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: Kfizikova 188/68, 612 00 Brno,
Ceska republika

ICO: 479 13 240

DIC: CZ 47913240

SRN: CZ-MF-000001803

Timto potvrzuje, Ze 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 bezpecény, ucinny
a vhodny pro ucel pouziti stanoveny vyrobcem.

Pro shodu vyrobku byla pfipravena technicka
dokumentace podle Nafizeni EP a Rady (EU) 2017/746,
pfiloh 1l a lll, k prohlaseni o shodé byl pouzit postup
podle pfilohy IV a vyrobce opatfuje vyrobek oznaenim
CE podle ptilohy V. EU prohlaseni o shodé se vydava na
vyhradni odpovédnost vyrobce pro potfeby pfislusnych
organl, zakaznikl 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.

For the conformity of the product, the technical
documentation has been prepared following Regulation
(EU) 2017/746, Annexes Il and Ill, 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.

Nazev Kat. ¢. Zakl. UDI-DI Trida

Name

REF

Basic UDI-DI
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Urceny ucel

Intended purpose

Array Reader
C—series

ARCXI
X096

8595635311345
C3

Vyhodnocovaci systém napomaha pfi stanoveni diagnézy fyziologického
nebo patologického stavu prostfednictvim odectu intenzity zabarveni
mikrote€ek v jamkach mikrotitracnich destiCek po reakci se vzorky lidského
séra, plazmy, suché krevni skvrny, mozkomisniho moku nebo synovialni
tekutiny u obecné populace. Kvalitativni, semi-kvantitativni a kvantitativni
automaticky systém je urcen k profesionalnimu pouziti v laboratofi.

The evaluation system assists in the diagnosis of physiological or
pathological conditions by evaluating the intensity of staining in the wells
of microtiter plates after reaction with samples of human serum, plasma,
dry blood spot, cerebrospinal fluid or synovial fluid in the general
population. The qualitative, semi-quantitative and quantitative automated
system is designed for professional use in a laboratory.
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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

18113-1:2012

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

CSNENISO
18113-3:2012

Diagnostické zdravotnické prostfedky in vitro —
Informace poskytované vyrobcem (oznacovani
Stitky) - Cast 3: Diagnostické pfistroje in vitro pro
profesionalni pouziti

Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych 2017/746 of EP Parliament and of the Council of 5 April 2017 on in
2017/746 zdravotnickych prostfedcich in vitro and of the Council| vitro diagnostic medical devices
Zakon €. Zakon o zdravotnickych prostfedcich Act No. Act on medical devices and in vitro diagnostic
375/2022 Sh. | a diagnostickych zdravotnickych prostfedcich in 375/2022 Coll. medical devices

vitro CSN EN ISO Medical devices — Quality management systems
CSNENISO | Zdravotnické prostfedky — Systém managementu 13485:2016
13485:2016 jakosti CSN EN ISO Quality management systems — Requirements
CSNENISO | Systém managementu kvality — PoZadavky 9001:2016
9001:2016 CSN EN Performance evaluation of in vitro diagnostic
CSNEN Hodnoceni funkce zdravotnickych prostfedkl pro 13612:2002 medical devices
13612:2002 diagnostiku in vitro CSN EN Use of external quality assessment schemes in the
CSN EN Pouziti programu externiho hodnoceni jakosti pfi 14136:2004 assessment of the performance of in vitro
14136:2004 posuzovani uginnosti diagnostickych vySetfovacich diagnostic examination procedures

postupl in vitro CSN EN ISO Medical devices - Application of risk management
CSNENISO | Zdravotnické prostfedky — Aplikace fizeni rizika na 14971:2020 to medical devices
14971:2020 zdravotnické prostredky CSN EN ISO In vitro diagnostic medical devices — Information
CSN EN SO Diagnostické zdravotnické prostfedky in vitro — 18113-1:2012 supplied by the manufacturer (labelling) — Part 1:

Terms, definitions and general requirements

CSN EN ISO
18113-3:2012

In vitro diagnostic medical devices — Information
supplied by the manufacturer (labelling) — Part 3:
In vitro diagnostic instruments for professional use

CSN EN ISO
15223-1:2022

Medical devices — Symbols to be used with
information to be supplied by the manufacturer —
Part 1: General requirements

Dokumentace systému jakosti:

Vyrobce ma certifikovany systém jakosti dle ISO 9001
a ISO 13485. Certifikaci a nasledné audity provadi
LRQA Praha a 3EC International a.s. Bratislava.
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CSNENISO Zdravotnické prostfedky — Znacky pro Stitky, MEDDEV 2.12.- | Guidelines on a Medical Devices Vigilance System
15223-1:2022 | oznacovani a informace poskytované se 1 Rev 8 Jan

zdravotnickymi prosttedky — Cast 1: Obecné 2013

pozadavky CSN EN ISO Safety of machinery — General principles for
MEDDEV Pokyny k systému vigilance zdravotnickych 12100:2011 design — Risk assessment and risk reduction
2.12.-1 Rev 8 | prostfedki CSN EN ISO Medical devices — Information to be supplied by
leden 2013 20417:2021 the manufacturer
CSNENISO | Bezpecnost strojnich zafizeni — Vseobecné zasady CSN EN 61010- | Safety requirements for electrical equipment for
12100:2011 pro konstrukci — Posouzeni rizika a snizovani rizika 1 ED.2:2011 measurement, control, and laboratory use —
CSNENISO Zdravotnické prostfedky — Informace poskytované Part 1: General requirements
20417:2021 vyrobcem CSN EN 61010- | Safety requirements for electrical equipment for
CSNEN Bezpecnostni pozadavky na elektricka méfici, Fidici 2-101 measurement, control and laboratory use —
61010-1 a laboratorni zafizeni — Cast 1: V&eobecné ED.2:2017 Part 2-101: Particular requirements for in vitro
ED.2:2011 pozadavky diagnostic (IVD) medical equipment
CSNEN Bezpecnostni pozadavky na elektricka méfici, Fidici CSN EN IEC Safety requirements for electrical equipment for
61010-2-101 a laboratorni zafizeni — Cast 2-101: Zvlastni 61010-2-081 measurement, control and laboratory use —
ED.2:2017 pozadavky na zdravotnicka zafizeni pro ED.3:2020 Part 2-081: Particular requirements for automatic

diagnostiku in vitro (IVD) and semi-automatic laboratory equipment for
CSNEN IEC Bezpecnostni pozadavky na elektricka méfici, Fidici analysis and other purposes
61010-2-081 a laboratorni zafizeni — Cast 2-081: Zvlastni CSN EN 61326- | Electrical equipment for measurement, control and
ED.3:2020 pozadavky na automaticka a poloautomaticka 1 ED.2:2013 laboratory use — EMC requirements —

zafizeni pro analyzu a jiné ucely Part 1: General requirements
CSNEN Elektricka méfici, fidici a laboratorni zafizeni — CSN EN IEC Electrical equipment for measurement, control and
61326-1 Pozadavky na EMC — Cast 1: Obecné poZzadavky 61326-2-6 laboratory use — EMC requirements —
ED.2:2013 ED.3:2021 Part 2-6: Particular requirements — In
CSNEN IEC Elektricka méfici, fidici a laboratorni zafizeni — vitro diagnostic (IVD) medical equipment
61326-2-6 Pozadavky na EMC — Cast 2-6: Konkrétni CSN EN Medical device software — Software life-cycle
ED.3:2021 pozadavky — Zdravotnicka zafizeni pro diagnostiku 62304:2007 processes

in vitro (IVD)
CSNEN Software |ékarskych prostfedk — Procesy . . .
62304:2007 v Zivotnim cyklu softwaru Documentation of the quality management system:

The manufacturer has a certified quality system
according to 1ISO 9001 and ISO 13485. Certification and
subsequent audits are performed by LRQA Prague and
3EC International a.s. Bratislava.
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V Brné dne 14/01/2025 In Brno on 14/01/2025
Jménem spole¢nosti TestLine Clinical Diagnostics s.r.o On behalf of TestLine Clinical Diagnostics s.r.o

T . meammery

TestLine Clinical Diagnos'ics s.r.o.
QUALITY CONTROL
Krizikova 68, 612 00 BRNO
tol.: +420549121219, tel fax: +420541243390
VAT: CZ47913240
Czech Republic

F . .
Cl l____ 7

Lenka Hanakova

Vedouci oddéleni kontroly kvality / Head of Quality Control Department
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