EU PROHLASENI O SHODE
EU DECLARATION OF CONFORMITY

¢l TestLine®

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

Vyrobce:

TestLine Clinical Diagnostics s.r.o.
(dale vyrobce)

Adresa: Krizikova 188/68, 612 00 Brno,
Ceska republika

ICO: 479 13 240

DIC: CZ 47913240

SRN: CZ-MF-000001803

Timto potvrzuje, Zze u diagnostického prostfedku in vitro bylo
provedeno posouzeni shody vyrobku, vyrobniho postupu,
technické dokumentace a systému jakosti s IVDR, kterym se
stanovi technické poZadavky na diagnostické zdravotnické
prostfedky in vitro, ve znéni pozdéjSich predpist. Vyrobek je
bezpeény, ucinny a vhodny pro ucel pouziti stanoveny
vyrobcem.

EU prohlaSeni o shodé se vydavéa na vyhradni odpovédnost
vyrobce pro potfeby pfislusnych organ(, zakaznik(
a hospodarskych subjektl.

Following Regulation (EU) 2017/746 of EP and of the Council
(IVDR),

Manufacturer:

TestLine Clinical Diagnostics s.r.o.

(hereinafter referred the manufacturer)

Address: Kfizikova 188/68, 612 00 Brno,
Czech Republic

Company ID: 479 13 240

VAT ID: CZ 47913240

SRN: CZ-MF-000001803

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.

The EU declaration of conformity is issued under the sole
responsibility of the manufacturer for the use of competent
authorities, customers and economic operators.

Urceny ucel

Intended purpose

Software slouzi jako pomoc pfi diagnostice fyziologického nebo
patologického stavu nervového systému prostfednictvim vypoctu
protilatkového (antibody) indexu, ktery je mirou intratekalni syntézy
specifickych protilatek. Vyuziva definovanych matematickych
modeld a hodnot koncentraci protilatek a dalSich proteinl
stanovenych v lidském séru a mozkomiSnim moku u obecné
populace. Software umozriuje kvalitativni a semi-kvantitativni
automatické vyhodnoceni a je ur€en k profesionalnimu pouziti v
laboratofi.

The software is intended for use as an aid in the diagnosis of
physiological or pathological conditions of the nervous system by
calculating the antibody index, which is a measure of intrathecal
synthesis of specific antibodies. It uses defined mathematical
models and values of antibody and other protein concentrations
determined in human serum and cerebrospinal fluid in the general
population. The qualitative and semi-quantitative automated system
is designed for professional use in a laboratory.

Nazev Kat. €. Zakl. UDI-DI Testu Trida
Name REF Basic UDI-DI Tests No. Class
Antibody
Index SwAlp1 | 8995635304996 N/A A
DU

Software

Cesta posouzeni shody: Pfiloha IV

Spolecné specifikace (CS): N/A

ES588-1 1

Conformity route: Annex IV
Common Specification (CS): N/A
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PFi posouzeni shody byly pouZity tyto dokumenty:

The following documents were used for the conformity

Dokumentace systému jakosti:
Vyrobce ma certifikovany systém jakosti dle 1SO 13485.
Certifikaci a nasledné audity provadi 3EC International a.s,

Bratislava.

V Brné dne 01/07/2025
Jménem spolecnosti TestLine Clinical Diagnostics s.r.o

ES588-1

assessment:
Nafizeni EP | Nafizeni Evropského parlamentu a Rady Regulation (EU) | Regulation (EU) 2017/746 of the European
a Rady (EU) | (EU) 2017/746 ze dne 5. dubna 2017 2017/746 of EP | Parliament and of the Council of 5 April
2017/746 o diagnostickych zdravotnickych prostfedcich and of the 2017 on in vitro diagnostic medical devices
in vitro Council
Zakon ¢. Zakon o zdravotnickych prostfedcich Act No. Act on medical devices and in vitro
375/2022 Sb. | a diagnostickych zdravotnickych prostfedcich 375/2022 Coll. diagnostic medical devices
in vitro CSN EN ISO Medical devices — Quality management
CSN EN ISO | Zdravotnické prostfedky — Systém 13485:2016 systems
13485:2016 | managementu jakosti CSN EN ISO Quality management systems —
CSN EN ISO | Systém managementu kvality — PoZzadavky 9001:2016 Requirements
9001:2016 CSN EN Performance evaluation of in vitro
CSNEN Hodnoceni funkce zdravotnickych prostfedki 13612:2002 diagnostic medical devices
13612:2002 | pro diagnostiku in vitro CSN EN Use of external quality assessment
CSNEN Pouziti programu externiho hodnoceni jakosti 14136:2004 schemes in the assessment of the
14136:2004 | pfi posuzovani ucinnosti diagnostickych performance of in vitro diagnostic
vySetfovacich postupu in vitro examination procedures
CSN EN ISO | Zdravotnické prostfedky — Aplikace Fizeni CSN EN ISO Medical devices — Application of risk
14971:2020 | rizika na zdravotnické prostfedky 14971:2020 management to medical devices
CSN EN ISO | Diagnostické zdravotnické prostfedky in vitro CSN EN ISO In vitro diagnostic medical devices — Clinical
20916:2024 | — Zkousky klinické funk&nosti za pouziti 20916:2024 performance studies using specimens from
vzork( ze zku$ebnich osob — Spravna human subjects — Good study practice
studijni praxe CSN EN Health software — Part 1: General
CSNEN Zdravotnicky software — Cast 1: Obecné 82304-1:2018 requirements for product safety
82304- pozadavky na bezpecnost produktl MEDDEV Guidelines on a Medical Devices Vigilance
1:2018 2.12-1 Rev 8 System
MEDDEV Pokyny k systému vigilance zdravotnickych Jan 2013
2.12-1 Rev 8 | prostiedkl
leden 2013

Documentation of the quality management system:

The manufacturer has a certified quality system according to
ISO 13485. Certification and subsequent audits are performed
by 3EC International a.s, Bratislava.

In Brno on 01/07/2025

On behalf of TestLine Clinical Diagnostics s.r.o

TestLine Cilinical |

/ Fl
Coc. Z___

Lenka Hanakova

KONTI  KVALITY

Vedouci oddéleni kontroly kvality / Head of Quality Control Department
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