventivnich opatreni (CAPA),

» Fidit dodavatele, kompetence a zdroje tak, aby byla zajisténa shoda a kvalita vyrobk( a sluzeb,

+ rozvijet pripravenost QMS na pozadavky mimo Evropskou unii a auditni pfistup MDSAP.

Tato politika poskytuje rdmec pro stanoveni a prezkoumani cild kvality, je komunikovana a pochopena v
celé organizaci a je pravidelné prezkoumavana v ramci prezkoumani vedenim tak, aby zlstala trvale
vhodna pro Gcel nasi spolecnosti.

Vladimir Viklicky
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