EU PROHLASENI O SHODE

EU DECLARATION OF CONFORMITY

¢l TestLine®

V souladu s nafizenim Evropského parlamentu a Rady (EU)
2017/746 o diagnostickych zdravotnickych prostfedcich in vitro

(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

vydava na svou vyhradni odpovédnost toto EU prohlaseni
oshodé a prohlaSuje, Ze nize uvedeny diagnosticky
zdravotnicky prostredek in vitro je ve shodé s nafizenim
Evropského parlamentu a Rady (EU) 2017/746
o diagnostickych zdravotnickych prostredcich in vitro
(IVDR) a spliiuje obecné pozadavky na bezpeénost a funkéni

zpUsobilost stanovené v pfiloze | IVDR.

In accordance with Regulation (EU) 2017/746 of the European
Parliament and of the Council on in vitro diagnostic medical
devices (IVDR)

Manufacturer:

TestLine Clinical Diagnostics s.r.o.
(hereinafter referred the manufacturer)

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

Company ID: 479 13 240

VAT ID: CZ 47913240

SRN: CZ-MF-000001803

issues this EU declaration of conformity under its sole
responsibility and declares that the in vitro diagnostic
medical device listed below is in conformity with Regulation
(EU) 2017/746 of the European Parliament and of the
Council on in vitro diagnostic medical devices (IVDR) and
meets the general safety and performance requirements set
out in Annex | to the IVDR.

Kat. €. Zakl. UDI-DI Testh

REF Basic UDI-DI

Nazev

Tests
No.

Name

Rizikova
trida

Risk class

Urceny ucel

Intended purpose

'cl':tl)-)l:)plasma CL- 8595635310348 100
IgA TgA100 c2

Chemiluminiscenéni souprava slouzi k diagnostice a screeningu
infekce Toxoplasma gondii stanovenim IgA protilatek v lidském
séru nebo plazmé u obecné populace. Kvantitativni automaticka
souprava je uréena k profesionalnimu pouziti v laboratofi.

The chemiluminescence assay is intended for the diagnosis and
screening of Toxoplasma gondii infection using IgA antibodies in
human serum or plasma in the general population. The
quantitative automated assay is designed for professional use in a
laboratory.

CLIA
Toxoplasma
IgG

CL- 8595635310355

TgG100 BX 100

Chemiluminiscenéni souprava slouzi k diagnostice a screeningu
infekce Toxoplasma gondii stanovenim IgG protilatek v lidském

séru nebo plazmé u obecné populace. Kvantitativni automaticka
souprava je uréena k profesionalnimu pouziti v laboratofi.

The chemiluminescence assay is intended for the diagnosis and
screening of Toxoplasma gondii infection using IgG antibodies in
human serum or plasma in the general population. The
quantitative automated assay is designed for professional use in a
laboratory.

TR lasma CL- | 8595635310362 |
oM TgM100 BU

Chemiluminiscenéni souprava slouzi k diagnostice a screeningu
infekce Toxoplasma gondii stanovenim IgM protilatek v lidském
séru nebo plazmé u obecné populace. Kvantitativni automaticka
souprava je uréena k profesionalnimu pouziti v laboratofi.

The chemiluminescence assay is intended for the diagnosis and
screening of Toxoplasma gondii infection using IgM antibodies in
human serum or plasma in the general population. The
quantitative automated assay is designed for professional use in a
laboratory.
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Cesta posouzeni shody: Pfiloha IX Conformity route: Annex IX

Spolecné specifikace (CS): N/A Common Specification (CS): N/A

Posouzeni vyrobku provedia: The product assessment was performed by:
Notifikovanéa osoba: 3EC International a.s. Notified body: 3EC International a.s.
Identifikace ¢.: 2265 Identification No.: 2265

Adresa: Address:

Hrani¢na 18, 821 05 Bratislava, Slovenska Republika Hrani¢na 18, 821 05 Bratislava, Slovak Republic
Certifikat EU systému EU quality management system

Fizeni kvalityléi’slo: 2023-IVDR/QS-001 certificate number: 2023-IVDR/QS-001
Platnost certifikatu: 06/06/2028 Validity of the certificate: 06/06/2028
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PFi posouzeni shody byly pouZity tyto dokumenty:

The following documents were used for the conformity

assessment:

Nafizeni EP a

Nafizeni Evropského parlamentu a Rady (EU)

Regulation (EU)

Regulation (EU) 2017/746 of the European

18113-1:2024

Informace poskytované vyrobcem (oznaCovani
Stitky) — Cast 1: Terminy, definice a obecné
pozadavky

CSN EN ISO
18113-2:2024

Diagnostické zdravotnické prostfedky in vitro —
Informace poskytované vyrobcem (oznacovani
Stitky) — Cast 2: Diagnosticka &inidla in vitro pro
profesionalni pouziti

CSNEN ISO
15223-1:2022

Zdravotnické prostfedky — Znacky pro Stitky,
oznacovani a informace poskytované se
zdravotnickymi prostfedky — Cast 1: Obecné
pozZadavky

MEDDEV
2.12.-1 Rev 8
leden 2013

Pokyny k systému vigilance zdravotnickych
prostredkl

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

Bratislava.

V Brné dne 22/09/2026
Jménem spolecnosti TestLine Clinical Diagnostics s.r.o.

Rady (EU) 2017/746 ze dne 5. dubna 2017 o 2017/746 of EP | Parliament and of the Council of 5 April 2017 on
2017/746 diagnostickych zdravotnickych prostfedcich in and of the in vitro diagnostic medical devices

vitro Council
Zakon €. Zakon o zdravotnickych prostfedcich a Act No. Act on medical devices and in vitro diagnostic
375/2022 Sb. | diagnostickych zdravotnickych prostfedcich in 375/2022 Coll. medical devices

vitro CSN EN ISO Medical devices — Quality management
CSN EN ISO | Zdravotnické prostfedky — Systém 13485:2016 systems
13485:2016 managementu kvality CSN EN Performance evaluation of in vitro diagnostic
CSNEN Hodnoceni funkce zdravotnickych prostfedki 13612:2002 medical devices
13612:2002 pro diagnostiku in vitro CSN EN Elimination or reduction of risk of infection
CSNEN Vylou€eni nebo omezeni rizika infekce 13641:2002 related to in vitro diagnostic reagents
13641:2002 spojeného s diagnostickymi Cinidly in vitro CSN EN ISO In vitro diagnostic medical devices - Evaluation
CSN EN ISO | Diagnostické zdravotnické prosttedky in vitro — 23640:2016 of stability of in vitro diagnostic reagents
23640:2016 Hodnoceni stalosti diagnostickych &inidel in vitro CSN EN Sampling procedures used for acceptance
CSN EN Postupy odbéru vzorkl pouzivané pro prejimaci 13975:2003 testing of in vitro diagnostic medical devices -
13975:2003 zkousky diagnostickych zdravotnickych Statistical aspects

prostfedkl in vitro — Statistické aspekty CSN EN Use of external quality assessment schemes in
CSNEN Pouziti programi externiho hodnoceni jakosti pfi 14136:2004 the assessment of the performance of in vitro
14136:2004 posuzovani ucinnosti diagnostickych diagnostic examination procedures

vy$etifovacich postupu in vitro CSN EN ISO Medical devices - Application of risk
CSN EN ISO | Zdravotnické prostfedky — Aplikace fizeni rizika 14971:2020 management to medical devices
14971:2020 na zdravotnické prostfedky CSN EN ISO In vitro diagnostic medical devices - Information
CSNEN ISO | Diagnostické zdravotnické prosttedky in vitro — 18113-1:2024 supplied by the manufacturer (labelling) - Part

1: Terms, definitions and general requirements

CSN EN ISO
18113-2:2024

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

CSN EN ISO
15223-1:2022

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

MEDDEV
2.12.-1 Rev 8
Jan 2013

Guidelines on a Medical Devices Vigilance
System

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 22/09/2026
On behalf of TestLine Clinical Diagnostics s.r.o.
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TestLine Ciinical | inoslics s.r.o.|
KONTI v KVALITY

Lenka Hanakova

Vedouci oddéleni kontroly kvality / Head of Quality Control Department

Osoba odpovédna za dodrzovani pravnich pfedpisti (PRRC) / Person Responsible for Regulatory Compliance (PRRC)
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