EU PROHLASENI O SHODE
EU DECLARATION OF CONFORMITY

¢l BioVendor
R&D°

Ve shodé s Nafizenim EP a Rady (EU) 2017/746
(IVDR)

Vyrobce:
BioVendor — Laboratorni medicina a.s.
(dale vyrobce)

Adresa: Karasek 1767/1, 621 00 Brno,
Ceska republika

ICO: 63471507

DIC: CZ 63471507

SRN: CZ-MF-000026437

timto potvrzujeme, Ze u diagnostického prostiedku
in vitro bylo provedeno posouzeni shody vyrobku,
vyrobniho postupu, technické dokumentace a systému
jakosti s IVDR, kterym se stanovi technické pozadavky
na diagnostické zdravotnické prostredky in vitro,
ve znéni pozdéjSich pfedpist. Vyrobek je bezpecny,
uéinny a vhodny pro uréeny ucel stanoveny vyrobcem.

Pro shodu vyrobku byla pfipravena technicka
dokumentace podle Nafizeni EP a Rady (EU)
2017/746 priloh Il a lll, k prohlageni o shodé byl pouzit
postup podle pfilohy IV a vyrobce opatfuje vyrobek
oznaéenim CE podle pfilohy V. EU prohlaseni o shodé

se vydava na vyhradni odpovédnost vyrobce
pro potfeby pfislusnych organt, zakazniku
a hospodarskych subjekt(.
Nazev Kat. €. Zakladni UDI-DI Tfida
Name REF Basic UDI-DI Class
fastGEN TP53 | ponasn109

Cancer Kit

[8596101RDNGS0O109FR| A

fastGEN TP53
Cancer 32-kit | KDNGS0109-32
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Following Regulation (EU) 2017/746 of EP and of
the Council (IVDR)

Manufacturer:
BioVendor — Laboratorni medicina a.s.
(hereinafter referred to as the manufacturer)

Address: Karasek 1767/1, 621 00 Brno,
Czech Republic

Company ID: 63471507

VAT ID: CZ 63471507

SRN: CZ-MF-000026437

hereby confirms that the in vitro diagnostic device
has undergone conformity assessment,
manufacturing process, technical documentation
and quality system following IVDR laying down
technical requirements for in vitro diagnostic medical
devices, as amended. The product is safe, effective
and suitable for the intended purpose specified by
the manufacturer.

For the conformity of the product, the technical
documentation has been prepared following
Regulation (EU) 2017/746, Annexes Il and Il
the procedure for the declaration of conformity has
been applied following Annex IV, and
the manufacturer affixes the CE marking following
Annex V. The EU declaration of conformity is issued
under the sole responsibility of the manufacturer
for the use of competent authorities, customers and
economic operators.

Pocet

testa Uréeny ucel
Test No. Intended Purpose
' | Soupravy fastGEN TP53 Cancer Kit a fastGEN TP53 |
Cancer 32-kit slouzi k rychlé pfipravé sekvena&ni
knihovny, potfebné pro genotypizaci genu TP53, exonl
16 2-11 a jejich pfilehlych intronovych oblasti, metodou

sekvenovani nové generace (NGS) u obecné populace.
Vstupnim materialem pro pfipravu sekvenacni knihovny
je izolovana DNA. Soupravy obsahujici reagencie jsou
uréeny k profesionalnimu pouziti v laboratofi.

FastGEN TP53 Cancer Kit and fastGEN TP53 Cancer
32-kit are intended for rapid preparation of the
sequencing library required for TP53 genotyping, exons

32 2-11 and their adjacent intronic regions, by next-
generation sequencing (NGS) in general population.
The input material for the sequencing library preparation
is isolated DNA. The reagent kits are intended for
professional use in the laboratory.
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Pfi posouzeni shody byly pouzity tyto dokumenty:

Rady (EU)
2017/746

Zakon ¢.
375/2022
Sh.

" CSNENISO

13485:2016

"CSNENISO

9001:2016

' CSNEN

13612:2002

23640:2016

' ESNENISO

14971:2020

Nafizeni Evropského parlamentu a Rady
(EU) 2017/746 ze dne 5. dubna 2017 o
diagnostickych zdravotnickych
prostfedcich in vitro

| Zakon o zdravotnickych prostfedcich

a diagnostickych zdravotnickych
prostfedcich in vitro

| Zdravotnické prostfedky — Systém
| managementu jakosti

Systém managementu kvality —
PoZadavky

' Hodnoceni funkce zdravotnickych
A | prostredki pro diagnastiku in vitro
CSNENISO |

Diagnostické zdravotnické prostredky
in vitro — Hodnoceni stalosti

_diagnostickych ginidel in vitro
| Zdravotnické prostiedky — Aplikace fizeni

rizika na zdravotnické prostredky

" CSN EN ISO | Diagnostické zdravotnické prostredky

18113 -
1:2024

' €SN EN ISO

' CSNENISO |

| 8 leden 2013 _

18113 -
2:2024

15223 -
1:2022

| MEDDEV

2.12.-1 Rev

| in vitro — Informace poskytované

vyrobcem (oznadovani §titky) — Cast 1:
Terminy, definice a obecné pozadavky

| Diagnostické zdravotnické prostfedky

in vitro — Informace poskytované
vyrobcem (ozna&ovani titky) — Cast 2:
Diagnosticka ¢&inidla in vitro

pro profesionalini pouziti

Zdravotnické prostfedky — Znacky pro
8titky, oznacovani a informace

poskytované se zdravotnickymi prostredky
- Cast 1: Obecné pozadavky

' Pokyny k systému vigilance
zdravotnickych prostfedku
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The

[ Regulation

(EU)
2017/746 of
EP and of the
Council

| Act No.

375/2022

Coll. _
| CSNENISO

13485:2016

" CSNENISO

9001:2016

| CSN EN
| 13612:2002

CSNENISO
23640:2016

14971:2020

| CSNENISO

18113 -

| 1:2024

18113 -
2:2024

' CSNEN ISO

16223 -
1:2022

' MEDDEV

2.12.-1 Rev

| 8 Jan 2_013

following
in the conformity assessment:

documents were used

[ Regulation (EU) 2017/746 of the

European Parliament and of the Council
of 5 April 2017 on in vitro diagnostic
medical devices

Act on medical devices and in vitro

diagnostic medical devices

Medical devices — Quality management
systems

Quality management systems —
Requirements

Performance evaluation of in vitro
diagnostic medical devices

| In vitro diagnostic medical devices —

| CSNENISO |

Evaluation of stability of in vitro
diagnostic reagents
Medical devices — Application of risk

| management to medical devices

' CSNENISO |

In vitro diagnostic medical devices
Information supplied

by the manufacturer (labelling) — Part 1:
Terms, definitions and general
requirements

In vitro diagnostic medical devices —
Information supplied by the manufacturer
(labelling) — Part 2: In vitro diagnostic
reagents for professional use

Medical devices — Symbols to be used
with medical device labels, labelling and
information to be supplied — Part 1:
Terms, definitions and general
requirements

| Guidelines on a Medical Devices

Vigilance System
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Dokumentace systému jakosti: Documentation of the quality management system:
Vyrobce ma certifikovany systém jakosti dle 1ISO 9001 The manufacurer has a certified quality system
a 1SO 13485. Certifikaci a nasledné audity provadi  according to 1ISO 9001 and ISO 13485. Certification

LRQA Praha. and subsequent audits are performed by LRQA
Prague.
V Brné dne: 04.07.2025 Brno on: 04.07.2025

MVDr. Michal Kostka, CEO
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