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Ve shodé se smérnici EP a Rady 98/79/ES,

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 potvrzuje, Ze u diagnostického prostifedku
in vitro

Nazev: Human Cystatin C ELISA

Klasifikace: Obecny IVD ZP

bylo provedeno posouzeni shody vyrobku,
vyrobniho postupu, technické dokumentace
a systému jakosti se smérnici EP aRady
98/79/ES, kterym se stanovi technické pozadavky
na diagnostické zdravotnické prostfedky in vitro.
Vyrobek je bezpec€ny, ucinny a vhodny pro ucel
pouziti  stanoveny  vyrobcem (in vitro
diagnostikum).

Pro shody vyrobku stanovenym zplsobem bylo
pouzito postupu podle pfilohy Ill, kterym se stanovi
technické pozadavky na diagnostické zdravotnické
prostiedky in vitro, ve znéni pozdéjSich predpisl
vyrobce opatfuje vyrobek ozna¢enim CE v souladu
s touto smérnici.

Dokumentace systému jakosti:

Vyrobce ma certifikovany systém jakosti dle 1ISO
9001 a ISO 13485. Certifikaci a nasledné audity
provadi LRQA Praha.
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In compliance with Directive 98/79/EC of EP
and of the Council,

Manufacturer:

BioVendor — Laboratorni medicina a.s.
(hereinafter referred 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

Name: Human Cystatin C ELISA

Classification: General IVD MD

has undergone an assessment of conformity
of the product, manufacturing process, technical
documentation and quality system in accordance
with the Directive  98/79/EC  of EP and
of the Council laying down technical
requirements for in vitro diagnostic medical
devices, as amended. The product is safe,
effective and suitable for the purpose of use
specified by the manufacturer (in vitro diagnostic
product).

The procedure according to Annex Il laying down
technical requirements for in vitro diagnostic
medical devices, as amended, was used
for the assessment of conformity of the product
in the prescribed manner. The manufacturer
affixes the CE mark to the product in accordance
with this directive.

Documentation of the quality management
system:

The manufacturer has a certified quality system
according to ISO 9001 and ISO 13485.
Certification and subsequent audits are
performed by LRQA Prague.
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PFi posouzeni shody byly pouzity tyto dokumenty:

Smérnice EP | Smérnice Evropského parlamentu
aRady a Rady ze dne 27. fijna 1998
98/79/ES o diagnostickych zdravotnickych
prostfedcich in vitro
Zakon €. Zakon o zdravotnickych
375/2022 prostfedcich a diagnostickych
Sb. zdravotnickych prostfedcich in vitro
CSNENISO | Zdravotnické prostfedky — Systém
13485:2016 managementu jakosti
CSNENISO | Systém managementu kvality —
9001:2016 Pozadavky
CSN EN Hodnoceni funkce zdravotnickych
13612:2002 prostfedkl pro diagnostiku in vitro
CSNENISO | Diagnostické zdravotnické
23640:2016 prostfedky in vitro — Hodnoceni
stalosti diagnostickych Cinidel
in vitro
CSNENISO @ Zdravotnické prostfedky — Aplikace
14971:2020 fizeni rizika na zdravotnicke
prostfedky
CSN EN ISO | Diagnostické zdravotnické
18113 - prostfedky in vitro — Informace
1:2012 poskytované vyrobcem (ozna€ovani
Stitky) — Cast 1: Terminy, definice
a obecné pozadavky
CSN EN ISO | Diagnostické zdravotnické
18113 - prostfedky in vitro — Informace
2:2012 poskytované vyrobcem (oznacovani
$titky) — Cast 2: Diagnosticka &inidla
in vitro pro profesionalni pouziti
CSN EN ISO | Zdravotnické prostfedky — Znacky
15223 - pro Stitky, oznaCovani a informace
1:2022 poskytované se zdravotnickymi
prostfedky — Cast 1: Obecné
pozadavky
MEDDEV Pokyny k systému vigilance
2.12.-1 Rev zdravotnickych prostredk
8 leden 2013
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The

following

documents were used

in the conformity assessment:

Directive Directive 98/79/EC of the European
98/79/EC of | Parliament and of the Council
EP and of of 27 October 1998 on in vitro
the Council diagnostic medical devices
Act No. Act on medical devices and in vitro
375/2022 diagnostic medical devices
Coll.
CSNENISO | Medical devices — Quality
13485:2016 management systems
CSN ENISO | Quality management systems —
9001:2016 Requirements
CSN EN Performance evaluation of in vitro
13612:2002 diagnostic medical devices
CSN ENISO i In vitro diagnostic medical devices —
23640:2016 | Evaluation of stability of in vitro
diagnostic reagents
CSN ENISO | Medical devices — Application of risk
14971:2020 management to medical devices
CSN EN ISO | In vitro diagnostic medical devices
18113 - Information supplied
1:2012 by the manufacturer (labelling) —
Part 1: Terms, definitions and
general requirements
CSN EN ISO | In vitro diagnostic medical devices —
18113 - Information supplied by the
2:2012 manufacturer (labelling) — Part 2:
In vitro diagnostic reagents
for professional use
CSN EN ISO | Medical devices — Symbols to be
15223 - used with medical device labels,
1:2022 labelling and information to be
supplied — Part 1: Terms, definitions
and general requirements
MEDDEV Guidelines on a Medical Devices
2.12.-1 Rev Vigilance System
8 Jan 2013
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Informace o vyrobku:

Nazev: Human Cystatin C ELISA

Kat. ¢.: RD191009100

Urcéeny ucel pouziti:

Enzymoimunoanalyticka souprava (sendviCové
usporadani) pro kvantitativni stanoveni lidského
cystatinu C. Souprava je urCena k profesionalnimu
pouziti v laboratofi.

Souprava umozriuje 96 testa.

VSeobecny popis zdravotnického prostfedku je
obsazen v navodu k pouziti.

V Brné dne: 28/05/2024

Product information:

Name: Human Cystatin C ELISA

Cat. No.: RD191009100

Intended purpose:

The sandwich enzyme immunoassay kit
for the quantitative measurement of human
cystatin C. The kit is designed for professional
use in a laboratory.

The kit allows to perform 96 tests.

General description of the medical device is
included in the instructions for use.

In Brno on: 28/05/2024

. Digitalné podepsal
MVDr. Michal yyor. michal Kostka

Datum: 2024.05.28
KOSt ka 10:07:05 +02'00'

MVDr. Michal Kostka, CEO
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