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INFORMATICS POINT OF CARE

' Alinity PRO* i-STAT Alinity

Achieve measurably better healthcare performance with our personalized solutions consisting

of our resourceful advocates, harmonized systems and intelligent insights.

RESOURCEFUL ADVOCATES HARMONIZED SYSTEMS INTELLIGENT INSIGHTS

Expert teams take a holistic, A harmonized family of innovative A suite of professional
enterprise-level view to develop systems, assays, informatics and services, supported by informatics
personalized solutions for automation solutions streamlines enablers, unlocks intelligent

your lab. your lab operations. insights from your valuable data.

2 *Alinity PRO is available with the Alinity ci-series and Alinity s.




ALINITY.

YOUR TOTAL LABORATORY SOLUTION,

DESIGNED TO DELIVER:

Iy

UNIFORMITY

Standardize operations in your lab and across

your network through common intuitive

processes across systems.

- Intuitive, user-driven design simplifies touch
points and interactions.

- Easy-to-use graphic user interface with
common software and iconography provides a
consistent experience.

N

OPERATIONAL PRODUCTIVITY

Utilize your laboratory’s space to its fullest
potential with compact systems that
provide more tests per square meter.

- Increased sample and reagent load-up
capacity means more tests per square
meter for maximized throughput,

resulting in a compact footprint.***

- Continuous reagent access maintains
uptime without interruption to tests in
progress
for greater operational productivity.

**Alinity m track connectivity is not yet available.

**As compared to ARCHITECT 2000 and ARCHITECT ¢8000.

>3

FLEXIBILITY

Discover flexible solutions that help you adapt to
the day-to-day and long-term unpredictability
of changing lab volumes.

- Scalable design allows for module additions
and system reconfiguration as needs change
with growing testing volumes.

- Multiple track-connectivity options
provide open, customized automation for
third-party systems to connect multiple
departments across the lab and network.™

CONFIDENCE

Have confidence in the results you deliver to
physicians through proven technology and
assay design.

- Error-proof design and proven
technology provides accurate results
across platforms.

- Assay harmonization to Clinical and
Laboratory Standards Institute
guidelines ensures clear performance
parameter definitions.



CLINICAL CHEMISTRY
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The Alinity ci-series consists of compact, scalable systems to maximize thraughput and eFFlciency.

making today's high-performing laboratories run at

l_-a =)

Alinity c

Clinical Chemistry

J\I:nrq

Ali

lntegrate
and

their best, today and into the future

Alinity i

Immunoassay

M%g

I I. )

ity ci-series
Clirical Ch‘emistry
Immunoassay




With an emphasis on user-driven design, the Alinity ci-series offers an intuitive and universal experience with other

Alinity systems, so your staff can easily transition from one system to the next.

USER-DRIVEN DESIGN

Loading samples, prioritizing STATs, replacing reagent cartridges and bulk solutions and utilizing the user interface

are just a few of the critical interactions that are consistent across systems.
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P

THAT ADAPTS TO
CHANGING LABORATORY VOLUMES

Alinity
=

INTEGRATE UP TO FOUR
MODULES IN VARYING
COMBINATIONS

o The flexible and scalable
Allinity ci-series offers
increased throughput and
capacity, allowing you to
easily add modules as your
volume grows, without
replacing your current
systems.

+ Integrate up to four
modules of multiple
clinical chemistry and
immunoassay systems, up

to 14 configurations, all
controlled by a single
system control module.




/@ \ OPERATIONAL PRODUCTIVITY

INNOVATIVE ENGINEERING FOR
MAXIMUM THROUGHPUT AND CAPACITY

In today’s uncertain environment, labs need to be able to quickly adapt to daily changes, as well as plan for the
long term to ensure consistent delivery of services.

PERFORM MORE TESTS
PER SQUARE METER**

Even when faced with limited
space and resources, Alinity

can more efficiently and
effectively process

Alinity ©

increased volumes in

a compact footprint.

Innovative engineering,
combined with the space-
saving design of the Alinity

ci-series, which stacks

reagent storage and sample

processing areas, increases

throughput without
compromising space.

***As compared to ARCHITECT 2000 and ARCHITECT ¢8000.






ALINITY CI-SERIES

Simplify and streamline interactions with systems tl‘mLJghtﬁ;||y designed around the way you work.

The Alinity ci-series offers innovative user-driven design with powerful features that deliver uniformity,
flexibility, operational productivity and confidence.

SYSTEM SOFTWARE

PRIORITY SAMPLE DEDICATED PRETREATMENT PATH
PROCESSING

REAGENT AND
SAMPLE MANAGER

CONTINUOQUS
ACCESSTO
REAGENTS
AND SUPPLIES

Alinity Alinity

ERROR-PROOF
REAGENT LOADING

ONBOARD CALIBRATORS SYSTEM CONTROL INCREASED LOAD-UP
AND CONTROLS MODULE CAPACITY



BUILT ON
PROVEN TECHNOLOGY AND DESIGN

You face pressure every day to provide accurate and timely results. Our broad menu
of differentiated assays delivers consistent, commutable results across platforms.

THE VALUE OF PROVEN TECHNOLOGY

ICT Module

Asingle simple-to-install,
integrated chip generates Na+,
K+ and Cl- results with CVs of
1% or less. Each module delivers

60,000 determinations, and

maintenance is automated.

SmartWash Technology

SmartWash technology prevents
clinically significant sample-to-
sample carryover (< 0.1 ppm)
and eliminates the need for
additional consumables.

CHEMIFLEX

A refined chemiluminescence-
detection technology with flexible
assay protocols, combined with
optimized assay design, provides
enhanced assay performance.

No Biotin Interference

Assays designed without
streptavidin capture method.
Ensures accuracy of results and

timely analysis.

Clot and Bubble Detection

Sample pressure differential
technology can detect bubbles,
foam and clots to confirm sample

integrity and aspiration accuracy.

FlexRate

FlexRate extends the linear
ranges of enzyme assays for
better first-time results and
fewer repeats.

Sample Interference Indices

Measurement of hemolysis,
icterus and lipemia levels reduces
the risk of reporting incorrect
results due to interference.




Alinity rro

INFORMATICS®

CENTRALIZED MANA
ACROSS YOUR ALINI

Together with your Alfr'ﬂty systems, A“r‘niy PRO s de
Alinity PRO software works with Alinity systems to er

your network, EI”OWIHg for easier and consolidated sys

Consolidated Real-time Dashboards

- Remote dashboard capabilities enable staff
to capitalize on system walkaway time via

immediate notifications.

“Plan My Day” Checklists
- Forward-locking “Plan My Day” checklists

help minimize planned downtime

Real-time Mobile Notifications'

- Management of alert preferences is simplified
through on/off toggle switches, allowing
customization of what information staff receives

to efhiciently explore data and identify problems.

SHARE REAGENTS BETWEEN
SYSTEMS AND REDUCE WASTE

- Reduce waste and inventory

management by enabling staff

to <_,E-Jr'1|e‘5'5|:,- transfer inventory

GEMENT
Y SYSTEMS

signed to fully maximize your systems’ potenitial.
nhance operational productivity throughout

em momtormg an}mme_ .3ﬂ':,-"-.\'i'1f3r\?.




Alinitl___| ci-serie

YOUR PERSONALIZED SOLUTION — ALINITY

SIMPLIFYING DIAGNOSTICS AND
REDEFINING LABORATORY PERFORMANCE

Achieve measurab|y better healthcare perform ance with our Perlonllized solutions, consisting of our
resourceful advocates, harmonized systems and intelligent insights.

 develop personalized




Alinity

ci-series

ALINITY | Clinical Chemistry | Immunocassay | Hematology | Transfusion | Molecular | Point of Care | Professional Services

HARMONIZED SYSTEMS

Clinical chemistry, immunoassay
and integrated systems to transform

your laboratory.

CHOOSE TRANSFORMATION

Achieve measurably better healthcare perFormance

ABBOTTDIAGNOSTICS.com/ALINITY




Your vision. Our innovation.
Designed for you, by you.’

Alinity is Abbott’s next generation of systems, across key laboratory disciplines, designed to simplify
diagnostics and help you deliver results that drive better patient outcomes. With Alinity, critical
interactions between individuals, systems and information are streamlined, enabling you to redefine

performance in your laboratory and your institution.

s

Clinical
Chemistry

Alinity ¢

ccccc

»d

Immunoassay

Informatics
Alinity PRO

Alinity i

o=

k=
Hematology

Alinity hs
Alinity hq

Point of Care
i-STAT Alinity

= L

Molecular
Alinity m

Transfusion
Alinity s

Alinity

Alignment | Innovation | Unity

ACHIEVE MEASURABLY BETTER HEALTHCARE PERFORMANCE.

*Alinity hs and Alinity m are in development and not commercially available. For illustrative purposes only.



Alinity. Your total lab solution,
designed to deliver:’

"SI UNIFORMITY

Standardize operations across your

lab and network, and optimize your
limited resources.

® User-driven design
® Intuitive user experience

@® Easy-to-use graphic user interface

OPERATIONAL
ré\ PRODUCTIVITY

Address limited space and increasing demand
with increased throughput and capacity.

® Maximized throughput in a compact
footprint

@® Increased sample and reagent
load-up capacity

® Continuous reagent access

*Alinity hs and Alinity m are in development and not commercially available.

o = FLEXIBILITY

Adapt to day-to-day and long-term
unpredictability of changing lab volumes.

® Scalable design
® Multiple track-connectivity options

® Open informatics and automation

’ﬂ CONFIDENCE

Provide consistent high-quality service to
physicians, and reduce waste.

@ Error-proof design elements that
safeguard against erroneous results

® High-quality assays with proven
technology and design

@ Assay harmonization to CLSI
guidelines, ensuring clear performance
parameter definitions

HARMONIZED SYSTEMS
ACROSS ALL KEY
LABORATORY DISCIPLINES

Alinitl__| ci-series

3



ALINITY CI-SERIES

Introducing clinical chemistry, immunoassay and
integrated systems to transform your laboratory

The Alinity ci-series consists of compact, scalable systems to maximize throughput and efficiency,
making today’s high-performing laboratories run at their best, today and into the future.

Alinity ¢ Alinity i
Clinical Chemistry Immunoassay
Alinitt__l ci-series
Integrated Clinical Chemistry
and Immunoassay
KEY FEATURES

COMMON USER EXPERIENCE
,g Standardize operations in your lab and across your network through
common intuitive processes across systems.
SCALABLE SYSTEMS
Discover flexible solutions that help you adapt to the day-to-day
x and long-term unpredictability of changing lab volumes.
MAXIMUM THROUGHPUT IN A SMALLER FOOTPRINT
ﬂ\ OPERATIONAL Utilize your laboratory’s space to its fullest potential with compact
PRODUCTIVITY systems that provide more tests per square meter.
QUALITY ASSAY PERFORMANCE

Have confidence in the results you deliver with proven technology
‘t and assay design.

ACHIEVE MEASURABLY BETTER HEALTHCARE PERFORMANCE.



E?EH ‘ COMMON USER EXPERIENCE
Standardize operations across
your laboratory and network.’

With an emphasis on user-driven design, the Alinity ci-series offers an intuitive and universal
experience with other Alinity systems, so your staff can easily transition from one system to the next.

USER-DRIVEN DESIGN

® Loading samples and reagents, prioritizing
STATS, replacing solutions, and utilizing the
user interface are just a few of the critical in-
teractions that are consistent across systems.

Alinity ci-series
Integrated Clinical Chemistry and Immunoassay

Alinity h-series Alinity s
Hematology Blood and Plasma
Screening

Alinitl__| ci-series

*Alinity hs and Alinity m are in development and not commercially available. For illustrative purposes only. 5



3 | 7€\ | SCALABILITY AND MAXIMIZED THROUGHPUT

Realize the full potential of your existing resources,
optimizing your performance, now and in the future.

In today’s uncertain environment, labs need to be able to quickly adapt to daily changes, as well as plan
for the long-term to ensure consistent delivery of services.

The flexible and scalable Alinity ci-series offers increased throughput and capacity, allowing you to
easily add modules as your volume grows, without replacing your current systems. Integrate up to
four” modules of multiple clinical chemistry and immunoassay combinations, all controlled by a single
system control module.

Alinity ci-series  INTEGRATE UP TO FOUR* MODULES IN VARYING COMBINATIONS.

PERFORM MORE TESTS PER SQUARE METER

Even when faced with limited space and resources,

Alinity can more efficiently and effectively process
increased volumes in a compact footprint.

Innovative engineering, combined with the
Alinity ci-series space-saving design, which stacks
reagent storage and sample processing areas,
increases throughput without compromising space.

ACHIEVE MEASURABLY BETTER HEALTHCARE PERFORMANCE.

6 *In development and not commercially available. For illustrative purposes only.



ol | QUALITY ASSAY PERFORMANCE
Greater confidence for your lab operations

You face pressure every day to provide accurate and timely
results. Our broad menu of differentiated assays delivers
consistent, commutable results across platforms that may
improve clinical decision making and patient outcomes.

® Alinity ci-series assays are harmonized to Clinical
and Laboratory Standards Institute (CLSI) guidelines, ensu-
ring clear performance parameter definitions.

THE VALUE OF PROVEN TECHNOLOGY

FLEXRATE

ICT MODULE

A single simple-to-install, integrated
chip generates Na+, K+ and Cl- results
with CVs of 1% or less. Each module
delivers 60,000 determinations, and
maintenance is automated.

Extends the linear ranges of
enzyme assays for better first-time
results and fewer repeats.

CHEMIFLEX

A refined chemiluminescence-
technology can detect bubbles, foam, detection technology with flexible
and clots to confirm sample integrity assay protocols, combined with
and aspiration accuracy. optimized assay design, provides
enhanced assay performance.

CLOT AND BUBBLE DETECTION
Sample pressure differential

SAMPLE INTERFERENCE
INDICES

SMARTWASH TECHNOLOGY
SmartWash technology prevents

clinically significant sample-to- Measurement of hemolysis, icterus
sample carryover (<0.1 ppm) and and lipemia levels reduces the risk of
eliminates the need for additional reporting incorrect results due

consumables. to interference.

Alinity ci-series

7



ALINITY CI-SERIES
Faster. Simpler. Smarter.
Simplify and streamline interactions with systems thoughtfully designed around the way you work.

SYSTEM
SOFTWARE

PRIORITY SAMPLE

REAGENT AND PROCESSING DEDICATED
SAMPLE PRETREATMENT
MANAGER PATH

ERROR-PROOF CONTINUOUS
REAGENT ACCESSTO
LOADING REAGENTS AND
SUPPLIES
ONBOARD SYSTEM INCREASED LOAD-UP
CALIBRATORS CONTROL CAPACITY
AND CONTROLS MODULE

ACHIEVE MEASURABLY BETTER HEALTHCARE PERFORMANCE.



ALINITY CI-SERIES

Thoughtfully designed around
the way you work

SYSTEM
SOFTWARE
Seamlessly work across

systems with common,
intuitive, easy-to-use software.

DEDICATED
PRETREATMENT PATH

A dedicated pretreatment
path allows continuous
processing of routine and
STAT immunoassays without
compromise to turnaround
times.

CONTINUOUS

ACCESS TO REAGENTS

AND SUPPLIES

Continually load and unload
supplies, no need to stop or pause
the system. Load on the fly while
the system continues to run.

INCREASED

LOAD-UP CAPACITY

Load up to 150 samples and
up to 70 clinical chemistry
or 47 immunoassay reagents
per module.

The Alinity ci-series offers innovative user-driven design with powerful features that deliver
uniformity, flexibility, operational productivity and confidence.

PRIORITY SAMPLE
PROCESSING

Flexible options prioritize
the most critical samples
based on your workflow.

REAGENT AND

SAMPLE MANAGER

Deliver samples, reagents and
other solutions to any module
with a single random-access
robotic transport system
without compromising STATSs

ERROR-PROOF
REAGENT LOADING
Prevent reagent mix-ups,
retesting and probe crashes
with built-in safeguards.

ONBOARD CALIBRATORS

AND CONTROLS

Load bar-coded calibrators and
controls at any time, store them

on the system, and automatically
run them at user-defined intervals.

SYSTEM CONTROL MODULE

Control all modules of an integrated
system from a single control unit

Alinit|__| ci-series



INFORMATICS

Centralized management across your
Alinity systems

Together with your Alinity systems, Alinity PRO is designed to fully maximize your systems’ potential.
Alinity PRO software works with Alinity systems to enhance operational productivity throughout
your network, allowing for easier and consolidated system monitoring anytime, anywhere.

Designed with:

CONSOLIDATED REAL-TIME
DASHBOARDS

® Remote dashboard capabilities
enable staff to capitalize on system
“walkaway time” via immediate
notifications.

“PLAN MY DAY” - CHECKLISTS

® TForward-looking “Plan My Day”
checklists help minimize interruptions.

Alinity rro

DESIGNED TO SHARE REAGENTS BETWEEN SYSTEMS AND REDUCE WASTE.

® Reduce waste and inventory management by enabling staff to seamlessly transfer
inventory between systems.

10



ABBOTT DIAGNOSTICS

Achieve measurably better healthcare
performance with our personalized solutions.

We’ve reengineered our entire organization to support you and your changing needs,
helping you achieve measurably better healthcare performance with our personalized solutions:

i 5 v
R e e I R W R TS T

Expert teams take a holistic, A harmonized family of A suite of professional

enterprise-level view innovative systems, assays, services, supported by

to develop personalized informatics and automation informatics enablers,

solutions for your lab. solutions streamlines your unlocks intelligent insights
lab operations. from your valuable data.

HARMONIZED SYSTEMS

A unified, holistic family of systems delivering
unprecedented integration’

i% UNIFORMITY across the laboratory

Informatics
Alinity PRO

op FLEXIBILITY to adapttoa
l} changing environment

Point of Care
a\ OPERATIONAL PRODUCTIVITY I-STAT Alinity

to improve performance and workflow

CONFIDENCE
ﬁt

in systems and performance

ACHIEVE MEASURABLY BETTER HEALTHCARE PERFORMANCE. AI i n itH Ci_series

*Alinity hs and Alinity m are in development and not commercially available. 11



YOUR PERSONALIZED SOLUTION

Choose tomorrow’s approach today.
Alinity ci-series adapts to your laboratory’s
needs, allowing you to achieve measurably
better healthcare performance.

Alinity

ci-series

— . o]
[ rd s il .'. :

CHOOSE TRANSFORMATION

Achieve measurably better healthcare performance

ABBOTTDIAGNOSTICS.com/ALINITY

Alinity, Alinity ci-sertes, Alinity ¢, Alinitv i

. Alinity h-series, Alinity hs, Alinity hg,
Alirtity & Alinity m, i

TAT Alinity, Alinity PRO, FlexRate, SmartWosh, CHEMIFLEX
and Choose Transformation are trademarks of Abbott Laboratories in various jurigdictions

2017 Abbott Laboratorivs. ADD-00058026_ EN Alinity cl-terie brochure Aug 2007




Alinity

Alinity

cl-series

ALINITY | Clinical Chemistry | Immunoassay | Hematology | Transfusion | Molecular | Point of Care | Professional Services

Alinity ci-series System Specifications

CHOOSE TRANSFORMATION™

Achieve measurably better healthcare performance a Abett

ABBOTTDIAGNOSTICS.com/ALINITY



FEATURE

ALINITY ¢

Dimension (H x W x D) 134 x 119 x 17 ¢cm/1.39 m?
Methods Photometric, Potentiometric
Maximum Throughput Up to 1350 TPH
Throughput/m? Up to 971 TPH/m?
Scalability

Continuous Access of Reagents,
Calibrators, Controls and Consumables

Flexible Stat Options

Sl T Serum, ﬁ:asmell, urine, cerebrospinal fluid,
emolysate, whole blood

Sample Capacity 150

Sample Bar Code Types

Sample Result Storage
Dead Volume

Sample Volume*

15-35 L

Sample Probe Carryover

Up to 70 refrigerated reagent cartridges

Reagent Capacity onboard plus patented ISE (Na+, K+, and CI-)
Reagent Type
Reagent Onboard Stability* 5-60 days
Automated Onboard Calibrators Y

* es
and Controls
Calibration Frequency* 1-60 days
Sample, Clot and Bubble Detection
Reagent Pressure Monitoring

Yes;

Sample Interference Measurement . -
hemolysis, icterus, and lipemia

On Board Maintenance Records
Online Error Code Help

Host Interface

Remote Diagnostics

Weight 712 Kg
Electrical Requirements

Average: 27 L/hr

Water Requirements Maxt: <30 L/hr

Heat Output (processing) Average 2005 Btu

Noise Level (1 m)

ACCELERATOR a3600

Laboratory Automation Connection

TPH=tests per hour

*Assay dependent

TExcluding whole blood

*Maximum of two minutes during the prime of the wash buffer dilution assembly

ALINITY i

134 x 119 x 117 ¢cm/1.39 m?

Chemiluminescence

Up to 200 TPH
Up to 144 TPH/m?

Yes

Serum, plasma, whole blood, urine

150

200,000

50 pL (sample cup)
2-200 L

<0.1 parts per milliont

Up to 47 refrigerated reagent cartridges

onboard

100% liquid ready-to-use

15-30 days

Yes (controls only)

15-30 days

Yes
Yes

No

Yes
Yes
HL7 or ASTM
AbbottLink
624 kg
SCM: 90-264 V, 16 amp

Each Instrument: 180-264 V, 16 amp

Average: <10 L/hr
Maxt: <30 L/hr

Average 1634 Btu

Allinity c: 55.9 dBA
Alinity i: 63.4 dBA

ACCELERATOR a3600

ALINITY ci

134 x 199 x 117 cm/2.33 m?

Photometric, Potentiometric,
Chemiluminescence

Up to 1550 TPH
Up to 665 TPH/m?

Up to 4 modules controlled by one System Control Module (SCM)

Prioritize single rack as needed or configure multiple fixed positions

Serum, plasma, urine, cerebrospinal fluid,
hemolysate, whole blood

300

Code 128, Standard Code 39, Interleaved 2 of 5, Codabar

Alinity ¢: 1.5-35 pL
Alinity i: 2-200 pL

Up to 117 refrigerated reagent cartridges
onboard plus patented ISE (Na+, K+, and CI-)

For Alinity c: 5-60 days
For Alinity i: 15-30 days

Alinity c: Yes
Alinity i: Yes (controls only)

For Alinity c: 1-60 days
For Alinity i: 15-30 days

Yes;
hemolysis, icterus, and lipemia (CC only)

1160 kg

Average: €37 L/hr
Maxt: <60 L/hr

Average 3639 Btu

ACCELERATOR a3600



FEATURE

Dimension (H x W x D)
Methods

Maximum Throughput
Throughput/m?
Scalability

Continuous Access of Reagents,
Calibrators, Controls and Consumables

Flexible Stat Options
Sample Types®

Sample Capacity
Sample Bar Code Types
Sample Result Storage
Dead Volume

Sample Volume*

Sample Probe Carryover
Reagent Capacity

Reagent Type

Reagent Onboard Stability*

Automated Onboard Calibrators
and Controls*

Calibration Frequency™

Sample, Clot and Bubble Detection

Reagent Pressure Monitoring
Sample Interference Measurement

On Board Maintenance Records
Online Error Code Help
Host Interface

Remote Diagnostics

Weight

Electrical Requirements

Water Requirements

Heat Output (processing)

Noise Level (1 m)

Laboratory Automation Connection
TPH=tests per hour

*Assay dependent
TExcluding whole blood

ALINITY cc
134 x 199 x N7 cm/2.33 m?
Photometric, Potentiometric

Up to 2700 TPH
1158 TPH/m?

ALINITY ii
134 x 199 x 17 cm/2.33 m?
Chemiluminescence

Up to 400 TPH
171 TPH/m?

ALINITY cic

134 x 280 x 117 cm/3.28 m?

Photometric, Potentiometric,
Chemiluminescence

Up to 2900 TPH
884 TPH/m?

Up to 4 modules controlled by one System Control Module (SCM)

Yes

Prioritize single rack as needed or configure multiple fixed positions

Serum, plasma, urine, cerebrospinal fluid,
hemolysate, whole blood

300

Serum, plasma, whole blood, urine

300

Serum, plasma, urine, cerebrospinal fluid,

hemolysate, whole blood

450

Code 128, Standard Code 39, Interleaved 2 of 5, Codabar

15-35 L

Up to 140 refrigerated reagent cartridges
onboard plus patented ISE (Na+, K+, and CI-)

5-60 days

Yes

1-60 days

Yes;

hemolysis, icterus, and lipemia

1248 kg

Average: <54 L/hr
Maxt: <60 L/hr

Average 4010 Btu

ACCELERATOR a3600

*Maximum of two minutes during the prime of the wash buffer dilution assembly

200,000

50 pL (sample cup)
2-200 L

<0.1 parts per million'

Up to 94 refrigerated reagent cartridges
onboard

100% liquid ready-to-use

15-30 days
Yes (controls only)

15-30 days

Yes
Yes

No

Yes
Yes
HL7 or ASTM
AbbottLink
1071 kg

SCM: 90-264V, 16 amp
Each Instrument: 180-264 V, 16 amp

Average: €20 L/hr
Maxt: <60 L/hr

Average 3268 Btu

Alinity c: 55.9 dBA
Alinity i: 63.4 dBA

ACCELERATOR a3600

Alinity ¢: 1.5-35 pL
Alinity i: 2-200 pL

Up to 187 refrigerated reagent cartridges
onboard plus patented ISE (Na+, K+, and CI-)

For Alinity c: 5-60 days
For Alinity i: 15-30 days

Alinity c: Yes
Alinity i: Yes (controls only)

For Alinity c: 1-60 days
For Alinity i: 15-30 days

Yes;
hemolysis, icterus, and lipemia (CC only)

1697 kg

Average: <64 L/hr
Max#: <90 L/hr

Average 5644 Btu

ACCELERATOR a3600



FEATURE ALINITY cccc

ALINITY iiii

Dimension (H x W x D) 134 x 362 x 17 cm/4.24 m? 134 x 362 x 17 cm/4.24 m?
Methods Photometric, Potentiometric Chemiluminescence
Maximum Throughput Up to 5,400 TPH Up to 800 TPH
Throughput/m? 1273 TPH/m? 189 TPH/m?
Scalability Up to 4 modules controlled by one System Control Module (SCM)

Cor}tinuous Access of Reagents, Yos

Calibrators, Controls and Consumables

Flexible Stat Options Prioritize single rack as needed or configure multiple fixed positions

Sample Types* Serum, plasma, urine, cerebrospinal fluid, hemolysate, whole blood Serum, plasma, whole blood, urine
Sample Capacity 600

Sample Bar Code Types Code 128, Standard Code 39, Interleaved 2 of 5, Codabar

Sample Result Storage 200,000

Dead Volume 50 pL (sample cup)

Sample Volume™ 15-35uL 2-200 pL

Sample Probe Carryover < 0.1 parts per milliont

Reagent Capacity Up 1o 280 refiigerated resgent cartrdges anboard plus potented Up to 188 refrigerated reagent cartridges onboard
Reagent Type 100% liquid ready-to-use

Reagent Onboard Stability* 5-60 days 15-30 days
Automated Onboard Calibrators Y

and Controls* «

Calibration Frequency® 1-60 days 15-30 days

Sample, Clot and Bubble Detection Yes

Reagent Pressure Monitoring Yes

Sample Interference Measurement Yes; hemolysis, icterus, and lipemia No

On Board Maintenance Records Yes

Online Error Code Help Yes

Host Interface HL7 or ASTM

Remote Diagnostics AbbottLink

Weight 2321kg 1968 kg

Electrical Requirements SCM: 90-264 V, 16 amp. Each Instrument: 180-264 V, 16 amp

Water Requirements Average: €108 L/hr, Max*: <120 L/hr Average: <40 L/hr, Max*: €120 L/h
Heat Output (processing) Average 8020 Btu Average 6536 Btu
Noise Level (1 m) Alinity c: 55.9 dBA, Alinity i: 63.4 dBA

Laboratory Automation Connection In development In development

TPH=tests per hour

*Assay dependent

TExcluding whole blood

*Maximum of two minutes during the prime of the wash buffer dilution assembly

ABBOTTDIAGNOSTICS.COM

Alinity, AbbottLink and Choose Transformation are trademarks of Abbott Laboratories in various jurisdictions.
© 2017 Abbott Laboratories. ADD-00059833
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To whom it may concern

The German Accreditation Body (DAkkS) is an internationally recognized accreditation body. DAKkS ac-
credits certification bodies in Germany according to DIN EN ISO 9001:2015. The accreditation certificate
of TUV SUD Management Service GmbH thus references DIN EN ISO 9001:2015.

The DIN EN ISO 9001:2015 certificates of TUV SUD Management Service GmbH fully comply with the
international standard 1ISO 9001:2015.

Further explanation:

DIN: Each European country has its own standards. In Germany, this is the DIN standard. DIN stands for
“Deutsches Institut fir Normung” (German Institute for Standardization), which sets the criteria for the
respective standard.

EN: Standards adopted at the European level are marked with the abbreviation EN. National standards,
such as the DIN standard, receive the corresponding addition. A DIN-EN standard thus means that an
originally German standard is now presented as a European one.

ISO: The ISO addition means that a German DIN standard meets international requirements.

As outlined in the European Foreword of DIN EN ISO 9001:2015-11, the text of ISO 9001:2015 has been

approved by CEN as EN ISO 9001:2015 without any modification. Furthermore, DIN was obligated to
implement the European standard. ISO 9001:2015 and DIN EN ISO 9001:2015-11 are identical in content.

Kind regards,

5

Norbert Stuiber

PS-MHS-GLA

Registered Office: Munich Supervisory Board: TOV SUD Product Service GmbH tuvsud.com/ps
Trade Register Munich HRB 85742 Holger Lindner (Chairman) Hotline:
UniCredit Bank GmbH - BIC HYVEDEMMXXX Board of Management:

IBAN DE13 7002 0270 0048 8522 11 Walter Reithmaier (CEO)

VAT ID No. DE129484267 Patrick van Welij Germany "
Information pursuant to § 2 [1] DL-InfoV TLN®

(Germany) at tuvsud.com/imprint



Abbott

EU Declaration of Conformity

Basic UDI-DI: 038074ACTI043001
Basic UDI-DT Name: Albumin BCG2
Risk Class: Class 3
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
4U3020 Albumin BCG2 39071 Wwao1010201
04113030 Albumin BCG2 39071 WO1010201
Manufacturer | Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longlord Irefand
{Namc and Address)
Manufacturer SRN | 1E-MI-000010070
Authorized Representative | N/A
{Name and Address)
Authorized Representative SRN | N/A

Produced by (Site of Manufacture)
{Name and Address)

Abbott Treland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland

Notified Body
(Name and Identification Number)

TUV SUD Produet Service GmbH,
RidlerstraBe 63, 80339 Munich, Germany
Notitied Body Number 0123

Conformity Assessment Procedure

Quality Management System

Annex IX Chapters | and 111,

Including an assessment ol the technical
documentation tor devices concerned on the basis of
representative samples

EU Certificate No.
No. V12 054869 0013

Common Specifications (CS)

N/A

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) deseribed above conform with the applicable
provisions of the Regulation (EL) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices. This deckaration is made in accordance with Annex IV of the 1VD Regulation and is issued under the sole responsibility

af the manufacturer.

Sandra Gallagher

Manager Regulatory Affairs

Full Name: David Spellman Full Name:
Director Quality Assurance/ Site Quality
Funetion: _Hcad Function:
Signature: /M - Signature:
-~ —
: o . -
Date of Approval: /O SEP solly Date of Approval:

5. sz’é?{éf

35 Sé:oﬂ el

Signed for, and on
behall of:

Abbott Ireland Diagnostics Division l.isnamuck, Lonetord Co. Longford Ireland

Dale Issued:

(O SEL 2T Y

Place Issued:  Lisnamuck, Longford Co. Longford Ireland

Supersedes:  13-Mar 2023

Effective {Dale
or Lol Number):

/¢ SEF oy
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N El) Beclaration of Conformity Basic UDI-IHM Basic UDI-DM Name
BG [7C MERKJIAPALILA 3A CHOTBETETBHE bazos UDI-DI L opalng Ha fazor LIDL-D
Cs EU PROHLASENI O SHODE Zalladni UDI-TY Nazey zdkladniho L DI-D]
DA EY-OVERTENSSTEMMELSESURELAERING Grundlzggende UDI-11 CGrundleggende LD1-Dl-navn
LE EU-KONFORMITATSERKLARUNG Basis-UDI-D1 Basis-LIMD1-D1 Name
EL AHADEI TYMMOPLOSHY LT Boguo UDIE-0I Oyvopaain foouwod TDL-DL
ES DECLARACKIN UE DE CONFORMIDAD LI3E-D1 Bésice Wombre L D=0 Basice
ET CLi vastavusdeklaratsioon Paki-U-13] Piahi-UD1-1H mum
IR Délaration dc confonmite UE IUD-1D de base Nom [UD-ID de base
HR EU [ZJAVA O SUKLATDNOSTI Osnovni UDE-DI Naziv osnovnog UDEDI
HE) EU-MEGEELELOSEGE NYIEATKOZ AT Alapvetd TTRI-121 Alapvetd UDI-TH neve
1T Drichiarazione di conformita LT LiTT-D1 di base Nome UDI-DI di base
Ly .5 athilstThas deklardcija Pamata UDI-DI Pamata (JD-DI nosaukums
I.T ES ATITIKTIES DEKLARACIIA Burinis UDL-DI Barinio UDI-DI pavadinimas
NG| El-samsvarserkizring Grunnlegaende 1DI-1I Grunnleggends UDIL-Dl-navn
PL DEKLARACIA ZGODNOSCI UE Kod Basic LTH-B31 Nazwa kody Basic UDI-DI
or DEC[.ARAC,&() UJE DE CONFORMIDADE LiTH-E31 hisico Mame LITI-01 Bisico
RO Declaratia de Conformitate UE UDI-DI de bazd MNume UDI-DI de bazi
SK I3 VYHLASENTE O ZHODE Zikladny UDI-DL Nazov zdkladného UTH-121
SV FU-FORSAKRAN OM (WERENSSTAMMELSE | Grundliggande UDI-IY Nann pd grundliggande UD1-DI
TR AB Uyvguniuk Bayan Teme] UNI-T Teme] UTH-DI ismi
TN Risk Class List Number and Size Code Product and 1'rade Name
BG Kmac cuopea pucKa KaraomeH HOMED M KOT Hi pA3MeEps Hue Ha opogyKid 4 rLproBgro
FLALIM CHC
Cs Rizikovi tiida Katalogoveé islo a koncove dvajéisl Nazev produktu a obehodni nazev
uréwgied velikost soupravy
DA | Risikoklagse Bestillingsnummer og starelseskode Produkt- op varemarkenavi
oL Risikoklasse Bestellnummer und Griflencode Produkt- und Handelsname
EL | Karmvepis avinvou Kmdidg Tipoidvrog v Katwdg ITpuiéy kit Epmapuen Ovopoosia
Eamkruaeiuc
ES Clase dz riesgo Wimero de referencia ¥ codigo de Preducico ¥ marca comercial
tamafio
T Ruskiklass Katalopginumber ja suurusekood Toote nimetus ja kaubanimi
TR Classe de risque Référence MNam de produil et de margue
HRZ 1 Klasa rizika Katalodki broj i oznaka pakiranja Naziv proizvoda i zasticen naziv
HU | Kockazati osetaly Listaszém &3 keszletkiszerelés-kod Taortndk- &5 keraskadelmi néy
¥ Classe di rischio Numgro di listine e codics [ormata Pradolie & neme commerciale
LY | Rizkaklase Kataloga numurs un tansra Kods Frodulta nosaukums un tirdzniecibas
nosaakums
LT Rizikos klase K atalogn numeris ir dydZio kodas Craminio ir prekybinis pavadinimai
NO | Risikoklasse Bestillingsnummer og starrelseskods Produkt- og handelsnavn
PL. Klusa rveyka Numet katalogowy Nazwa produkiu i nazwa handlowa
FT Classe de risco Numero de lista e codige de Pradute & nownc comereial
apresentacio
RO | Claside mse MNumdr de listd §i cod dimensiune Diznumirza produsulo gi denumicea
comerciald
SK Rizkovd tneda Fataldgzavé sl Nzov prodekiu a obchodoy nazov
5y Riskklass Listnurmumct ech stortekskod Produkt och [inmanamn
TR | Rigk Simft 1.istz Mumarast ve Bovut Kodu Uriin ve Ticari fsmi
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EN | GMBN Code EMDN Code Manufacturcr (Name and Address) Manufacturer SRN
BG | Kou GWMDN Koa EMDN [IpoussoenuTen {1Me W aTpec) EPH ma nponzeoauTens
05 | Kod GvoN Kdd EMDN Wyrobce {nazev a adresg) Jeding registraéni isla wytobce
DA | GMDN-kode EMDN-kode Tabrikant (navn og adresse) Fabrikanis SEM
DE | GMIDIN-Code EMDN-Code TTersteller {Name und Adresse) Hersteller-SEN
EL | Kedwde GMDN Keodnir EMDN Koreoksvoatts (Ovope ken AlenBovan) SRN (Movadikd; Apipds Mitpdou)
{ Ovopororoyin {Ovoparohoyia Kaotuoreuoom
WHTPOTEXVOMOYIRDY HETPOTEVOAYIKGY
TROAOVTEY) TPOIOYTEYY
ES i Cédigo GMDN Codigo EMDN Fabricanle (mombre v diveccidn) SEN {nimern de registro (mico) del
[abricanle
T | GMDMN-kood EMDN<koerd Tootja (wimi ja aadress} Tooya unkaalne registreerimisnumbher
FR | Code GMDN Code EMDN Fabticant { nom el adresse) Numéro denregistrement unigue du fabricant
IR | GMDN kod EMDN kod Proizvoda® (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodada
1L | GMDN-kad EMDN-kdd Gwartd (név ds cim) Gydrld epvedi regiszteacios scama (SRN)
I Codice GMDN Codice EMDN Fabbricanie (nome ¢ inditizzo) SRN (numere di regisirazione unico) del
fabbrcante
LY | GMDN kods CMDN kods Ratotdjs (nosaukums un adrese) Rafoiaja vienolais registracijas nmurs
(VRN
LT | Visuotings medicinos Furopes medicines Gamintojas (pavadimimas it adresas) Gamintojo unikalusis registracijos numers
priemaniy nomenklariros pricmoniy nomeanklatiros
kodas kodas
NG | GMIN-kode EMDN-kode Produsent {navn og adressed Produsentens SBN
PL | Kod GMDN Kod Eurnpejskie) Iroducent (nazwa i adres) Niepowtarzalny numcr gejestracyiny
Nomenklary Wyrobdw producentn
Medveznych
| Codigo GMDN Codigo TMDN Fabricante {Nome ¢ Morada) Mumera Unice de registo do fabricants
RO | Cod GMDN Cod EMDN Producitor (nume si adresd SRN produscitor
SK | Kdd GWTR Eod 13A0N Yyrolica (Nazov @ adresa) Jeding registraéng &islo {SRN) vyroben
SW CrMIDN-kod EADN-kod |'illverkare {namn och adress) Tillverkarens SEN
TR | GMDN Kodu CMDN Kodu Uretici (Tsim ve Adres) Uretici SRNsi
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EN | Authorized Representative {(Name and Authorized Represcatative SRN Produced by (Site of Manufacture)
Address) (Name and Address)
BG | ViLIHOMOLEN OpeieTaBHTeR [(HMC B EPH na y UL IHOMOIELHA TREICTABHTET [IpoHAEENSHE OT {MACLO HA
ALpech MpaaBoucTED } (HMe 1 anpec)
C8 | Zplnomocning zastupce {ndzev & adresa) Jediné registraéni &islo zplnomocnéného Vyrabeno (mista vyroby)
FAstuper {ndzev a adresa)
DA | Autoriseret reprosentant {navn og adresse) | Auloriseret reprazsentants SRN Produceret af {[remstillingssted)
{navn og adresse)
DE | Bevolimachtigter (Name und Adresse) SRN des Bevollmachtiglen Hergestelit von (Herstellungsstandort)
(Name und Adresse)
EL Féovawdonuévos Avimpbammas {Ovopa SRIN EEoUc1080THIEVET AVIIRDOHIOU Koraowkevilara ard (Epyoothale
wl Awdbuven} nopoymyi)
[ Ovoposio ke Aeddovon)
ES | Represcntante aulorizado (nombre ¥ SRN (niumero do registro dnico) del Producido por (Lugar de fabricacion}
discecion) represen{ants auterzade (Nombre y dircecion)
ET | Volitatud esindaja (nimi ja aadress) Voluatud vsindaja unikaalne Taotnud {lootmiskoht) (nimi ja aadress)
registreerimismunber
TR ¢ Mandatawire (nom et adrassz) Numéro d'enregistrement unique du Procluil par (site de fabrication)
mandulaire {nom el adresse)
HE | Owlafeni zastupnik {naziv | adresa) | SRN (jedinsiveni registracijski broj} Mroizvodi (Micsto protzvodnie}
ovladtenog zastupnika {wiaziv 1 adecsa)
HU | Meghatalmazotl képviscld (név és cim} Meghatalmazott képviseld cgyedi Gyaro [gyarids helve)
repisTiricios szama [(SRN) [nev &5 elm)
I'r Mandatarie [nome ¢ indinzzo) SRN (numero di registrazione epice? del Prodotto da {site di fabbricazionsg)
mandalario {nome e indinzzoe)
LY | Pilnvarotais pirslavis {nosaukums i Pilnvarotd parslivja vienotais registricijas | RaZots (rafofamas vieta)
adrescy numurs [VEN} {nosaukums un adrese)
1T | lgaliotasis alslovas {pavadinimas ir [zaliotojo atstove unikalusis registracijos Pagaminla {gamybos victa) {pavadinimas
adresas) numeris ir adresas}
N | Aumoniserl representant {navn og adresse) Den auluriserte Tepresentantens SRN Produsert av (produksjonssted
{navn o8 adresse)
L Upowazniony przedstawiciel (nazwa i Nigpowlarzdlily MUITIET EjCsLacy Ny Wyprodukowamo przez (migjsee
acdres) upowaznionepo przedsiawiciela produle i)
{mazwal adres)
FT Mandatario (vome e Morada) Numero tnico de registo do mandatario Produzide por {Lacal de fahrice)
{Nome ¢ Marada) B
RO | Reprezentant autorizal {nums gi adrcsa) SRN rzprezentant autorizat Produs de cdire (locaie productie) (nume
si adresd)
SK | Autorizovany zastupca (nazoy a adicsa) Jodiné registraéne Cisla {SRN} Yyrohenéd [miesto wyroby)
aytonzovandho zistupeu ingzov a adresal
SV | Auktoniscrad representant {pami och Aukioriserad reprasentants SEX Tillverkas av {iillverkningsort) {namn och
adress) adress)
TR | Yetkili Temsilei (Isim ve Adres) Yetkili Vemsilel SRN's1 Uleetici (Urstim Tesisi})

{Isim ve Adres)
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N Notified Body (Name and ldentification Conformity Assessment Procedure
Number)

BG | Hemmdmuspas opraf (aue o qoeHTROHKUIOHN llpoienypa 33 oUCHKA 113 CHOTEETCTEHETO
HOMGP)

{8} Oznitneny suljekt (ndzey a idenlifikadni Sislg) Postup pasuzavini shody

Pa | Bemyndiget organ (navn og Overensstemmelsesvirderingsprocedure
identi[ikationsnummer)

DE Benannic Stelle {Name und Identifibationsnummert ! Konlormitdtsbewertunesverfahren

EL Kowonompéves Oprenaapog (Ovope kel ApBuag Aledeoie oSokemong GuLMapenang
TURTOTOENSTC)

8 Crrganismo Notificado {nembre v numero de Procedimiznto de cvaluacion de la conformidad
identtfeacion

ET Feavieatud asutus (nimi ja identifiseermisnumber] | Vaslavushindamismenctius

EFR Organisme notifi2 {nom et numsdro d'identification) | Procédure d’évalyation de la conlormité

HR [ Prjavljeno tijelo (naziv i identifikacifski hroj) Postupak ocienjivanja sukladnosu

Al | Bejelentelt szervezet (ndv ¢35 azonoesito szam) Megfelelfsteirtdkeldsi cljiras

Ir COrganismo nolificato (nome ¢ dumere di Procedura di valutazione della conformmita
identiNeazione)

LY | Pilnvarotd iestade (nosaukums un identilkdcijas Adbilstibas novértgianas procediiva
nurmurs)

LT Notifikuouaji 1steiga (pavadinimas ir idenlifikacinis | Aritkiies vertinimo procediira
numicris)

NO | Meldt organ {navn og identifikasionsnummer) Framgangsmdle fur sumsvarsvurdering

PI. Jednostka notyfikowana {nazwa i numer Procadura oceny zgodiosci
identvfikacyin)

FT Organismo Notilicade (Nonie e Nomere de Frocedimenta de avaliagio da conformidade
[dentificagin)

RO 1 (rganism notificat (nume si numir de identificare) Procedurs de evaluare a conformitaii

SK | Nonfikovany orgdn (Nazov a identifikaéné Sisle) Pastup posudeovania zhody

SV | Awnmilt organ {narm och identifikationsnuinmer) Forfarande Br beddmning av dvercnsstimmnelse

TR Onaylanmig Kurulug (Isim ve Tanen Numaras) Uvguniub Degerlenditme Prosedimg
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EN

Quality Management Sysiem Annex IX Chapters [and TI1,
Ingluding an assessment of {he technical documentation for devices concerncid on the basis of
representative samples

CrCTeMa 22 YUPARTE NN HA kanecTsoTo [priwicnye 13, vuams 1w L1,
BRULIOYMTEIHO OLCHIA (14 TEXHAHSC KATA AOKY MEHTAINA 1d CHOTRETHILE HIREMUA B3 OCHORE 1A
NPCACTABMIETHI TPOHH

cs

Systém fizeni kvality Philoha [X Kapitoly [a {13,
véetnd posouzeni technicke dokumentace dotéemich prosifedkii na rakipdé reprezentativnich vzorkd

DA

Kvalitetsstyringssystem Bilag 1X kapite] T og 101,
Herunder en vutdering al den tekniske dokumentation for relevant udstyr pd baggrund af renmesentative praver

T3

Qualitatsmanagemanlisystem Anhang TX Kapitel Fund LI,
cinschlieBlich einer Bowertung der Technischen Dokumentation i betroffene Produkte auf der Grundlage
reprisentativer Stichproben

EL

Themue Aloysipong Modmuag Tlephprqpe (X Kegpieaoe 1 wot IT1,
suureprhaufaveTon afwioviion Tou TEvKoh QERAROY i mpuidvTe mov sherilovia e Biem CVTUTPOTREVTING
Beivuaro

ES

Sislama de Gestion de Calidad Anexo 1X. capitulos 1y [I1.
se incluye una gvaluacidn de la docwmentacién teenica para os productes atectados sobre fa base de muestras
represenlativas

ET

Kvalilecdijuhtimissisteem (X tisa 1 ja II peatiikk
Sealhuleas asiaomaste seadmete tehnilise dokumentatsioont hindamist esindavars valimite pidhjal

FR

Systéme de geslion de lu qualité Annexe IX Chapitres T et LLE,
Inclal une évaluation de la docwmentalion vechnigue pour les dispositifs concernés, sur Ja base d"échantilions
reprisentatifs

HR

Sustav uprasljanja kvalitstom Prilog 1X., Poglavlja L. i i1,
ukljudujuéi ogjenjivanje tehnitke dokumentacije za predragtne proizvode na lemelju reprezentativaih uzoraka

HU

Mindségiranyitasi rendszer L melleklel, L s T fejewct, idegrive az erimtetl eszkozik miiszaki
dokumentacidjanak reprezentatiy mintak alapjan vald ertekeicsét

Sistema di gestione della qualila Allegato 1X Capiteli e II,
compresa una vahutacione della documentaziens toenica per 1 dispositivi interessali sulla base di campioni
rapprosenlalivi

LY

K valitites vadibas sistEma X pielikuma I un 11T nodala,
tosturp altieeizo ierty tehniskas dokumentdcijas novEriEjums, pAMAtejoties Uz reprezentativiem parangiem

LT

Kokybés valdyma sistemna IX priedo Lir 10 skyriai,
jskairant atitinkamu priemoniy techhinés dokumentacijos vertinima remiantis tipimais pavyvzdiiais

NO

Kvalifetsstyringssyslem Vedlegg 13 kapittel T og 111,
inkludert an vurderiag av den tekniske dokumentasjonen for akeuclt yrstvr pi grumnlag av representative prover

Syslem Zarzgdzania Jukosels 7atacznik IX, Rozdezialy [ oraz 111,
w yin ocena dokumentacii teehnicaned danych wyrobdw na podstawie reprezentatywiych prabek

PT

Sistema de gestido du qualidade Anexo [X Capliulos 1 e 111,
Incluinde uma avaliagdo da documentagio 1écnica pira os disposilivos em guestdo com base ¢m amosiras
represenlativas

RO

Sisternul de mansgement al calitdfii Anexa X, Capitolele Tsi LIl inclusiv o evaluare a documentatied echnice
pentru dispezilivele Th causd pe bazy unar probe reprezentative,

18

Svstém riadenia kvalily Priloha IX Kapitoly 1 & i1, vritane postdenia icchnickey dobumenticic prislugnych
pomicok na zdklade reprezentativiyeh vzorick

Kvalitetsledningssystem Bilaga IX Kapitel Toch 11,
inklusive on hedomning av den tekniska dokumentationen for becorda produkter som grundar sig pd
represcnativa urval

TR

Kalite Yoneum Sistemi Bk 13 Balim T ve 11l
Temsiti numuneler baznda ilgili cihazlar icin teknik dobimantasyonun degerlendirilmesi dahil
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EN ELi Certificate No. Common Specifications (CS) Full Name

BG EC Cepradnmar Mo O coemwdekanmw (OC} M0 nauMeHoBan e
CSs Cislo certifilam EU Spoledné specitikace Cely nazev

DA EU-certifikatnummer Filles spemifikationar Fulde navn

D Nr. des EU-Zertifikaty Gemeinsame Speaifikationen (GS) Vollstindiper Name
LI ApBpds motomou ol EE Kowds mpodurypopes (K1} [TAtpng ovoueaie
8 Nimero certificado UE Especificiciones comunes Nombiz camplate
LT EL-i serufikaadi nr Uhtsed kirjeldused Taisnimi

FR N7 certificat UE Spécifications communcs Mo complet

HE ELl potvrda br, Zajednitke specifikacije (,C5) Puni nawiv

HU El-tanusitvany gzama Egvséges elbirdsok Telies néy

IT N del certificato UE Specitiche comuni (5C) Nome completo

TV ES sortilTkila Nt Kopigas specilfikacijas Pilns nosaskums

1.T ES sertilikalas Nt Bendrosios specikacijos Vardas ir pavarde
xo ETT-sertifikatnr, Felles spesifikasjoner Fulll nuvn

PL Nr Certv fkatu UE Wapdine specy fikacje Tmig | nazwisko

PT Certifleado VL N° Especificaciies comuns Nome campleto

RO Nr. certeficat {iE: Specilica somune {C5) Numele complat
SK Certifikal ETJ &. Spolodne Epecilikicie Cely ndzoy

5 Nurnmer pd ELi-intyvu Gemensathma speciiikationer Tullstindigt namn
TR AB Sertiika Numaras: Genel Spesifiliasyonlar ((35) Adi Sovadi

EN Fungtion Signed for, and on behalf of Date Issued

13 Jiewuocy TTONIHCAHD 38 1 0T MMeTy 1a JlaT2 Ha H3naRane
s Funkee Podepséne za a frménem Datum vydini

JEN Funktion Underskrevet for op pd vepne all Ldstedelsesdato

DE Funktion L nterzeichnet far und im Auflrag von Blatum

Ll Asitoupyio YROVPAOETOL 716 KUl EX LEpOUS TOUATNS Hpepoprvie gxboang
LS Tungion Fimmada por, ¥ on nombee de Fecha

ET Tunktsioon Alla kirjutanud (kelle poolt ja nimel) Vil jaandmisze kuupidey
['R Fonction Signé par ¢t au noen de Date d'établissement
IR Fuikeija Potpisane za i u ime Datum izdavanja
LIl Beosulas Aldird a kbvelkesd hépviseletében &5 nevében Kiadds dituma

Iy Funziong Finmata a nome ¢ aer conto di Dala di rilascio

Lv Aumats Parakstits §3das persenas varda ledofanay dulums
.T Taretzos Subjekto. kuno vardu pasiraioma, pavadinimas Tidavime data

NG Funksjon Signert for, og pd vegne av Ustedelsesdato

PL Funkcia Podpisane w imicniy Diata wydania

T Fungio Assinado e em nome de Drala de emissio
RO Functia Semnat pentru si T numele Dala eliberdrii

Sk Funkeia Podpisané »a a v mene Datum vvdania

5V Funklion Undertecknat fir veh pd uppdrag av Datum far uddrdande
TR Crrevi Matnuna ve wemsilen imea Dizenlenme Tarihi
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EN Superscrles Signature Date of Approval
BG | JumecTra Hounue Mata Ha onobpeude
5 Nahrazuje Podpis Datum schvaleni

DA | Erstatter Underskrifi Godkendelscsdato
DE Crsetzt Unterschrilt Datum der Genehmigung
EL AvTiahoTd Yoy pp Huepopnvie Eyxplong
ES Sushtuve Fimma Fecha de aprobacion
ET Agendab Alkiri Heakskiitmse kuupicy
FR | Anmule @t remplace Signature Dhate de 1"autorisation
HRK Zamjenjujea Potpis Datum odobrenia

HU Hasdlvtalanitja a kévetkerd dokumentsmot: Alairdy Jovahagyds dituna
IT Sostiluisce Firma Liata di approvazivnc
LW Alrsla) I*araksts Apstiprinaganas datums
LT [akcifia Paradas Patvirtinimo data

M} | Erstattar Signatur Godkjemningadata

L Fastepuie Podprs Drata salwicrdzenia
T Substitut Assinalura Data de aprovacio
RO | Infocuitor Semnitura Data aprebini

8K Nahridza Podpis Dilum schvilema

SV rsatter Namnteckning Datum far godidinnande
TR | Yerini aldiga belge Imza Cnay Tarihi

EN Place: ! 1 Fftective {Dale or Lot Number)

BG MacTo ug pianade B cnna viiia (TaTa faH IoMep Ha MAQTHIL)

cs listo wyddni Udinné od {datgm neho sl farke)

DA | LUdstedelsessted Tkraftredelse (dato eller lothunumer)

DE | Ot Giltig ab {Datum oder Charsenbeacichnung)

liL Tdmog Exdoang Tz 1y and (Huepopgvie 1 ap. raptidoeg)

ES Expedida en Tifectiva {fecha o nunero de lolc}

ET Viiljaandmise koht Jguslurnine (kuupiev voi partiinumber)

FR Lieu d'établissement Eniréc an vigueur (date ou numéro de lot)

HR Mieslo izdavanija Stupa na shagy (dalum ili broj serije)

HL | Kigdas helve Vlatady balépds (danum vapy Lélelszam)

1T Luogo di nilascio Valido da (data o pumero di lotia}

LV [zdodunas victa $pEka no (datums vai parlijas numurs}

1.T [3davimo vieta Isizalioja (data arba partijos numeris)

NO | Utstedelsessted Gjetder fra (dmo eller lotummer}

PL Micisce wydania Chowiazuie od {data lub numer partii)

PT 1.ocal de emissio Ffetividade (Data ou nimero de lote)

RO | Locul cliberarii Valabilitate {data sau nuirsdrul lotalue

Sk Micsto vydania Uinnost od (datum alcbo 8islo Jare)

sV Plats for wliirdande Verkstallist (datum gller lotnummer}

i Dilzenlendigi Yer Ytk (Tarih veva 1ot Numarast)
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EN

We, the undersigned, herchy declarve that the in vilre diagnostic medical device(s) deseribed above conform with the appiicable provisians of the
Regulation (EL:} 2617/746 of the European Parliament and of the Council of 3 Aprii 2017 on In Vitro Diagnostic Medical Neviees. This declaration is
made in accordance with Annex IV of the 1VD Regulation und is issned under the sole responsibility of the manuafacturer,

BG

Hue, nomymoanacalisre, ¢ HACTOALYLD ICKIAHPAME, ¢ ropeunucaﬁom(me} MSHHIFHECKO! ) 13 1CTHE T 38 HUDHTRO THAITIOCTHEA OTPOBAPAIT) (3
UPHAQARUMETe pasuopenta Ha Pernament {EC) 20§ 7746 na Epponcicxes uapiaMeHT 1 Ha CLECTa 0T 5 auptol 2017 T 01H0CHO MENMIHHCKITC H3ABTHA 31
HHAHTPO THAULIOCTHEE, Ta%d HeKiEPaAIHa ¢ LAUPARCHA B CBOTRCYCTRUE © 1Ipaiosenue [V na Peragmenta 3a [VD 1 3 USHHOTO M30EBMIC QTLOBOPHDCT HUCH
CIHBCTREHO NPOUIBOSHTENAT.

Cs

My, nize podepsani, timto prohlasujeme. Ze diagnosticky{-¢} zdravomicky(-¢) prostiedek (prosttadky) in vitro wvedeny(-¢) vyle je (jsoul ve shodé s pifsluinymi
ustanovenimi nafizeni livropského parlamentu a Rady (EIT) 2017/746 ze dne 5. dubna 2817 o diagnostickych zdravatnickych prostedeich in viteo. Tote
probliseni jc v souladu s Pfilohou [V nafizeni TV a je vvddno na vihmdni odpovédnost virobee.

A

Vi, undertcgnede, erklerer herved, ar det in vitro-diagnestiske medicinske udstyr, der er heskravet ovenfor, et i overensstemmelse med de gzl dende
bestemmelser i Europa-Parlamenlets og Radets forordning (13U) 2017746 af 5. april 2017 am in vitro-diagnostisk medicinsk udstyr, Denne erkluring afgives 1
overensstemmelse med [VITorordningans bilag IV og udsiedes under fabrikaniens eneunsvar,

DE

Wir. dic Unlerzeichner, erkidren hiermit, dass das oben beschrichene In-vitro-Diagnostikumidic oben besclirichenen [n-vilro-THagnostika dic entsprechenden

Bestimmungen der Verordnung (EUY 201 7:746 des Turopiischen Parlaments und des Rates vom 3. Apri 2017 tiber ln-vitro-THagnostika erftillen, Diese
Trkdarung erfolgt gemal Anhang TV der \WD-Verordnume und wird unter alleipiger Veranwortung des Herstellers auspestalit

EL

Bueic, ol LovpapoviEs, STAGVONLE HE T0 APV 0T U RPOHHpEPOLEVG, BICYVETTIRG WETPOTEOMOTIKG TPpoiovTa GUUHOPPEOYOYTUL IE TS WayBouees STdins
101 Kevoviopon (TE) 2017746 v Fupomuied Kowoflovkiow ke 7ou Xupfoviion g S Agpriion 2017 syemki: pe T in viro Sieyvostikd
laTpoTEvaRovd Tpoidvie. H Snkaan uttl] yiverm shppeve pe o epapmue IV 1ou Kavoviouot [VD cal exéidetil je emorhers e snlin tou

KO TETREUUTTT]

ES

Nosotros, [os abajo firmantes, por la presenle declaramos que cltlas) productols) sanituriofs) para diagnéstico in viro descritols) antetiermente cumple(n) las
disposicivnes aplicabies del reglamento {UE) 2017/746 dsl Paclamento Europeo ¥ det Conscio del 5 de abril dz 2017 sobre produetos sanitarios para diagnostico
m vitre. Bela declaracion se realiza en conlormidad con el Anexo IV del Reglamento VD v eg smmitida bajo la exclusiva responsabilidad del tabricante.

&1

Meie, allakirjutanud, Kinnitama, et eespool kireldatud in viteo diagnostikameditsiiniscadmed vastavad Fuenopa Marlamendi Ja ndukogu 5. aprilli 2017, aasta
madruse (FEY 2017746 (in viten diagnostikameditsiiniscad mete kohta) kohaldaravatele satetele. See deklaratsinon on koostatud vastavale [V D médruse IV Iisale
ning selle asturmise cest vaslulab ainuif toodja.

R

Nous soussienc(e)s, declarons par la présente que leis) dispositif(s) medical(aux) de diagnostic i vitre indiquéls) ci-dessns estsont conforme(s) aux
dispositions applicables du Reéglemant (LiE) 2017746 du Parfement eurapéen ¢t du Conseil du § avril 2017 relatif aux dispositifs médicaux de diagnostic i
vitrp, Cette declaration est établic conformément & 1" Annexe LV du Réglemment DIV sous lu seuls responsabilitd du fabricant,

HR

IMI, niFe potpisani, ovim pulem izjavliyjsmo da su gore navedeni in vire dijagnostiki medicinski proveved{i) sukladni prienjenjiviin odredbama Uredbe {ELT)
2017¢746 Buropskog parlamenta i Vijeéa od 5. traveja 2017. o in vitro dijagnostickim medicinskim proizvodima.
Ona je izjava sastasljena u skladu s Prilagnm [V. Uredbe LV i izdaje se pod iskljugivom vdpovarnedéu projzvedata,

Hi

Alulirottak ezemel kijelentjik, hogy 2 fent lefrl in vitro orvostechnikal eszkoz(dk) megfelel(nek’ az Furépal Parlament és a Tandcs in vitro diagnosztikai
orvostechnikai esekazakral svdld [EU) 20177746 (2017, dprilis 5.} repdelele (IVD rendelel) vonatkozd rendelkazeseinel. A jzlen nyilatkozat megfelel az IVD
rendelat TV, melléklotében faoghalt eldirasoknak, €5 a pydrto kizdrolapos feleldsségo alapian kerult kiagddsta

IT

Noi, 1 sotloserit, con fa presente dichiariame che il¢) disposicivo(i) medico-diagnosticol(s) i virra supra deserittodi) é(sono) confonmedi} afle disposizion
applicabili del regelamento (UE) 201 7/746 del Parlamenio europao ¢ del Consiglin del 5 aprile 2017 telalivo ai dispositivi medico-diagnestici in vitre. Questa
dichiarazione & redalla in conformili allalegato [V del regolaments IV ed & nlassiata sotto lu responsabilita esclusiva del fubbricante.

BY

M@s, apakia parakstijudias, ar jo pazinojam, ke iepricks aprakstiia(-s) in viro diagnostikas medicTniska(-s) ierfeel-cs) atbilst Eiropas Parlsmenta un Padomes

Regulas (£S) 2017/746 (2017, gada 3. aprilis) picmé&rojamaiam prasthim par in vitro diugnostikes mediciniskam iericénn 57 deklaraciia ir sagatavota suskand ar
VD regulas [V piglikumu un par izdofanu athild vienigi rZoldjs,

Mes, toljau pasiraSiusici (-iusinsios), parcitkiame. kad ankséiau minéta (-os) i vitre Giagnostikos medicines priemong {-¢8) alitinka 2017 m. balandZio 5 d.
Europos Parlamento ir Taryhos reglamento (ES) 2017/746G del & vitro dizgnostikos medicinos priemeniy tatkylinas nuostatas. Si deklaracija yra parcogta
vadovayjantis [VD replamento [V pricdu it vra iSduodama tik gamintojo atsukomybe,

Vi, undertegnede, erklerer herved at uistyret til iz visro-diagnostikk som et anlom ovenfor, er i samsvar med gjeldende besternmalser i Europaparlaments- og
radsforordning {EL 2017746 ay & april 2017 om medisingk ulstyr 1l i virro-diagnostikk. Denne erkleringen or utarbeidel | overensslemmelse med
vedlags 1Y i [VI-forordningen og er utstedt under produsentens eneansvar.

L

My. nize] podpisani, ninigjszym ofwiadezamy, 2¢ wymieniotiy(-¢) powyze} wyteh{wyroby } medyczny{-e] do dingnostyki in vitro spelniai-ja) odpowiednie
wymugania Rozporzadzenia (UT3) 2017746 Parlamentu Europejskiego 1 Rady 7 dria § kwietmia 2017 ¢ w sprawie wyrobdw medyeznych do diagnostyki in
vilro. Ninizjsza deklaracia 7ostata sporzadzona zgodnie 7 Zalgezmikicmn TV Rozporzadzenia | VDR [ wydana na wylaczng odpowiedziatnoss produccnta,

I

Nos, ahaixo assinados, declaramos que os disposilivos medicos para diagnastice in vitre deserites acima ssido om conformidade com as disposiges aplicavels
do Regulameno (UL 2017:746 da Parlamento Europeu & do Consclha, de 5 deo abril de 2017, relativo aos dispositives médicos para diagnodsiics #r viro. Esla
declaraciiv ¢ [cita om conformidade com o anexo TV do Regulamento [VID e ¢ emitida sob & exclusiva responsabilidade do fabricane.

RO

Subsemnatii, declaram va dispozitivul (dispozitivele) medicalie) pentru diagnostic in vitro deserise mai sus sunl conforme cu dispozitiile aplicabile din
Repulamentad (UE)} 2017:746 al Parfamentulul European si al Consiliului din 5 aprilic 2017 privind Dispozitivele medicals pentru diagnosticul in vilro. Prezenta
declaratie este emisi in conformuale cy anexa 1Y la Regulamentul TVT) si esle emisd sub responsabilitatea exciusivi a producironiul.

5K

My, dolepodpisani. tymie vyhlasujeme, Ze diagnostickdl-€) vdravotmickal -¢) poméckal-y ) uvedena(-¢) vy$die je (si) v zhode s prislufnymi ustanoveniami
Nariadenia Furépskeho parlamentu a Rady (GUY 2017746 7 5. aprita 2017 o diagnosticky ch zdravotpickych pomdckach in vitro. Toto vyhlisenie je v sillade
s Prilohot [V k Nariadeniu [VD) a vydava sa na viheadoil zodpovednost sérobeu.

i, undertecknade, forsikrar hirmed att den efler de medicintekniska produiler for in vitro-diagnostik som beskrivs ovan dverensstimmer med de Lillampliga
hestimmelscrna | Turopaparlamentets och tidets farardning (EU} 2017746 av den 3 april 2017 om medicintekniska produkter for i vitro-diagnostik. Denna
[orsakran gors i enlighet med bifaga [V Ul 1V D-forordningen och wilirdas undar lillverkarens enskilda ansvar.

TR

Biz, asafida imzulari bulunan, yukarida belirtilen in virro diagnosuk nbbi cihazlarin, 2017748 saytl Avrupa Parlamentosu (AB) Yénetmelig ile 5 Nisan 2017
taritli in Viwo Diagnostile T1bbi Cihazlar Kensevinin ilgili hikiimlerine uy gub oidugunu beyan ederiz. Bu beyan 1VD Yanctmeligi EK TV uyarincs vamlimsgtic
ve fireticinin mimhasir sorumlulugu alindadir,

End of form

Page ¢ of 9







=

EU Declaration of Conformity

Basic UDI-DI: 038074ACT0483K5
Basic UDI-DI Name: Alkaline Phosphatase2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
04T8320 Alkaline Phosphatase2 52929 W01010105
04T8330 Alkaline Phosphatase2 52929 W01010105
Manufacturer | Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland
(Name and Address)
Manufacturer SRN | IE-MF-000010070
Authorized Representative | N/A
(Name and Address)
Authorized Representative SRN | N/A
Produced by (Site of Manufacture) | Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland
(Name and Address)
Notified Body | TUV Std Product Service GmbH Zertifizierstellen,
(Name and Identification Number) | RidlerstraBie 65 * 80339 Munich Germany
Notified Body Number 0123
Quality Management System EU Certificate No.
Annex IX Chapters I and 111, No. V12 054869 0013
Conformity Assessment Procedure Including an of the techalcal
documentation for devices concerned on the basis of
representative samples
Common Specifications (CS) | N/A

Full Name: _Siobhan Wright

Full Name: Sandra Gallagher

Director Quality Assurance/Site Quality

Function: _Head Function: _Manager Regulatory Affairs
signanre: __{ 603 Q). for Signature: __ 3 . G.-/é?' ler
Date of Approval: __ b - DEC - LOL Date of Approval: lb- DeC- 2021
Signed for, and on
behalf of: _Abbott Ireland Diagnostics Division Lisnamuck, L Co. Longford Ireland
Date Issued: M o - Lo Place Issued: :;immk. Longford, Co. Longford,
Supersedes: N/A ofm‘:]fmf lb- 0EC- Lo
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EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name

BG EC JEKJIAPALIMSA 3A CbOTBETCTBUE bazos UDI-DI HaumenoBanue Ha 6a3oB UDI-DI

CS | EUPROHLASENI O SHODE Zékladni UDI-DI Nazev zdkladntho UDI-DI

DA EU-OVERENSSTEMMELSESERKLZARING Grundleggende UDI-DI Grundleggende UDI-DI-navn

DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name

EL AHAQYH YXYMMOPOQ>HY EE Baowé UDI-DI Ovopacio facuod UDI-DI

ES DECLARACION UE DE CONFORMIDAD UDI-DI Bésico Nombre UDI-DI Bésico

ET ELi vastavusdeklaratsioon Pohi-UDI-DI P6hi-UDI-DI nimi

FR Déclaration de conformité UE IUD-ID de base Nom IUD-ID de base

HR EU IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapveté UDI-DI neve

IT Dichiarazione di conformitd UE UDI-DI di base Nome UDI-DI di base

LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums

LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio UDI-DI pavadinimas

NO EU-samsvarserklering Grunnleggende UDI-DI Grunnleggende UDI-DI-navn

PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI

PT DECLARACAO UE DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Bésico

RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza

SK EU VYHLASENIE O ZHODE Zakladny UDI-DI Nazov zékladného UDI-DI

SV | EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pi grundliggande UDI-DI

TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI Ismi

EN Risk Class List Number and Size Code Product and Trade Name

BG Kiac cniopes pucka Karaso)xeH HoMep U KOJl Ha pazMepa Mme Ha npolyKTa ¥ ThPrOBCKO HAUMEHOBAHUE

CS Rizikova tfida Katalogové ¢islo a koncové dvojéisli uréujici Nazev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og stgrrelseskode Produkt- og varemarkenavn

DE Risikoklasse Bestellnummer und Groencode Produkt- und Handelsname

EL Katnyopia kivdvvov Kwdkog IMpoidvtog kot Kmdikdg Tvokevaoiog TIpoidv kou Epmopikny Ovopacio

ES Clase de riesgo Numero de referencia y cédigo de tamaifio Producto y marca comercial

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zastieni naziv

HU Kockdzati osztily Listaszam és készletkiszerelés-kod Termék- és kereskedelmi név

IT Classe di rischio Numero di listino e codice formato Prodotto e nome commerciale

LV Riska klase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniecibas nosaukums

LT Rizikos klasé Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimai

NO Risikoklasse Bestillingsnummer og stgrrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Nimero de lista e cddigo de apresentacio Produto e nome comercial

RO Clasa de risc Numar de listd si cod dimensiune Denumirea produsului si denumirea comerciala

SK Rizikova trieda Katalogové Cislo Nazov produktu a obchodny ndzov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR | Risk Simifi Liste Numaras1 ve Boyut Kodu Uriin ve Ticari Ismi
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EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Kog GMDN Kox EMDN IIpousBoauTes (MMe H ajipec) EPH Ha npousBoauTeis
CS Kéd GMDN Kéd EMDN Vyrobce (ndzev a adresa) Jediné registracni ¢islo vyrobce
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kowdwwéc GMDN Kwduwoés EMDN Kartaokevaotg (Ovopa kot AtevBuven) SRN (Movadikog ApBpog Mntpdov)
(Ovopatoroyio (Ovoportoroyia Katookevaoth
LITPOTEYVOLOYIKDV L0TPOTEYVOLOYIKDV
TPOIOVTIOV) TPOIOVTMV)
ES Cédigo GMDN Coédigo EMDN Fabricante (nombre y direccién) SRN (ntimero de registro tnico) del
fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber
FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du fabricant
HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodaca
HU | GMDN-kéd EMDN-kéd Gyartd (név és cim) Gyart6 egyedi regisztraciés szaima (SRN)
IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico) del
fabbricante
LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotaja vienotais registracijas numurs
(VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy nomenklatiiros priemoniy nomenklatiiros
kodas kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL | Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Nomenklatury Wyrobéw producenta
Medycznych
PT Cédigo GMDN Cdédigo EMDN Fabricante (Nome e Morada) Numero tnico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume si adresa) SRN producitor
SK | Kéd GMDN Kéd EMDN Vyrobca (Ndzov a adresa) Jediné registracné Cislo (SRN) vyrobcu
SV GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si
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EN

Authorized Representative (Name and
Address)

Authorized Representative SRN

Produced by (Site of Manufacture)
(Name and Address)

BG | YobiaHOMomIeH npeacTaButen (UMe H EPH Ha ynmbaHOMOLIEHHS IPEACTaBUTEN ITpousBeneHo oT (MsICTO Ha
azpec) IIPOU3BOJICTBO) (UMeE U afIpec)
CS | Zplnomocnény zastupce (nazev a adresa) Jediné registracni ¢islo zplnomocnéného Vyrobeno (misto vyroby)
zdstupce (ndzev a adresa)
DA | Autoriseret representant (navn og adresse) | Autoriseret repr@sentants SRN Produceret af (fremstillingssted)
(navn og adresse)
DE | Bevollmichtigter (Name und Adresse) SRN des Bevollmichtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL E&ovotodompévog Avimpdcmnog (Ovopa | SRN E&ovciodotnpévov Aviimpocs®mnov Kartaokevaletor omd (Epyostéoio
kot Atevbovon) ToPAY®YNG)
(Ovopacio ko AtghBuvon)
ES Representante autorizado (nombre y SRN (nimero de registro tinico) del Producido por (Lugar de fabricacion)
direccion) representante autorizado (Nombre y direccién)
ET Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootnud (tootmiskoht) (nimi ja aadress)
registreerimisnumber
FR Mandataire (nom et adresse) Numéro d'enregistrement unique du Produit par (site de fabrication)
mandataire (nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje)
ovlastenog zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazott képvisel6 egyedi Gyarto (gyartas helye)
regisztracids szima (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario (nome e indirizzo)
LV | Pilnvarotais parstavis (nosaukums un Pilnvarota parstavja vienotais registracijas | Razots (raZo$anas vieta)
adrese) numurs (VRN) (nosaukums un adrese)
LT | Igaliotasis atstovas (pavadinimas ir Igaliotojo atstovo unikalusis registracijos Pagaminta (gamybos vieta) (pavadinimas
adresas) numeris ir adresas)
NO | Autorisert representant (navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
(navn og adresse)
PL Upowazniony przedstawiciel (nazwa i Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce
adres) upowaznionego przedstawiciela produkcji)
(nazwa i adres)
PT Mandatario (Nome e Morada) Niimero tnico de registo do mandatédrio Produzido por (Local de fabrico)
(Nome e Morada)
RO | Reprezentant autorizat (nume si adresa) SRN reprezentant autorizat Produs de catre (locatie productie) (nume
si adresa)
SK | Autorizovany zastupca (ndzov a adresa) Jediné registracné ¢islo (SRN) Vyrobené (miesto vyroby)
autorizovaného zdstupcu (ndzov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och
adress) adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi)

(Isim ve Adres)
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EN | Notified Body (Name and Identification Conformity Assessment Procedure
Number)

BG | Horudwuimpan opran (ume 1 naeHTH(HUKALHTOHEH Ipouenypa 3a OLEHKA Ha CHOTBETCTBUETO
HOMep)

CS Ozndmeny subjekt (ndzev a identifikacni ¢islo) Postup posuzovani shody

DA | Bemyndiget organ (navn og Overensstemmelsesvurderingsprocedure
identifikationsnummer)

DE Benannte Stelle (Name und Identifikationsnummer) | Konformititsbewertungsverfahren

EL Kowomompévog Opyaviopog (Ovopa kot AptBpog Awdikacio a&lohdynong coppdpemong
TOVTOTOINGNG)

ES Organismo Notificado (nombre y niimero de Procedimiento de evaluacion de la conformidad
identificacion

ET Teavitatud asutus (nimi ja identifitseerimisnumber) | Vastavushindamismenetlus

FR Organisme notifié (nom et numéro d'identification) | Procédure d’évaluation de la conformité

HR | Prijavljeno tijelo (naziv i identifikacijski broj) Postupak ocjenjivanja sukladnosti

HU | Bejelentett szervezet (név és azonosité szdm) Megfeleldségértékelési eljaras

IT Organismo notificato (nome e numero di Procedura di valutazione della conformita
identificazione)

LV Pilnvarota iestade (nosaukums un identifikacijas Atbilstibas novertesanas procediira
numurs)

LT Notifikuotoji jstaiga (pavadinimas ir identifikacinis | Atitikties vertinimo procedira
numeris)

NO | Meldt organ (navn og identifikasjonsnummer) Framgangsmate for samsvarsvurdering

PL Jednostka notyfikowana (nazwa i numer Procedura oceny zgodno$ci
identyfikacyjny)

PT Organismo Notificado (Nome e Nimero de Procedimento de avaliacdo da conformidade
Identificacdo)

RO | Organism notificat (nume si numar de identificare) Procedura de evaluare a conformititii

SK Notifikovany organ (Nazov a identifikacné Cislo) Postup posudzovania zhody

SV Anmilt organ (namn och identifikationsnummer) Forfarande for bedomning av Gverensstimmelse

TR Onaylanmis Kurulus (Isim ve Tanim Numarasi) Uygunluk Degerlendirme Prosediirii
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EN

Quality Management System Annex IX Chapters I and III,
Including an assessment of the technical documentation for devices concerned on the basis of
representative samples

BG

Cucrtema 3a ynpasieHue Ha kadecTBoto [Ipunoxenue IX, rnasu [ u 111,
BKJIFOUMTEIIHO OLIEHKA Ha TEXHUYECKaTa JOKyMEHTalUs HA CbOTBETHUTE U3/IeIUs Bb3 OCHOBA Ha
MPECTABUTEIHU POOU

CS

Systém fizeni kvality Pfiloha IX Kapitoly I a III,
véetné posouzeni technické dokumentace dotéenych prostiedki na zakladé reprezentativnich vzorku

DA

Kvalitetsstyringssystem Bilag IX kapitel I og III,
Herunder en vurdering af den tekniske dokumentation for relevant udstyr pa baggrund af reprasentative prgver

DE

Qualitdtsmanagementsystem Anhang IX Kapitel I und III,
einschlieflich einer Bewertung der Technischen Dokumentation fiir betroffene Produkte auf der Grundlage
reprisentativer Stichproben

EL

Toompa Awayeipiong [owmrag Hapdpmpa IX Kepdrota I o 11,
ovumepAapBaveTol a&loAdyNom TV TEXVIKOD GaKEAOL Yo poidvta mov eetdlovtat pe PAon ovTITPOCOTEVTIK
deiypato

ES

Sistema de Gestién de Calidad Anexo IX, capitulos I y III,
se incluye una evaluacion de la documentacion técnica para los productos afectados sobre la base de muestras
representativas

ET

Kvaliteedijuhtimissiisteem IX lisa I ja III peatiikk
Sealhulgas asjaomaste seadmete tehnilise dokumentatsiooni hindamist esindavate valimite pdhjal

FR

Systeme de gestion de la qualité Annexe IX Chapitres I et 111,
Inclut une évaluation de la documentation technique pour les dispositifs concernés, sur la base d’échantillons
représentatifs

HR

Sustav upravljanja kvalitetom Prilog IX., Poglavlja L. i III.,
ukljucujuéi ocjenjivanje tehnicke dokumentacije za predmetne proizvode na temelju reprezentativnih uzoraka

HU

Mindségiranyitasi rendszer IX. melléklet, 1. és II1. fejezet, ideértve az érintett eszkozok miiszaki
dokumentdcidjdnak reprezentativ mintdk alapjdn val6 értékelését

IT

Sistema di gestione della qualita Allegato IX Capitoli I e III,
compresa una valutazione della documentazione tecnica per i dispositivi interessati sulla base di campioni
rappresentativi

LV

Kvalitates vadibas sisteéma IX pielikuma I un III nodala,
tostarp attiecigo ieri¢u tehniskas dokumentacijas novértéjums, pamatojoties uz reprezentativiem paraugiem

LT

Kokybés valdymo sistema IX priedo I ir III skyriai,
jskaitant atitinkamy priemoniy techninés dokumentacijos vertinimg remiantis tipiniais pavyzdZiais

NO

Kvalitetsstyringssystem Vedlegg IX kapittel I og III,
inkludert en vurdering av den tekniske dokumentasjonen for aktuelt utstyr pa grunnlag av representative prgver

PL

System Zarzadzania Jakos$cia Zatacznik IX, Rozdziaty I oraz III,
w tym ocena dokumentacji technicznej danych wyrobéw na podstawie reprezentatywnych prébek

PT

Sistema de gestdo da qualidade Anexo IX Capitulos I e III,
Incluindo uma avaliacdo da documentagdo técnica para os dispositivos em questdo com base em amostras
representativas

RO

Sistemul de management al calitatii Anexa IX, Capitolele I si III inclusiv o evaluare a documentatiei tehnice
pentru dispozitivele in cauza pe baza unor probe reprezentative.

SK

Systém riadenia kvality Priloha IX Kapitoly I a III, vratane posudenia technickej dokumentacie prislusnych
pomocok na zdklade reprezentativnych vzoriek

SV

Kvalitetsledningssystem Bilaga IX Kapitel I och III,
Inklusive en bedomning av den tekniska dokumentationen for berérda produkter som grundar sig pa
representativa urval

TR

Kalite Yonetim Sistemi Ek IX Bolim I ve IIT
Temsili numuneler bazinda ilgili cihazlar i¢in teknik dokiimantasyonun degerlendirilmesi dahil
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EN EU Certificate No. Common Specifications (CS) Full Name

BG EC Ceprudukar Ne 06w crenmdukampu (OC) IIbJIHO HAMMEHOBAHHE
CS Cislo certifikitu EU Spole¢né specifikace Cely nézev

DA EU-certifikathnummer Felles specifikationer Fulde navn

DE Nr. des EU-Zertifikats Gemeinsame Spezifikationen (GS) Vollstindiger Name
EL ApBudg motomomtikov EE Kowéc mpodiaypapés (KIT) TIApng ovopacio
ES Numero certificado UE Especificaciones comunes Nombre completo
ET EL-i sertifikaadi nr Uhtsed kirjeldused Téisnimi

FR N° certificat UE Spécifications communes Nom complet

HR EU potvrda br. Zajednicke specifikacije (,CS*) Puni naziv

HU EU-tanusitvany szima Egységes eldirasok Teljes név

IT N° del certificato UE Specifiche comuni (SC) Nome completo

LV ES sertifikata Nr. Kopigas specifikacijas Pilns nosaukums
LT ES sertifikatas Nr. Bendrosios specifikacijos Vardas ir pavardé
NO EU-sertifikatnr. Felles spesifikasjoner Fullt navn

PL Nr Certyfikatu UE Wspdlne specyfikacje Imie i nazwisko

PT Certificado UE N° Especificacdes comuns Nome completo

RO Nr. certificat UE: Specificatii comune (CS) Numele complet

SK Certifikat EU &. Spoloéné $pecifikacie Cely nézov

SV Nummer pa EU-intyg Gemensamma specifikationer Fullstindigt namn
TR AB Sertifika Numarasi Genel Spesifikasyonlar (GS) Ad1 Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JUTBXKHOCT IToamucano 3a U OT UMETO Ha JlaTta Ha n3naBane
CS Funkce Podepsano za a jménem Datum vydani

DA Funktion Underskrevet for og pa vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agiovpyia Yroypdoetat yio Kot €K LEPOLS TOV/TNG Hugpounvia ékdoong
ES Funcién Firmada por, y en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Viiljaandmise kuupiev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU Beosztds Alair6 a kovetkezo képviseletében és nevében Kiadds ddtuma

1T Funzione Firmato a nome e per conto di Data di rilascio

LV Amats Parakstits $§adas personas varda Izdo$anas datums
LT Pareigos Subjekto, kurio vardu pasiraSoma, pavadinimas Isdavimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Funcdo Assinado e em nome de Data de emissdo

RO Functia Semnat pentru si in numele Data eliberarii

SK Funkcia Podpisané za a v mene Datum vydania

SV Funktion Undertecknat f6r och pa uppdrag av Datum for utfirdande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
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EN | Supersedes Signature Date of Approval
BG 3amecTBa [Toxmuc Jlara Ha o00peHne
CS Nahrazuje Podpis Datum schvaleni

DA Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikofiotd Yroypaen Huepounvia £ykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupidev
FR Annule et remplace Signature Date de ’autorisation
HR Zamjenjuje Potpis Datum odobrenja

HU | Hatélytalanitja a kovetkez6 dokumentumot: Aldiras J6védhagyés datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts ApstiprinaSanas datums
LT Pakeicia Parasas Patvirtinimo data

NO | Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovacio
RO Inlocuitor Semnatura Data aprobarii

SK Nahrddza Podpis Datum schvdlenia

SV Ersitter Namnteckning Datum for godkénnande
TR Yerini aldig1 belge imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha u3JaBaHe B cuia o1/3a (ara Wiy HOMEp Ha MapTHa)

CS Misto vydani Uginné od (datum nebo &islo Sarze)

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Giiltig ab (Datum oder Chargenbezeichnung)

EL Tomog €kdoong g 1oyb and (Huepounvia 1) ap. moptidog)

ES Expedida en Efectiva (fecha o nimero de lote)

ET Viljaandmise koht Joustumine (kuupéev voi partiinumber)

FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)

HR Mjesto izdavanja Stupa na snagu (datum ili broj serije)

HU | Kiadds helye Hatdlybalépés (datum vagy tételszam)

IT Luogo di rilascio Valido da (data o numero di lotto)

LV IzdoS$anas vieta Speka no (datums vai partijas numurs)

LT Isdavimo vieta Isigalioja (data arba partijos numeris)

NO Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowiazuje od (data lub numer partii)

PT Local de emissdo Efetividade (Data ou nimero de lote)

RO | Locul eliberarii Valabilitate (data sau numarul lotului)

SK Miesto vydania Uginnost od (d4tum alebo &islo Sarze)

SV Plats for utfirdande Verkstilligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirliik (Tarih veya Lot Numarasi)
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EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic Medical Devices. This declaration is
made in accordance with Annex IV of the IVD Regulation and is issued under the sole responsibility of the manufacturer.

BG

Hue, momynoamicanuTe, ¢ HACTOSIIOTO JeKIapupaMe, 4e TOPEonrucaHoTO(HTe) MEAUINHCKO(1) H3aenue(s) 3a MHBUTPO AUArHOCTHKA OTTOBapsI(T) Ha
IpUIOKUMHTe pasnopentu Ha Permament (EC) 2017/746 na Eponetickus napiaameHT u Ha ChBeTa oT 5 anprn 2017 T. OTHOCHO MEIMIIMHCKHUTE U3/ 32
MHBHUTPO AMarHoctuka. Tasu nexiapaius e HarnpaBeHa B cboTBeTcTBHE ¢ [Iprinoxkenue IV Ha Pernamenta 3a IVD u 3a HeliHOTO M3/jaBaHe OTTOBOPHOCT HOCH
€IMHCTBEHO IIPOU3BOAUTEIIAT.

CS

My, niZe podepsani, timto prohlasujeme, Ze diagnosticky(-é) zdravotnicky(-¢) prostiedek (prostredky) in vitro uvedeny(-¢) vyse je (jsou) ve shodé s pfislusnymi
ustanovenimi natizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prosttedcich in vitro. Toto
prohlaseni je v souladu s Pfilohou IV nafizeni IVD a je vydano na vyhradni odpovédnost vyrobce.

DA

Vi, undertegnede, erkl@rer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de geldende
bestemmelser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr. Denne erkleering afgives i
overensstemmelse med IVD-forordningens bilag IV og udstedes under fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erkldren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Europiischen Parlaments und des Rates vom 5. April 2017 iiber In-vitro-Diagnostika erfiillen. Diese
Erkldrung erfolgt gemil Anhang IV der IVD-Verordnung und wird unter alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeic, o1 vmoypaoovies, SNAdvovLe pe TO Tapdv OTL TO TPOAVAPEPOUEVO. SIOYVAOGTIKA LOTPOTEYXVOLOYIKA TPOTOVTO GUILLOPPAVOVTOL LLE TLG 1IGYDOVOES SLUTAEELS
tov Kavoviopov (EE) 2017/746 tov Evponaikod KowoBovriov kot tov Zuppoviiov g 5™ Ampihiov 2017 oyetikd e T in Vitro d1oyvemo Tk
wtpoteyvoloykd tpoidvta. H dnAwon avt yiveton ovpewva pe to Hopdaptnpe IV tov Kavoviopod IVD kot exdideton pe amokieiotiky vfovn tou
KOTOGKEVAGTN

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagndstico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagnéstico
in vitro. Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD y es emitida bajo la exclusiva responsabilidad del fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
médruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sétetele. See deklaratsioon on koostatud vastavalt IVD miéruse IV lisale
ning selle viljastamise eest vastutab ainult tootja.

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux
dispositions applicables du Reglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in
vitro. Cette déclaration est établie conformément a I’Annexe IV du Réglement DIV sous la seule responsabilité du fabricant.

HR

Mi, niZe potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vije¢a od 5. travnja 2017. o in vitro dijagnostickim medicinskim proizvodima.
Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD i izdaje se pod isklju¢ivom odgovornos¢u proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszk6z(6k) megfelel(nek) az Eurépai Parlament és a Tanécs in vitro diagnosztikai
orvostechnikai eszk6zokrél szol6 (EU) 2017/746 (2017. aprilis 5.) rendelete (IVD rendelet) vonatkozo rendelkezéseinek. A jelen nyilatkozat megfelel az IVD
rendelet IV. mellékletében foglalt eldirasoknak, és a gyarto kizardlagos feleldssége alapjan keriilt kiadésra.

IT

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) €(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro. Questa
dichiarazione ¢ redatta in conformita all'allegato IV del regolamento IVD ed ¢ rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

Megs, apaksa parakstijusies, ar $o pazinojam, ka ieprieks apraksita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemérojamajam prasibam par in vitro diagnostikas mediciniskam iericém. Si deklaracija ir sagatavota saskana ar
IVD regulas IV pielikumu un par izdoSanu atbild vienigi razotajs.

LT

Mes, toliau pasirasiusieji (-iusiosios), pareiSkiame, kad anks¢iau minéta (-0s) in vitro diagnostikos medicinos priemoné (-¢s) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas. Si deklaracija yra parengta
vadovaujantis IVD reglamento IV priedu ir yra iSduodama tik gamintojo atsakomybe.

NO

Vi, undertegnede, erkl@rer herved at utstyret til in vitro-diagnostikk som er anfgrt ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
radsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk. Denne erkleringen er utarbeidet i overensstemmelse med
vedlegg IV i IVD-forordningen og er utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym o$wiadczamy, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spetnia(-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobéw medycznych do diagnostyki in
vitro. Niniejsza deklaracja zostata sporzadzona zgodnie z Zatacznikiem IV Rozporzadzenia IVDR i wydana na wyltaczng odpowiedzialno§¢ producenta.

PT

Noés, abaixo assinados, declaramos que os dispositivos médicos para diagndstico in vitro descritos acima estdo em conformidade com as disposicdes aplicdveis
do Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagndstico in vitro. Esta
declaracdo € feita em conformidade com o anexo IV do Regulamento IVD e € emitida sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declaram ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro. Prezenta
declaratie este emisa in conformitate cu anexa IV la Regulamentul IVD si este emisa sub responsabilitatea exclusiva a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, Ze diagnostickd(-€) zdravotnicka(-e) pomdcka(-y) uvedend(-¢) vysSie je (su) v zhode s prislusnymi ustanoveniami
Nariadenia Eurépskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro. Toto vyhldsenie je v silade
s Prilohou IV k Nariadeniu IVD a vydava sa na vyhradna zodpovednost’ vyrobcu.

SV

Vi, undertecknade, forsikrar hiarmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan 6verensstimmer med de tillampliga
bestdmmelserna i Europaparlamentets och radets férordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik. Denna
forsdkran gors i enlighet med bilaga IV till IVD-férordningen och utfirdas under tillverkarens enskilda ansvar.

TR

Biz, agagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarm, 2017/746 sayil1 Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu beyan ederiz. Bu beyan IVD Yénetmeligi Ek IV uyarinca yapilmistir
ve iireticinin miinhasir sorumlulugu altindadir.

End of form
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a ABBOTT

Declaration of Conformity

Certificate Identification:

04184

Legal Manufacturer’s Name: Abbott freland Diagnostics Division
Legal Manufacturer’s Address: Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers GMDN Code Names and Description of Devices Classification

and Size Code

of Devices

0473420 52925 Alanine Aminotransferase? Seli-declared
04T843() 52925 Alanine Aminotransferase2 Self-declared
Authorized Enropean Not Applicable

Representative (name and address)

Storage of technical documentation
(zame and address)

Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.

Longford, Ireland.

Harmonized Standards

Listed in the Technical Decumentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the Euwropean
Parliament and of the Council of 27 Qctober 1928 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

Fhis declaration is made in accordance with Annex 131 of the IVD Directive and is issued under the sole

responsibility of the manufacturer,

Signature: /&&9{,@? I%\/I(E W Signature:

Full Name . ) Full Name
(printed): Siobhan Wright (printed):
Position: Director Quality Assurance/  Fosition:

Site Quality Head
Date of 13 "SW-’LAU Date of
Approval: Approval:
Date Issued: 13 - JEP - L Place lssued:
Supersedes: Nt Applicable Effective Date:

Tliomas Breslin
Manager Regulatory Affairs

1 7-SfFp-202]

Abbett Ireland Diagnostics Division,
Lisnamuck, Longford, Co. Longford, Ireland.

|3 -Jer- Lotf




a ABBOTT

Declaration of Conformity

Certificate ldentification:
Legal Manufacturer's Name:
Legal Manufacturer's Address:

04T85
Abboll Ireland Diagnostics Division
Lisnamuck, Longford, Co. Longford, Ireland.

Representative (name and address)

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
0478520 52941 Amylase2 Self-declared
Authorized European Not Applicable

Storage of technical documentation
(name and address)

Abbolt Ireland Diagnostics Division, Lisnamuck, Longford, Co.
Longford, Ireland.

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex IIT of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

#

Signature: Xg bu/mt‘-ﬂ Jﬂ:ﬁ 35{ Signature: /&i (AU ( JO-.' ‘L@l/\_f

Full Name " ! Iull Name o

(printed): Siobhan Wright (printed) Lorraine Whitney

Position: Director Quality Assurance/  Position: SRR Ho Rapiatony difeu
Site Quality Head

Date of 35 -r -1o Date of 25 et 2020

Approval: Approval:

Date Issued: 2§-00 - ]’° :

Place Issned: Abbott Ireland Diagnostics Division,

Supersedes:  Not Applicable

Lisnamuck, Longford, Co. Longford, Treland.

EfTective Date: AN - OCF - ?/G




Declaration of Conformity

Certificate Fdentification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

04T86

Abbatt Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers | GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
04T8620 52954 Aspartate Aminotransferase2 Self-declared
04T8630 52954 Aspartate Aminotransferase2 Self-declared
Authorized European Not Applicable

Representative (name and address)

Storage of technical documentation
(rame and address)

Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.

Longford, Ireland.

Harmonized Standards

Listed in the Fechnical Documentation

We, the undersigned, hereby declare that the in vifro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states,

This declaration is made in accordance with Annex II of the TVD Directive and is issued under the sole
responsibility of the manufacturer,

Signature:
Full Name
{printed):
Position:

Date of
Approval:

Date Issued:

Supersedes:

s P : e
,ﬂft\bp/\ﬁ"tf\i [Vigly  Signature: % e
Slobkan Wright A Thomﬁa/m:in

g (printed): :
D r Quality Assurance/  Position: Manager Regulatory Affairs
Sife Quality Head
Iq ’&S\H‘TAL( Date of 17" SE/‘J"C?C)(? I
Approval:
-8/ - 1ot Place [ssued:  Abbott Ireland Diagnostics Division,
Lisnamuck, Longford, Co. Longford, Ireland.
Effective Date: (» —F&v- Lot

Not Applicable




) Abbott

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

DOC-08P6101-SD DLK TPM
Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden. Germany

List Numbers and GMDN g x g "
Size Code of Devices | Code Names and Description of Devices Classification
08P6101 41830 Alinity ¢ Bilirubin Calibrator Kit Self-declared

Authorized European
Representative (name and address)

N/A

i Storage site of technical
documentation (name and address)

Abbott Laboratories, 1921 Hurd Drive. Irving, Texas 75038, USA

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

= A
(. \qel

Signature: Signature:

Full Name: Claudia Becker Full Name:
Position: Director Quality Assurance Position:

Date of Approval: 02 Teh 022 Date of Approval:

Date Issued:
Place Issued:

Supersedes:

Effective (Date or
Lot Number):

JIJ# izul%WL’ may

Tiffini Jenkins

Manager Regulatory Affairs
|-Féb-2022

02 Feh 2022

65205 Wiesbaden, Germany

05-April-2017

C2 Feb 2622




—————
) Abbott
] L]
Declaration of Conformity

Certificate Identification: DOC-07P9720-SD DELK TPM

Legal Manufacturer’s Name: Abbott GmbH

Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN B . . g

Size Code of Devices | Code Names and Description of Devices Classification

07P9720 53236 Alinity ¢ Direct Bilirubin Reagent Kit Self-declared

Authorized European N/A

Representative (name and address)

Storage site of technical 2 ; ;
documentation (name and address) Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA.

Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

g
Signature: Z EZ&MI_ Signature: { 2 (4 ZMMEM: gg{gcy )

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: Lol Jud 202 Date of Approval: _ //-JU/-202)
Date Issued: 22 - /Z/,a/‘ O
=
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 19-Feb-2019

Effective (Date or

Lot Number): 22 - j.{(/' -~ 02




| Abbott

Declaration of Conformity

Certificate Identification: DoC-04V5121, 04V5131-SD DELK
Legal Manufacturer’s Name: Abbott GmbH
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers and GMDN Names and Description of Devices Classification
Size Code of Devices Code
04V5121] 53229 Alinity ¢ Total Bilirubin Reagent Kit Self-declared
04V5131 53229 Alinity ¢ Total Bilirubin Reagent Kit Self-declared
Authorized European N/A
Representative (name and address)
Storage site of technical Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA.
documentation (name and address)
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: /7- A Signature: ,4/ :47 -é;‘) //"

T

Full Name: Joerg Amborn Full Name: Noah Lermer

Position: Director, Quality Assurance Position: Director Regulatory Affairs

Date of Approval; /?O t-”trf' ' 06 - o4 Date of Approval: ,/,{? %-:’.;/' = .«;’?L?
Date Issued: //)/ - L/Z:ﬁ = ,;? 0
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 27-Feb-2019
Effective (Date or

Lot Number): 22 et~ 20




—
) Abbott
e L]
Declaration of Conformity
Certificate Identification: DOC-07P5720, 07P5730-SD DELK TPM
Legal Manufacturer’s Name: Abbott GmbH
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers and GMDN - . ———
Size Code of Devices | Code Names and Description of Devices Classification
07P5720 45789 Alinity ¢ Calcium Reagent Kit Self-declared
07P5730 45789 Alinity ¢ Calcium Reagent Kit Self-declared
Authorized European N/A

Representative (name and address)

Storage site of technical ; 3 ;
documentation (name and address) Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA.

Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: é E(LLG'S— Signature: gi(l lins ;{g:ggtgm )

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position; Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: ZZ 7LJ ZDZ{ Date of Approval: [1=Ju]-2021
‘ Date Issued: B %ﬂ/* 824
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 31-Dec-2016

Effective (Date or —
Lot Number): " . //’Zz/' 2o




cJ

_Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACT0488KF
Basic UDI-DI Name: Cholesterol2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
04T8820 Cholesterol2 53359 W01010205
04T8830 Cholesterol2 533359 W01010205
Manufacturer | Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland
(Name and Address)
Manufacturer SRN | [E-MF-000010070
Authorized Representative | N/A
(Name and Address)
Authorized Representative SRN | N/A

Produced by (Site of Manufacture)
(Name and Address)

Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland

Notified Body
(Name and Identification Number)

TUV SUD Product Service GmbH,
RidlerstraBe 65, 80339 Munich, Germany

Notified Body Number 0123

Conformity Assessment Procedure

EU Certificate No.
No. V12 054869 0013

Quality Management System

Annex [X Chapters [ and II1,

Including an assessment of the technical
documentation for devices concerned on the basis of
representative samples

Common Specifications (CS)

N/A

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices. This declaration is made in accordance with Annex IV of the IVD Regulation and is issued under the sole responsibility

of the manufacturer,

Full Name:
Function:
Signature;

Date of Approval:

Signed for, and on
behalf of:

Date Issued:

Supersedes:

David Spellman Full Name: Rosemary McEntire
Director Quality Assurance/ Site Quality
Head Function: _Manager Regulatory Affairs

P .-

Signature: L \I\-L \éuxj:l‘*-(

S OCTr 2s24 Date of Approval: >\ Qck Q—C)?!\

Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland

3| seT 2oz Place Issued: _Lisnamuck, Longford Co. Longford Ireland

Effective (Date
A1

25-Sep-2023 or Lot Number): oCT 2o &
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EN ELU Declaration of Conformity Basic UDI-D1 Basic UD1-D1 Name
BG EC NEKTTAPAIMA 3A CLOTBETCTBHE Bazon UIDI-DI Hawmennsasue #a 6azos UDT-DI
C8 | EUPROHLASENI Q SHODE Zgidadni UDT-DI Nazey zékladniho UDI-DI
DA EU-OVERENSSTEMMELSESERKL ERING Grundlmegende UDI-DI Crnundleggende UDE-DI-navn
DE EU-KONFORMITATSERKLARUNG Basis-UUDI-DI Bagis-UDI-IX Name
EL AHADEH SYMMOPOOYHYE EE Buowg UDL-DI Ovopasit Baswon UDI-DI
ES DECLARACTON UE DE CONFORMIDAD 1JDI-DI Bésica Nombre UDI-DI Basico
ET ELi vastavusdeklaratsioon Pohi-UDI-DI Pty-UDI-DI nimj
IR Déclaration de conformité UE WUD-ID de base Nom TUR-I1} de base
HR EUTZIAVA O SUKLADNGSTL Osnovai UDI-DI Naziv osngvnog UDI-DI
HU EU-MEGFELFELOSEG] NYILATKOZAT Alapvetd UDI-DI Alapvetd UDI-DI ncve
iT Dictiagrazione di conformita UE UTI-DI di base Nome UDI-DI di base
LV 48 atbilsiibas deklaricija Patnata UDI-TM Pamata UI-BI nossukums
LT ES ATITIKTIES DEKLARACIIA Bazinis UDI-DI Bazinic UDEDT pavadinimas
NO | EU-samsvarserklenng Grunnleggende UIY-DI Grunitleggende UDI-DI-navn
PL DEKLARACIA ZGODNOSCI UE Kod Basic UDE-DI Nazwa kodu Basic UDI-T¥
| PT DECLARACAQ UE DE CONFORMIDADE UDI-DI basico Nome UDI-DI Bisjco
RO__| Declaratia de Conformitale UL UDI-DI de bazi Nume UDI-DI de bazi
8K | BU VYHLASENIE O ZHODE Zakladny UDI-DI Nézov zikladného UDI-DI
sV EU-FORSAKRAN OM OVERENSSTAMMELSE Grundiggande UDI-DL Namn pé grundlaggande UDI-BI
R AB Uypuniuk Beyani Temel UDI-DT Temel JDI-DI Tsmi
EN_ | Risk Class List Number and Size Code Product and Trade Name
BG | Kimac cnopes puora Kavanomen nomep 1 kop ra pasvepy Hme 11a npoayKTa 1 THProBCKS
HZMMEHOBAHHE
cs Rizikovi ifida Katalogové dislo a koncové dvojisli Nazev produkiu a obchodni nézev
uréniici velikost soupravy
DA | Risikoklasse Bestillingsnummer og starrelseskode Produkt- og varemerkenavn
DE | Risikoklasse Bestellnummer und Grafiencode Produkt- und Handelsname
EL | Kemyopiu eevdivon Kadiwog Hpoidvrog ko Kaducdg {ipoidv xm Epmopik Ovopasio
Svorsvosiac
ES Clase de riesgo Nuamero de referencia v codigo de Producto y marca comercial
lamafio
LT WRisk iklass Katalooginumber ja suurusckood Toote nimetus ja kaubanimi
TR Classc de risque Reférence Nom de produwit et de marque
HR | Klasa rizika Kataloski broj i oznaka pakiranja Naziy proizvods § zafliéeni naziv |
HU | Kockarati osztaly Listaszim ¢s készletkiszerelés-kad Termék- és kereskedelmi név
IT Classe di rischio Numero di [istine e codice formato Prodotto ¢ nome commercialc
.Y | Riska klase Kataloga numurs un fzméra kods Produkta nesaukums un tirdeniectbas
nosaukums
LT Rizikos klasé Kalalogo numetis it dydzio kadas Ciaminio ir prekybinis pavadinimai
NO | Risikoklasse Bestillingshummer og starrelseskode Produldt- og handelsnavn
PL. Klasa ryeyka Numer katalogowy Mazwy produktu i nazwa handlowa
PT Classe de risco Nnerg de lista e codigo de Produto ¢ nome comercial
aprescntacio
RO | Clasi derise Numir de listd gi cod dimensiune Denumirea produsuiui si denumirca
comerciali
SK Rizikovd trieda Kataldgove &islo Nazov produktu g ebchodny nazov
SV Riskklass Listnurmmer och storlekskod Produki ach firmanamn
TR _| Risk Simfi Liste Numarast ve Boyut Kodu Urin ve Tigari Ismi ]
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EN | GMDN Code EMDN Code Manufycturer (Name sud Address) Mannfacturer SRN
BG | Kog GMDN Kon EMDN [IPoH3BOANTET (HME H anpec) EPH Ha npoH3BOIHTERA
C8 | Kod GMDN Kéd EMDM Vvrobee (nazev a adresa) Jediné registralni &slo vvrobee
DA 1 GMDN-kode EMDN-kede Fubrkant (navn og adresse) I'abrikants SRN
Dt | GMDN-Code EMDN-Cade Hersieller (Name und Adresse) Hersteller-SRN
EL | Kodikdg GMDN Kabuog EMDN Karaoxevaatis (Ovope ket Awddoven) RN (Movadikog Apndg Myzpdon)
{Ovouarohoyia (Ovopatohoyie Karaokenoot)
TPOTEYVOIOYLREY WTPOTEYVOAIYLKGN
mpoidvav) apoidviny)
ES | Codigo GMDN Codigo EMDN Fabricante (nombre y direccion) SRN (nimero de registro anico) dei
fabricante
Y | GMDN-kood EMDN-kood Tootja {nimi ja aadress) Tootja unikaalne registreerimisnumber
FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unigue du fabricant
HR | GMDN kod EMDN kod Proizvodaé (naziv | adresa) 8RN (jedinsiveni registracijski broj)
proizvodata
HU | GMDN-kéd EMDN-kod Gyirld {név s cim) Gyartd egyedi regisziracios sxdma (SRN)
iT Codice GMDN Codice EMDN Fabbricanie {nome e indirizzo) SRN (numcro di registrazione unico) det
fabbricante
LY | GMDN kods EMDN kods Razotd)s {nosaukums un adrese) RaZotdja vienotais regisiracijas numurs
(VRI)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis regisiracijos numeris
priemoniy hotmenklatiiros priemoniy nomenklatfiros
kadas kodas
NO | GMDN-kode EMDN-kode Produsent {navn og adresse) Produsentens SRN
PL | Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyiny
Nomenklatury Wyrobdw produccnta
Medyernych
PT | Cédigo GMBN Codigo EMDN Fabricante (Nome e Morada) Niumero (micoe de registo do fubricante
RO | Cod GMDN Cod EMDN Producdior (nume gi adresa) SRN producator
SK | Kod GMDN Kod EMDN Virobca (Ndxov a adresa) Jeding registrangé &islo (SRN} vivobcu
5V | GMDN-kod EMDN-kod Tillverkare {nemn och adrcss) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici {Isim ve Adres) Uretici SRNsi
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EN | Awthorized Representative {Namc and Authorized Representative SRIN Produced by (Site of Manufacture)
Address) (Name and Address)
BG | ¥nwaHoMOmeH npescrasuTen { Mme 1 EPH Ha y AW THOMOINCIIHA IIPesctaBuTen Tipomseeaeno 0T (MACTO HA
apes) APOAIRE0ICTEO) (WME | anpec)
CS § Zplnomocnény zastupee (nézev a adresa) Jediné registradni &islo zplhomocnného Vyrobeno (misto yyroby)
24siupce (ndzev a adresa)
DA | Auteriserct represenlant (navn og adresse) | Auloriseret representants SRN Produceret af (fremstillingssted)
{navn og adresse)
DE | Bevollmichligter (Name und Adresse) SRN des Bevollmachtigten Hergestelll von (Hersteflungsstandort)
(Nameg und Adresse}
HL | Efouswdomuéveg Avompioanes (Ovopa | SRN Efovswdomypévon Avimposhmon Komaowsudlstm ord (Epvostisto
xrit Arglhifovon) ROPUAYEVHG)
{Ovopggio Ko Asvioven)
ES | Representante autorizado (nombre y SRN {niimero de registro tnico) del Producido por (Lugar de fabricacion)
direccitn} representante aworizado {Nombre y direccién)
ET | Volitatud esindajs (nimi ja aadress) Volitatud esindaja unikaalne Tootnud (tootmiskoht) (nimi ja aadress)
registreerimisnurmber
FR | Mandataire {nom et adresse) Numéro & enregistrement unique du Produit par (site de fabrication)
mandataire {nom et adresse)
HR | OvlaSteni zastupnik (nazty i adresa) SRN {jedinstveni registracijski broj) Proizvodi (Mjesio proizvodnje)
ovlafienog zastupnika (Naziv i advesa)
HU | Meghatalmazoft képviseld (név és cim) Meghatalmazoif képviseld egyedi Gyartd (gyartas helve}
tegisziracios szama (SRN) (nev €5 ¢im)
IT Mandatario {nome ¢ tndirizzo) SRN (numero di registrazione unico) del Prodotto da (silo di fabbricazione)
manijatario {nome ¢ mdirizzo)
LV | Pilovarotais parsivis (nosaukusms um Pilavarotd parstivia vienotais refistricijas | Ra¥ots (rasolonas vieta)
adrese) numurs {VRN} {nosaukums un adrese)
LT | Igaliotasis atstovas {pavadiimas ir Igaliofojo atstovo urikalusis regisiracijos Pagaminta {gamybos vieta) {pavadinimas
adresas) numeris ir adresag)
NO | Aurorisert representant (navn og adresse) Den autoriserle representantens SRN Produsert av (produksjonssted)
{navn og adresse)
Pi. | Upowasniony przedstawiciel {nazwa i Niepowtarzalny numer rejestracyiny Wyprodukowana preez (inigjsce
adres) upowaznionego przedstawiciela produkeii)
(hazwa 1 adres)
PT | Mandatério (Nome e Morads) Numere tinico de registo do mandatério Produzido por (Local de fabiico)
{Nome ¢ Morada)
RO | Reprezentant autorizal (nuime 5i adres3} SRN reprezentant autorizat Produs de catre (locajie productic) (nume
5i adresd)
8K | Aworizovany zéstupea (nazov a adresa) Jeding registraéné dislo (SRIN) Vyrobené (miesto vyoby)
autorizovancho zistupcu (nazov a adresa)
SV | Auktoriserad representant (namn och Aukioriserad representaris SRN Tillverkas av (tillverkningsort) namn och
adress) adress)
TR | Yetkili Temsilei {Isim ve Adres) Yetkili Temsilei SKN si Oretici ({Tretim Tesisi)

{1sim ve Adres)
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EN | Notified Body (Name and ldentification Conformity Assessment Procedure
Number)

BG | HorshuiapaH opras (MMe o uaeHTREHKIIHONCH [Mponenypa 3a oileHKa HA CHOTRETCTBRETO
HoMep)

CS Oznameny subjeki (ndzev a identiftkadni ¢islo) Posiup posuzovani shody

DA | Bemyndiget organ (navn og Overenssteramelsesvurderingsprocedure
ideniifikationsnummer)

DE_ 1 Benanntc Stelie (Nums und Identitikationsnummer) | Konformititsbewerhmgsverfahren

EL | Koworompévos Opyaviopds (Ovope o ApiBdg Awdiadia afieldymong cuppOpEHcTC
ToToTinGng)

ES Crgamsmo Notiticado (nombre v ntimero de Procedmiento de evaluacion de la conformidad
identificaciin

ET__| Teavitatud asutus (nimi ja identifitseerimisnumber} | Vastavushindamismenetlus

FR | Orpanisme notifié {nom et numéro dideniification) | Procédure d*évaluation de la conformité

HR | Prijavijeno tijelo (naziv i identifikacijski broj} Postapak ocjenjivanja sukladnosti

HU | Bejslentett szervezet (néy &5 azonosito szém) Mepfteleldségérickelési cljaras

17 Organismo notificato {(nome ¢ numero di Procedura di valutazione della conformiia
identificazione)

LY | Pilnvarotd iestade {nosaukums un identifikiicijas Atbilstibas novértéSanas procedira
UML)

LT | Notifikuotoji jstaiga (pavadinimas ir identifikacinis | Atitikties vertinimo procediira
NUmMeris)

NO_j Meldt organ (navn og identiftkasjonsnummor} Framgangsmite for samsvarsvurdering

PL Jednostka notyfikowans (nuzwa i numer Procedura oceny zgodnosei
identviikacyny)

PT Organismo Notificado (Nome ¢ Ntimero de Procedimento de avaliagio da conformidade
Identificacio)

RO_ | Organism notificat (aume si numir de identificare}) | Procedurd de evaluare a conformitaiii

SK | Notifikovany orgdn (Nazov a identifikaiing gislo) Postup posudzovania zhody

SV | Anmilt organ (namn och identifikationsnummer) Forfarande f6r beddmning av Gverensstimmelse

TR Onayianmig Kurulus (fsim ve Tanmm Numaras) Uygunluk Degerlendinne Prosedini
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EN

Quality Management System Aunex IX Chapters I and II1,
Including an assessment of the technical documentation for devices voncerned on the basis of
representative samples

BG

CycTeMa 32 yipasnenye Ha Kauec s TIpHmoserne X, rapy 1 g 110
B OMHTETHO GURHKA Hd TEXHHTICCKATE MOKYMEHTAIHA Na CROTBETHHTE H3ZCNHHN Bh3 QLROBA HA
OPEACTASHISNHH IR0eH

Cs,

Systém fizen] kvality P¥loha T Kapitoly | a IIL,
vzt posouzeni technické dokumentace dotéenych prostiedki na zdklads reprezentativnich vzorki

DA

Kvalitetsstyringssystem Bilag T kapite! I og TIT,
Herunder en vurdering af den tekniske dokumentation for relevant udstyr pa bagerund af representative prover

DE

Cualitdtsimanagementsystem Anhang 1X Kapitel T und 11,
einschliellich einer Bewertung der Technischen Dokumentation fiir betroffene Produkte auf der Grundlage
reprisentativer Stichproben

EL

Tibompe Awyeipong [owemzag Tupaprmua IX Kepdho [ xal T1,
cupnepthapfidveror aElohomaen ton koD pokElov na mpotdvia ou sEeraiovron pe Bhon avanpocasnTcg
detvpgra

ES

Sistema de Gestion de Calidad Anexo (X, capitulos Ty 111,
se mcluye una evaluacion de la documentacion téenica par los productos afectados sobre Ia hase de muestas
representativas

ET

Kvaliteadijyhtimissiisteem IX lisa I ja 111 peatikk
Sealhulgas asiaomaste seadmete tchnilise dokumentatsioon hindarist esindavate valimile pdhjal

IR

Systéme de gestion de la qualilé Annexe IX Chupitres I ct 11T,
Inclut une évaiuation de la documentation technique pour les dispositifs concernds, sur la base d’échantiltons
representatila

HR

Suslav upravlianja kvalitetom Prilog TX., Poglavija I. i 1L,
uldjudujuéi ocjenjivanie tehnitke dokumentacije za predmetne proizvinde na temelju reprezentativnih uzoraka

Mindsegirinyitdsi rendszer X melléklet, 1. &s 11, fejozel, ideértve az érintell eszkozok muszaki
dokumentéeiojsnak reprezentativ mintik alapjan valo értékelését

IT

Sistema di gestionc della qualita Allegato TX Capitoli T e 111,
compresa una valutazione dela documentarione tecnica per i dispositivi inleressati sulla base di campioni
rappresentativi

LY

Kvalitites vadibas sistéma IX piclikuma T un 1T nodaja,
tostarp attiecigo ierféu tehniskfs dokumenticijas novértgjums. pamatojoties Uz reprezentatfviem paraugiem

LT

Kokybes valdymo sisterma IX priedo Lir TIT skyriad,
iskaifant atitinkamy priemeniy lechninés dokumentacijos verlinima remiantis tipiniais pavyzdziais

NO

Kovalitctsstyringssystemn Vedlegg IX kapitte] 1 og IIT,
inkludert en vurdering av den tekniske dokumentasjonen for aktuclt ulstyr pd gnmnlag av representative prever

P

System Zarzgdzania Jukoseiy Zatyemnik IX, Rozdzialy 1 oraz 111,
w tym oeena dukumentacii technicznej danych wvrobdw na podstawie repreventatywnych probek

PT

Sistema de gestio du qualidade Anexo IX Capilulos [ e Iil,
Incluindo uma avaliago da documentacio téenica para os dispositivos em quesido com base em amosivag
representativas

RO

Sisternu! de management al calititii Anexa DL Capitolelc [ §i Tl inclusiv o evaluare a documentagied tehnice
pentru dispozitivele In cauzs pe baza unor probe reprezentative.

SK

Systém riadenia kvality Priloha IX Kapitoly [ a 11}, vritane posadenia technickej dokumentacic prisiuinych
pomdbeak na zdklade reprozentativitych vzoriek

8Y

Kvalitctsledningssystem Bilaga [X Kapitel [ och IIT,
Inklusive en bedomning av den tekniska dokumentationen for bertrda produkter som grundar sig pa
representativa urval

TR

Kalite Yénetim Sistemi Ek X Bolum I ve ITI
Temsili rumuneler bazinda ilgili cihazlar igin teknik dokirmantasyonun degerlendivilmesi dahil
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EN_ | ETF Certificate No. Commuon Specifications (C5) Full Name

BG EC Cepradumat Ne Odua crevpducaing (0C) TTBITHG HEEMEHOBAHHC
C8 Cislo ceditikatu EU Spoleiing specifikace Celv nazev

DA EU-certifikatnurvmer Fzlles specifikationer fulde navn

DE | Nr, des BEU-Zerlifikats Gemeinsame Spezifikationen (GS) Vollstandiger Name
EL Ambd: meoromTcon EE Kowic mpodiaypepic (KIT) IMifprc ovopacic
ES Numero certificade UE Especificaciones comunes Nombre complelo
ET EL-i sertifikaadi nr Uhtsed kigeldused Taisnimi

R M7 gerificat UE Spécifications comsnimes Nom complet

HR EU potveda br. Zajednigke specifikacije (, ,C8™) Puni naziv

11U El-tanasitvany szama Egvséges eliirisok Teljes név

T W® del certificato UE Specifiche comuni (§C) Nome compieto

LV ES gertifikata Nr. Kopigas specifikicijas Pilns nosaukuins

LT ES sertifikatas Nr. Bendrosios specifikacijos Vardas ir pavarde
NO | EU-sertifikatnr. Felles spesifikasjoner Fulli navn

PL Nr Certyfikatu UE Wspélng specyfikacie linig § nazwisko

PT Certificado UL N° Lspecificacdes comuns Nome compleio

RO Nr. cerlificat UE: Specificatii comune (CS) Numele complet

SK | Certifikit 13U &, Spoleing ¥pecifikacie Cely nazov

SV Numiner pg El-intyg Gemensammg specifikationer Lulistandist namn
TR AB Sertifika Numarast (Genel Spesifikagyoniar (GS) Ad: Sovadi

EN Fuanetion Signed for, and on behaif of Date Issued

BG Jlrsscnoct Nommucans 3 W 0T HMETO Ha Haia vz uiagpare
CS Funkce Podepsano za a jménem Datum vydan{

DA Funklion Underskrevet for og pd vegne af Udstedelsesdato

BE Funltion Unterzeichnel firr und im Aufirag von Datum

EL Agonpyio YROYPROETOL Y1 KR SK UEPADC TOWTG Huspopmnvia Ekboomng
JEL Fungion Firmada por, ¥ en nombre de Fecha

ET Funktsioon Alla kirjotanud (kelle poolt ja nimel) Viljaandmise kuupiiev
IR Fonetion Signé par et au pom de Date d"établisscment
HR | Funkeija Potpisano za { u ime Datum izdavanja
HU | Beosziis Alairo a kavetkes§ képviseletében é&s nevében Kiadds datuma

IT lunzione Firmato a nome e per conto di Data di rilaseio

LV Amats Parakstils §adas personas varda TzdoSanas datums
LT Pareigos Subjekto, kurio vardu pasiraform, pavadinimas I§davimo data

NO ! Funksjon Signert for, og pd vegne ay hstedelsesdato

. Funkeia Podpisano w imieniy Data wydania

PT Fungéo Assinado ¢ em nome de Data de emissio

RO | Funciia Semnat pentru gi in numele Daty ehbergrii

SK Funkcia Podpisané za a v mene Détym vvdania

SV Funktion Undertecknat fr och pd uppdrag av Datuwn #ir utfirdande
TR Gireyt Namina ve temyilen imza Ditizenlenme Tarihi
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EN Supersedes Signatare Date of Approval
BG JumecTRa Honmmc Hara ua oodpenye
C8 Nahrazuje Podpis DBatium schvaleni

DA FErstatter Underskrill Godkendelsesdato
DE | Ersetzt Unterschrift Datum der Genghtnigung
EL Avrikobhoti Yroypupn Huepopnvia £yiprang
Jik] Sustituye Firma Fechz de aprobacion
Ll Asendab Allkiri Healkskiitmise krupdey
FR Annule et remplace Signawre Date de avtorigation
IR | Zamjenjuje Polpis Datum odobzenja

HU Hatdlvialanitia a ktévetkesd dokumentumot: Aldirig Jovihagyds datuma
T Sostituisce Flirma Duta di approvazione
LV | Aizstd) Paraksts Apsiiprind¥anas dutums
LT Pakeidia Paraas Patvirtinimo data

NOQ | Erstatter Signatur Godkjenningsdato

PL Zaslepuje Podpis Dats zatwierdzenia
Pr Substitui Assinatura Data de aprovagio
RO | Inlocuitor Sempiturd Daia aprobirii

SK Nahradza Podpis Détum schvilenia

8V Ersgiler Namnteckning Datum for godkénnande
TR | Yerini aldigt belge Imza Onay Tarihi

EN | Place Issued Effective (Daie or Lot Number)

BG | Macro Ha uanapane B oz 0738 {1aTa WM HOMED HA TApTHAR)

CS Misto vydéni Uinné od (datum nebo &islo Sarze)

DA Udstedelscssied Ikrafttraedelse (dato ellfer lotnummer)

DE - | Ort Galtig ab (Datum oder Chareenbezeichnung )

EL Tomoc éxdoony Ze1oyl amd (Hyspoumvie 1) ap. nepridi)

ES Expedida en Efectiva (fecha o niimero de lote)

ET Valiaandmise koht Jéustymmne (kuupacev vii partiinumber)

FR Lieu d’dtablissement Entrée en vigueur {date ou numeéro de lot)

HR | Mjesto izdavanja Stupa na snagu (datum ili broj serije)

HU | Kiadds helye 1latilybalépés {dannm vagy 1ételszam)

iT Luogo di nlascio Valido da {daia 0 numero di lotio)

LV Tzdodanas vieta Speki ng (datums vai partijas numurs)

LT Tdavimo vieta Isigalioja (dala arba partijos numeris)

NO LUitstedelsessted Gjelder fra (dato etler lotnummer)

PL Migjsce wirdania Obowigzuje od (data lub numer partii)

PT Local de emissio Efetividade (Data ou ndimero de lode)

RO | Locu! eliberarii Valahilitate (data sau numary Jotului}

5K Miesio vydania Usimmost od (détum alebo sk farie)

sV Plats for utfirdande Verkstilligt (datum eller lotnummer)

TR Dizenicndig Yer Yiirgrjik {Tarih veya Lot Numarast)
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EN

We, the nndersigned, hereby declare that the in vitro diagnostic medical deviee(s) deseribed above conform with the applicable provisions of the
Regulation (E1) 2017/746 of the Luropean Parliament and of the Council of 5 April 2017 on In Vitro Disgnostic Medical Devices. This declaration is
made in accordance with Annex IV of the 1¥D Regulation and is jssued under the sole responsibility of the manufacturer.

Bz

Hue, monyIoAMHCAIIHTS, C HACTONUIOTO ASKRAPHPAME, 1 TOPCOTHCAHOTO{M te) Meunupnncka{i ) ianenme(a) 30 AHRHTPO AMArBOCTHEA OTroBRapa(T) Ba
UpUIosEHMETE pasnopendy na Perramert (EC) 2017/746 va Haponeiickng napnamerrt i ita CuBera o1 5 aupun 2017 T 0THOCHO MOIHIEHCKATE HIACTHS 38
HIIBHTPO LHard0eThiy, Ta3u GeKnapalis ¢ UaNpasena B ¢hoTReTCTBHE C [Ipmmokene 1V ra Permamenta ta [VD U 3a HefiOTO H3TABAIE O1TOROPHOCT HAGH
&TMPCTREHC MDOMIBOJATENS .

C8

My, niZe podepsani, timto prohladujeme, e diagnosticky({-¢) zdravotnicky{-€) prostiedek {prostiedky) in vitro uvedeny{-€) vvie je (Jsou) ve shodé s plishuinymi
ustanavenimi nafizeni Bvropskeho parlameniu a Rady (FU) 2017/746 ze dnc 5. dubna 2017 o diagnostickych zdravotnickych prostfedeich in vitro, Toto
prohiafen je v souludu s Piilohou IV nafizeni IVD a je vyddno ng vyvhradni edpovédnost vyrobee.

DA

Vi, undertegnede, erklarer herved, al del in vitto-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er { overcnsstemmelsc med de galdende
bestemmelser | Furopa-Parlamentets og Rédels forordning (EU) 2017/746 2l 5. april 2017 om in vitro-disgnostisk medicinsk udstyr. Denne erklaring afpives i
uverensstemmelse med TVD-forordningens bilag IV op udsiedes under fabrikantens encansvar,

NE

Wir, die Unterzeichner, erkliren hiermit, dess das oben besciiebene In-viiro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostike die entsprechenden
Bestimmungen der Verordnung {EU) 2017/746 des Europiischen Parlaments und des Rates vom 5. April 2017 iiber In-vitro-Diagnostika erfiillen. Diese
Brklarung erfolgt gemdl Anhang 1V der TVID-Verordnung und wird unter atleiniger Verantwortung des [Jerstellers ausgestellt.

EL

Byeic, o1 vroyplpovres, SNAMIVODIE LE T0 THP6Y STL TR TPOGVAPEPEHCVE BLoyVEsTid ITPOTERVOROTIKG TPOIOVIN COPLOPEHIVOVIIL JE TIS 16 h0GE: Sluzlas
ot Kovoviouow (EE) 2017/746 rou Evponraixet Kewofoudion xa ton Tupfoviion mg 5% Anpihion 2017 oyenikd pe e in vitro Siryvootneg
wTpoeyvekoyd apoidvre. H 8hhacn mut yivetal coppwvi pe to Mapapmpa TV ton Kovoviopod 1V ke exdidetm pue aroshaistid so8ovn o
KETOGKENUGTH

ES

Nosotros, los abajo firmantes, por la presenle declaramos que el(los) productofs) sanitario(s) para diagnéstico in vitro desorito(s) amerionnente comple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Exuropeo v def Consejo de? 5 de abril de 2017 sobre produclos sanitarios para diagnostico
in viiro. Esta declaracion se reuliza en conformidad con el Anexo IV del Reglamento TVID v es emitida bajo la exclusiva responsabilidad del fabricante.

T

Meie, allakirjutanud, kinnitame, el eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Furoopa Parlamendi ja ndukogu 5. apnili 2017, agsta
madruse (EL) 2007/746 (jr wifro diagnostikamedilsiiniseadmete kohta) kohaldatavaiele sitetele. See deklaratsioon on koostatud vastavalt TV D mismse IV lisale
ning selle valjastamisc eest vastutab ginuit tootja.

FR

Nous soussigné(e)s, déclarons par la présenie que le(s) dispositifisy médical(zux) de diagnostic in vitre indiqué(s) ci-dessus esl/sont conforme(s} arx
dispositions applicables du Réglement (UE) 2017/746 du Parlement européen ct du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de disgnostic in
vitro. Cette déclaration est établic conlormément & " Annexe [V du Réglement DIV sous la seule responsabilité du fabricant.

Wi, niZe potpisani, ovim putem izjavljujemo da su gore navedeni i vitro dijagnostitki medicinski proizvodyi) sukladni primjenjivim odredbama Uredbe (E1N}
2017/746 Buropskog parlamenta i Vijeéa od 5. travnja 2017, o ir vitro dijagnostickim medicinskim proizvadima,
Ova je izjava saslavijena o skladu s Prilogom (V. Uredbe IVD i izdaje se pod iskljuSivom odgovemnoity proizvodada.

HU

Alulirottak ezennel kijelentjiik, hogy & feni lefrt in vitro orvostechnikai eszkoz(ok) megfelel(nek) az Furopai Parlament és a Tandcs in vilro diagnosztikai
arvostechnikai eszkozokrol 52646 (EU) 2017/746 (2017, aprilis 5.) rendelete (LVD rendelel) vonatkoz6 rendelkezéseinek. A jelen nyilatkozat megfelct az IVD
rendelet TV. mellékictében fglalt elbirasoknak, és a gyénd kizdrolagos felelssége alapjan kerilt kiadasra,

Noi, i sotfoseritti, con fa presente dichiatiamo che il(i) dispositivo(i) medico-diagnastico(l) i vitre sopra descritio(i) &(sonu) confonme(1) alle disposizioni
applicabili del regotumento (UE) 2017/746 del Parlamento europeo ¢ del Consiglio del 3 apnile 2017 reiativo ai dispositivi medico-diagnostici in vitro. Questa
dichiaraxione ¢ redatta in conlormitd afl'alisgato IV del regolamento [V ed & rilasciata sotto la respensabiliid esclusiva del fabbricante,

LY

Mes, apaksa parakstijusies, ar So pazigojam, ku leprieks apraksiia(-s) i vitro diagnostikas medicimiska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (FS) 2017/746 (2017. gada 3. aprilis) piemérojamajam prasibam par i vitro diagnostikas medicTniskam ierfeam, 87 deklardcija ir sagatavots saskand ar
1Y) regulas IV pielilumu un par izdodany atbild vienTgi ra¥otajs.

Mes, toliau pasiradiusieji (-iusiosios), parcifkiamme, kad anksSiau minéta {-os) in vitro diagnostikos medicinos priemoné {-¢s) atitinka 2017 m, balandZio 5 d,
LEuropos Parlamento ir Tarybos reglamento (E8) 201 7/746 dal in vitre diagnostikas medicinos priemoniy taikytinas nuostatas. 81 deklaracija yra parengta
vadovaujantis 'VD reglomento IV priedu ir yra Rduodamg tik gamintojo atsakomybe.

NO

Vi, undertegnede, erklerer herved at uislyret til i vitro-diagnostikk som er aniert ovenfur, er i samsvar med gjeldende bestemmelser 1 Curopaparlaments- og
rédsforordning (EU) 2007/746 av 5. april 2017 om medisinsk utstyr 1l in vitro-diagnostikk. Denne erklringen er utarbeidet | overensstemmelse med
vedlege IV t TVD-forordningen o er utstedt under produsentens encansvar.

PL

My, nizej podpisani, niiejszym oswiadczamy, ze wymieniony{-¢) powyzcj wyrdb(wyroby) medyczny(-¢) do diagnostyki in vitro spelnia(-ja) odpowiednie
wymagania Rozporzadzenia (UE} 2017/746 Parlamentu Furopejskiego i Rady z dnia 5 kwictnia 2017 r, w sprawie wyrobow medycznych do diagnostyki in
vitro. Niniefsza deklaracta zostata sporrgdzona zgodnie = Zalacanikiem IV Rorporzadzenia IVDR i wydana na wylsezng odpowiedzialnodé producenta.

Noy, abaixo assinados, declaramos que o5 disposiiivos médicos para diagnostico in vitro descritos acima cstio em conlformidade com as disposiches apliciveis
do Regulamento (UE) 2017/746 do Parlamento Euruper & do Conselho, de 5 de abril de 2017, relative aos dispositivos médicos para diagndstico in vitro, Esta
declurugo € feita em confonmidade com o anexo IV do Regulamento IVD e & emilida sob a exclusiva responsabilidade do fabricante,

Subsemnatit, declarim ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitre descrise mai sus sunt conforme eu dispoziliile aplicabile din
Regulamental (UUE) 2017/746 al Parlamentului Furopean 3 al Consiliului din 5 apritie 2017 privind Dispozitivele medicale pentm diagnosticul in vitro. Prozenta
declaralie este emisa in conlormitate cu anexa IV 1a Regulameninl IVD si este emisd sub responsabilitaten exclusivi a producfitorului.

My, dolupodpisani, tymio vyhlasnjems, % diagnostick&{-¢&) zdravomickal-e) pomécka(-y) uvedena(-¢) vyi¥ie je (s} v zhode s pristuinymi ustanoveniami
Nariadenia Europskeho parlamentu a Rady (EUT) 2017/746 2 5. aprila 2017 o diagnostickyeh zdravotmnickyeh poméekach in vitro, Toto vyhlasenie & vstlade
s Prilobou TV k Nariadeniu IVD a yydava sa na vyhradnd zodpovednost vyroben.

Vi, undertecknade, [rsikrar harmed att den eller de medicintekniska produlcter £ in vitro-diagnostik som beskrivs ovan 6verensstimmer med de tillampliga
bestammelserna 1 Huropaparlamentets och rédets firordning (1U) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik. Denna
firsiikran gors i enlighet med bilaga IV tll TV[D-forordningen och utfirdas nnder 1illverkarens enskilda ansvar,

Biz, asagida imzalan bulunan, yukenda belirtilen in vitro diagnostik Libbi cihazlanz, 2017/746 sayth Avrupa Parlamentosu (AB} Yinetmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnosiik Tibbi Cihazlar Konseyinin ilgili hukimnlerine uygan oigugunu beyan ederiz. Bu beyan TVD Yonetmeligi Bk 1V uyannca yapilmistir
ve drebicinin minhasir sorumlulugu altindadrr.

End of form
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| Abbott

0l

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

DOC-08P4220-SD DLK TPM
Abbott GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

Representative (name and address)

List Numbers and GMDN . - . ; .
Size Code of Devices | Code Names and Description of Devices Classification
08P4220 53006 Alinity ¢ Creatine Kinase Reagent Kit Self-declared
Authorized European N/A

Storage site of technical
documentation (name and address)

Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA.

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex I11 of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

o T y /"“
Signature: C. {z[&_() Signature: ( f[ (410 %2’@2{@2

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: &S— M 3‘2[} ;D 2 Z Date of Approval: ZQ‘ ﬁ’D?’ - 2022
Date Issued: 0..5— /{,Qj,« 2922
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 31-Dec-2016
Effective (Date or

i I == ,,,-“ - ) >
Lot Number): %) //f.-/l‘/ — 5’(4.-7




TECHNOPATH
CLINICAL DIAGNOSTICS

DECLARATION OF CONFORMITY

Product(s):

Product Name

Multichem S Plus
Multichem S Plus
Multichem S Plus

&

Manufacturer
Techno-path Manufacturing Ltd.
Fort Henry Business Park,
Ballina,

Co. Tipperary,
Ireland

Category Catalogue Number
Unassayed/single level 08P87-10
Unassayed/single level  08P87-11
Unassayed/single level 08P87-12

Multichem S Plus Assayed/single level 08P88-10
Multichem S Plus Assayed/single level 08pP88-11
Multichem S Plus Assayed/single level 08P88-12
GMDN: 47869
Conformity Route: Annex Ill Self-Declared
Quality Management System: EN ISO 13485:2016
QM S Certification No.: Q51038520004 Rev 01
Issued By: TUV SUD, RidlerstraRe 65, 80339 Munich,
Germany
Expiry Date: 12 February 2025

Standards Applied: See attached list of standards for which documented evidence of

compliance can be provided.

Techno-path Manufacturing Ltd. hercby declares that the product(s) specified
above comply with the requirements listed in European Union In-vitro Diagnostic

Medical Device Directive 98/79/EC.

| am fully responsible for all the information provided in this declaration. This
declaration of conformity is valid from 45~ (Day)__ 02 (Month) Zo22 (Year)

DCO26

Rev 06

DC-EU



TECHNOPATH
CLINICAL DIAGNOSTICS

Signed for and on behalf of Techno-path Manufacturing Ltd.,

AR | T T Ballina, Co.Tipperary A5 -0>—2622.
Bernd’(jtass, Place and Date of Issue
SVP of Quality and Regulatory Affairs

Techno-path Manufacturing Ltd.

STANDARDS USED IN FULL OR PART FOR CE MARKING AS PER IVDD 98/79/EC

Standard Title
EN 1SO15223-1:2016 Symbols to be used with medical device labels, labelling
and information to be supplied.
EN 1SO13485:2016 Medical devices — Quality management systems —

Requirements for regulatory purposes

EN 13612:2002 + AC:2002 | Performance evaluation of in vitro diagnostic medical

devices

EN 13641:2002 Elimination or reduction of risk of infection related to in
vitro diagnostic reagents

EN 13975:2003 Sampling procedures used for acceptance testing of in
vitro diagnostic medical devices — statistical aspects

ISO 14971:2019 Medical devices — Application of risk management to
medical devices

EN I1SO 18113-1:2011 In vitro diagnostic medical devices — Information

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

EN ISO 18113-2:2011 In vitro diagnostic medical devices — Information
supplied by the manufacturer (labelling) — Part 2: In
vitro diagnostic reagents for professional use

EN 23640:2015 In vitro diagnostic medical devices - Evaluation of
stability of in vitro diagnostic reagents

DCO26 Rev 06 DC-EU



a ABBOTT

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

04V62
Abbott Ireland Diagnostics Division
Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers GMDN Code

Names and Description of Devices Classification
and Size Code
of Devices
04V6201 47868 Consolidated Chemistry Calibrator Self-declared
Authorized European NA - - ]
Representative (name and address)
Storage of technical documentation | Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.
(name and address) Longford, Ireland
and

Randox Laboratories Ltd, 30 Randalstown Road, Antrim, Co. Antrim,
BT41 4FL, UK

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

=

Signature:

Signature: /ﬂ% %\g W

Full Name . . Full Name ;

(printed): Siobhan Wright (printed): Thomas Breslin

Position: Director Quality Assurance/  Position: Manager Regulatory Affairs
Site Quality Head

Date of 14 ;DEC -y Date of ,A'S—_—fD; 5_61-; _2 0,2 /

Approval:

Approval:

Date Issued: / S ‘ﬂ Q i 20 2/ Place Issued: Abbott Ireland Diagnostics Division,

Supersedes: 21 October 2021

Lisnamuck, Longford, Co. Longford, Ireland.

Effective (Date 15 - DEC - 202 /
or Lot e e e &
Number):



cJ

Abbolt

EU Declaration of Conformity

Basic UDI-DI: 038074ACTD491K4
Basic UD1-DI Name: Crealinine2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
04To12( Creatinine?2 53251 WOL010207
Manufacturer | Abbott [reland Diagnostics Division Lisnamuck, 1.ongford Co. Longford Ireland
{Name and Address)
Manufacterer SRN | ITE-MF-000010070
Authorized Representative | N/A
(Name and Address)
Anuthorized Representative SRN | N/A

Produced by (Site of Manufacture)
{Name and Address)

Abbott Ireland MNiagnostics Division Lisnamuck, Longford Co. Longford {reland

Notified Body
(Name and [dentification Number)

TUV SUD Product Service Gmbll,
Ridlerstralie 65, 80339 Munich, Germany
Notified Body Number 0123

Conformity Assessment Procedure

EU Certificate No.
No. V12054869 0013

Quality Management System

Amnex IX Chapters 1 and 111,

Including an assessment of the technical
documentation for devices concerned on the basis off
rcpresentative samples

Commen Specifications (CS)

NIA

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) deseribed above conform with the applicabie
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices. This declaration is made in accordance with Annex IV of the TVD Regulation and is issued under the sole responsibility

af the manufactorer,

Full Name: _David Spellman Full Name: _Sandra Gallagher
Director Quality Assurance/ Site Quality
Function: Head function:  Manager Regulatory Affairs
Signature: }ﬁ%’d&/‘ Signamre: ‘S(}ﬁ‘é‘ﬁ{g/
G [

Date of Approval:

[0 SEF 2ot §

Date of Approval: 0~ SEF- Zpdiv
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(&
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Place lssued:  Lisnamuck. Longford Co. Longford Iretand

Supersedes:  13-Mur-2023

I:ilective (Date
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EN EU Declaraiion of Conformity Basic UDI-DI Basic LDI-DI Name
[EL8] EC MRIAPATIMA 3A CHOTBETCTEHE Lasos UTH-DI Harvenosaine pa dason U1H-DF
5 EU PROHLASENI © 8TIODE Zaklagni UDI-DU Nazev zikladniho UDI-D!
DA FL-OVERENSSTEMMELSESERKLAERING GrundleEgmende TTH-DY Grundleggende UDI-D3-nava
DE EU-KONFORMITATSERKLARUNG Rasis-UDL-DI Basis-UDI-DI Nameg
EL AHAOZH 2Y¥ MMOPGOEHE LE Bigud UDI-TT Chropasio foowon LOL-DT
ES DECLARACION UE DE CONFORMIDAID UDI-DI Basico Nombre UDE-DT Basico
I ELi vastavusdeklaratsioon P'ghi-LI-DL T:3hi-UD1-DI pimi ]
FR Déclaralion de conformité UE IUD-ID de basc Nom [UD-TR de basc
HR FUIZIAVA O SUKLADNCSTI Osnovm UDI-DI Naxiv ospovnog UDN-T1
HU | RU-MEGFEILELOSEGT NYTLATKOZAT Alapyets UDL-DI Alapyetd UDI-DI neve
IT Dichiarazione i conformitd UE 1IDI-DI di base Nome UDL-DI di base
[ ES atbilstibas deklaricija Pamala UTN-DI Pamata LDI-DI nosaukums
LT ES ATITIETIES DEKLARACIIA Barinis VDI-DI Bazinio UDI-DT pavadinimas
NO Tl )-samsvarserkixering Grupmlepeende UD1-DI Grunnleggende UDT-D1-navn
e DEKLARACIA ZGODNOSCILIE Kod Basic UDL-TH Nazwa kodu Basic UD-01
PT DECEARACAD UL DE CONFORMIDADE UDI-DI bisico Nome UNH-DL Basico
RO} Dicclaratia de Conformitate UE 17DI-D] de bawd Nume UDI-DI de bued
S EU VYHLASENIE O ZHODE Zakladny UDLEDI Nizov zikladného UDI-DY
L85V FU-TORSAKRAN OM OVERENSSTAMMELSE | Grundldggands UDI-T) MNamn pé grundliggande UDL-DE
TR AB Lyeunluk Bevane Temel LIDI-DL Temel UDI-DI fsmi
EX Risk Class List Number and Size Code Product and Trade Name
BG | Kioac cRope pHeKd KAlAA0%EN HOMED ¥ KON, HY PaiMepd e ua upoTyETa 1 ILPIOBCKD
LEGHMCHDEAHHE
o5 Rizikavi tida Katalogovs &islo a koncove dvoilisli Nazev produkiu a abehodni ndzey
uréujici velikost soupravy
14 | Risikoklasse _Besullingsnuuner og sterrelseskode Produkl- op varemarkenavn
DE | Risikoklasse Bestellnummer und GrdBencode Produki- und Handelsname
EL Koannyopia kiviivon Koo Mpaidvog ko Kadmdg Llpotdy won Epmopiky (hvouedic
Toekeueiceg
ES Ctlase de riesgo Niumero de referencia y cadigo de Troducte y marca comercial
tamano
ET Riskikluss Katalooginumber ja suurusekood Toote nimetus ja kaubanini
FR Classe de tisque Rélércnee Nom de produit et de marque
HR | Klusarizika Katalodki brof [ oznaka pakirania Naziv proizvoda i zaticeni naziv
11U Koockizau oszraly Listaszam &s készleikiszerelés-kid Termak- &y kereskedalm név
[T Classe di rischio Numaro di listing e codice formato Bradotto € nome commerciale
LY Riska ldase Kataioga numers un izmera kods Produlkta nosaukums un tirdzmecThas
nosaukums
i.T Rizikos klase Katalogo aumeris ir dvilfio kodas Gaminia i prekvbinis pavadinimai
~N{) | Risikoklasse RBeslillingsnwmmer og stemelseskode Produkt- op handelsnavn
PL Klasa ryzyka Numer katalogowy Nazwi produktu i nazwa handlowa
T Classe dg risco Nimero de lista ¢ cadigo de Produto ¢ nome comiercial
apresentagio
R(} | Clas# de nise Numir de Hstd si cod dimensiune Denumires produsulid ¢ denummirea
comereiald
SK Rizikova tneda Kalalépove islo Nazov produkiy a obehodny ndzoy
5V Riskklass Listnummer och stortekskod Produld och firmanatn
TR | Lisk Swufi 1.iste Numarast ve Bovut Kodu Uriln ve Ticari [smi
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EN | GMDN Code EMDN Code Manulactarer (Nume and Address) Manufactnrer SRN
3G} Kop GMDN Kog EMIDN [Tpousponnre:d {ume 1 anpec) LPI 7g MpoM3RoINTEA
0S| Kod GMDN Kad EMDN Vyrobce (nizev a adresa) Jediné reaistraéni fislo vitobes
DA | OMBN-kode EMDN-kode Fabrikant (navn og adrcssc) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Mame und Adresse) Hersleller-SRN
EL | Kwducds GMIIN Kndikds EMDN Korarkevaanis (Ovepa kot AtedBuvan) SRN (Movadikds Apihds Myzpdon)
{Ovoueetokayio (DvopaToiayin Kataskevoot
L TP TEY VO O LTPOTE DALY IRGY
mpoiovTE} ApeiovTinv}
EY Codigo CMION Cirdigo EMDN Fabricants (nombre v direccidn) SEN {nimmero de registio (nico} del
fahricante
ET 1 GMIAN-kood EMDN-kood Tootja (niml ja aadrass) Tootja unikpalne registreenmisaumber
FR | Code GMDIN Code EMDIN ‘abricant (nom et adresse) Numéro d'enregistrement unigue du Tbricant
HR | GMDN kod EMDN kod Praizvadad (naziv i adicsa) SRN jedinstveni registracijski broj)
proizvodady
HL! | GMDGN-kad EMDN-kad Cvaro (ndv &5 cim) Gydrtd egvedi regismiracios scama (SRN3
IT Codice GMDN Codice EMDN Fabbricante (nome ¢ inditizeo) SEN (numerto di registrazions unico) del
fabhrcante
LY | GMDN knds EMDN kods Razotdjs (nosaukums ur adrese) Razolija vienotals registricijas numurs
{VRNY
LT Visuatines medicinos Europos medicinoes Chamintojas (pavadinimas ir adresas) Gamintejo unikalusis registracijos numetis
priemoniiy nomenklatlres prictnoniy nomerklal firos
koday kodas
N | GMDN-kode FMON-kade Produsent (nawvn og adresse) Produseniens SR
PL. | Kod GMDN Keod Furopejskic) Producent {nazwa 1 adres) Nigpovtarzalny numcr refestracyjny
Momenklatury Wyrohow praducenta '
Medyvezmch
PT | Codigo GMDY Cédigo EMDN Fabricante (Nome e Morada) Nomere nice de regisio do fabricante
R} | Cod GMDIN Cod TMDN Producilor (nunte 51 adresdy SEN producitor
5K Kad GMDN Kad CMDN YVyroboa (NAzov o adresa)l Jedingd regisiradng disio (SN} wyrobcu
5V | GMDN-kod EMDN-kod Tillverkare (namm och adressy Tillverkarens SEN
TR | GMDN Eodu EMDN Kodu Uretici {Tsim ve Adres) Uretici SRN’si
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EN | Authorized Representative (Name and Authorized Representacive SRN Produced by (Site of Manufacéure)
Address) (Mame and Address)
BG | VOEAROMOIIEH NpeACTARHTEN (HWE H EPH Ha ¥ITHTHOMOIWEHRA PG FaBRHTET [Iponsseeo oT (MACTO HA
aapac) UPSUIEOACTRO) (HME H agpec)
C8 | Zplnomocnény zdstupce {nazev a adresa) Jeding registraéni €islo zplnomocnéného Vyrobeno {misto vytoby)
zastupce {ndzcv a adresa)
DA | Auteriseret representatl {navn op adresse) | Autoriserel reprazscntants SRN Produceret af { remstillingssted)
(navn og adresse)
DE | Bevollmachtigrer (Name und Adresse} SRN des Bevollmachtigten 1Tergestellt von (Herstellungsstandor!)
i Mumre und Adresse)
1 EL Eéounmodotnuévosg Aviutpoowros (Ovola | SRN Efoumodompévon AvTmposhroy Koroakentiete wmt (Epyostaao
KL AEnduvan REPEETS)
{Ovopegic kol At duvorh
S Representantc autorizado (nombre ¥ SRN (namero de registre tnico) del Producido por (Lugar de fabricacion)
direcciond ruptescatante autorizado [Morhre v dircecidn)
ET Volitatud estnduja {aimi ja aadress} Yolitatud esindaja unikaatne Tootnud (tootmiskoht) (nimi ja aadress)
registreerimisnumber
FR | Mandataire (nom ot adresse) Numeéro d'enregislremant unigue du Produit par (site de fabrication)
mandataire [nom ¢t adresse)
1| Owladieni zastupnik (naziy i adresa) SRN (jedinstveni registracijski broj) Protzvodi (Miesto proizvodnje)
ovlaflenog 7astupnika {Maziv i adresa)
HU | Mcghatalmazott kepviscld {ncv és cim) Mechatalmazott képvizseld epvedi Gyanto (gyactds helye)
regiszirdcios szama {SRN) {név &s cim)
IT Mandalario (nome & indinizzo) SR (numero di registrazions unico) del Prodoto da (sito di fabbricazione}
mandatario {nome ¢ indirizzo}
LV | Pilovarotais parstavis (nosaukums un Pilnvarold parsidvia vienotals registiracijas | Rafots {razosanas vicla)
adresel nuwiurs { VEMNY {nosaukums un adrese)
LT | Izaliotasis atstovas {pavadinimas it Lzaliotojo atstovo unikalusis registracijos Pagarninta (zamybos vieta) (pavadinimas
adresas) HuUmeris ir adrasas)
NO | Autorisert representant {navn o sdresse) Den autoriserte represenrantens SEN Produsett av (produksjonssied)
{navn og adresse)
FL Upawazriony proedstawicicl (niaewa i Niepowtarzalny numer rejestracyiny Wyprodukowino prees {migjsce
adecs) upowaznionego przedstawicicla produke)y
inmewa i adres?
T Mandatario (Nome ¢ Morada) Namera Unico de registo do mandardrio Produzido por (J.ocal de fabaco)
i>ome ¢ Morada) )
RO | Reprezentant auterizat (nume §i adresd} SRN reprozentant autorizat Produs de cdfre (locatie productie) (mums
51 adresd)
SK | Autorizovamy zaslupca inazov z adresa) Jeding registraéne &isko (SRN) Virobend {migsto vyraby)
autorizevangho zislupcu (ndwov a adresa)
SV | Auktoriserd representant (namm och Auktonserad represcntants SRM Tillyerkas av (tillverkningsort) (namn och
adress) adress)
TR | Yetkili Temsilal {Isim v Adres) Yathill Temsitcl SRN's1 Dretici (Uretim Tesisiy

{isim ve Adres)
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EM Notified Body (Name and Identification Conformity Assessment Procedure
Nurniber)

BG | HoTufuuepat oprai {Mme 1 HIeHTHOHKALHOHCH Tpoueaypa 22 OUSHED HA CROILCICTBHTO
HoMep

Cs Ommidmeny subjokt {hdzev a idennfikaéni &islg) Postup posurovam shody

DA | Bemyndiget organ (navn op Overensstormel sesvurderingsprocedurs
ident fikationsnummer)

DE Benannte Steile (Name und Identifikationsmummery | Konformitdisbewerlungsverfahren

LL Kowonomuévos Qpyovispos (Ovou ke ApEpac MudIaoit, S10A0VITTS CUPLOPEWETS
THUTanenong)

ES Crganisma Notilicado (nombre ¥ nimere de Procedimiento de evaluacion de la conformidad
identificacion

ET Teavitatud asutus (nimi ja identifilseenimisnumber) | Vastavushindamismenst! s

FR Organisme notific (nom &1 humére d'identification} | Procédure d"évaluation de 1a conformité

ITR. | Prjavljeno tijelo (naziv i idend Gkacijske broj) Postupak ocjenjivania sulkladnosd

HU | Bejslentett szervixet (néy <5 azonosito szam) Meglalel8séuértékelési cljards

IT Orgamisma notificato (nome & aurnero di Procedurs di valutazione defla conformiva
identificazions)

LY | Pilnvarotd iestade (nosatkums un identifikacijas Atbilstibas noveriesunas procediira
THUTIENS )

LT Nolifikuotoji fstaiga {pavadinimas ir identifikacinis | Atitiktics verlinime procedara
numeris}

N | Melde organ (navn og identitikasjonsnwmmer) Framaangsméte [or samsvarsvurdering

BL Jednostka noty [kowuna (nazwa | numer Procedura nceny zgodnosed
identy fikacyviny)

Br Organismo Notificado { Nome & Namero de Procadimento de avaliagdo da conformidade
Identificagdod

RO 1 Qraanism notilical {(nume si numdr de identificars) Procedurd de cvaluare a conformitii

S Motifikovany onzin {Nazov a identifikadnd dslo) Postup posudzovania zhady

S Anmilt organ (namn vch identifikatonsnumimet) Firfurands fir beddmnine av overensstammelse

TR Onaylanms Kurulus sim ve Tanum Namarust) Lygunhuk Degerlendirme Prosediri
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EN

Quality Munagement System Annex 1X Chapeets [and IT1.
Including an assessment of the technical documentation for devices concerned on the hasis of
represenialive samples

BG

(HETeMd 33 YITPARILGHAE Ha KauectpaTo | TpriomcHie TX, rasy Tall,
BENIOYHIEIHO QIe1IKA HE TSXHHYSCRATA JIOEYMEH ALY HA CROTESTHHTE Higemel Re3 OCHOBA 18
NpeNE TARUTEIRH UPODH

Sy stém fizeni kvality Piiloha IX Kapitoly La JIT,
vEetnd posouzeni technické dokymentace dotéenyeh prostfedikd na zaklade reprezentativiich veork(

Kvaltetsstyringssystem Bilag 1X kapitel T og 1T,
Terunder en vurdering af den teknislc dokumeniation tor refevant udstvy pd baggrund af reprcsentative prover

Quatitatsianagementsyatem Anbang X Kapitel [ und T,
cinsehlicflich einer Bewertung der Technischen Dokumentation far betrollene Produlkte auf der CGrundlage
reprisentativer Stichproben

L

oo Swggipeng [loworag Uepdprnue [X Kepdiute T re TIL
SOLTEPTLEPivETY wELOAOVIET] TOU TEXVINOT PRKEROD 11g KPOIOVTR 70D ELETALOVIRL UG Blon evVTITPOSTHIEVTIRG,
Heiy oo

Sistema de Gestion de Calidad Anexa IX, capitulos Ty [1,
se incluye unz evaluacion de la documentucién tenica para log productos ulectados sobre fa base de muesteas
repesentativas

Kvaliteedijulitimissisteem [X lisa Lja LI peatiikk
Scafhufgas asjaomaste seadmete ehnilise dokumentalsiooni hindamis| esindavats valimite pdhjal

FR

Systeme de pestion de la qualtité Annexe TX Chapitres T et TH,
Inclut une $valuation de la decumentation technique pour les dispositils concemés, sur 1a base d’échantillons
représentatifs

IR

Sustav upraviianja kvalitelom Pritog [X., Poglavtja 1. 1 [I1.
ukljugujuéi ogenjivanje lehnitkes dokumentacije za predmeine proizvode na semelju reprezentativiih uzoraka

THL

Mingségiranyilasi rendszer [X melléklel, L és 111, fejezes, ideértve az erinlett cszkozok milszaki
dokumentécijanak reprezentativ nuimadk alapjan vald érékeléset

Sistema di gestione della gualitd Allegato 1X Capitoli & ([,
compresa una valutazione defls documentazione tecnica per i dispositivi interessati sulla buse di campion
rapprasantativi

Kvalitates vadibas sistéona [X piclikuma 1 un 1T nodala.
tostarp atliecloo jeriéu tehniskEs dokumentacijas noverigjums, pamatoiolics Ur represcnrafivient paraugicm

LT

Kokybes valdymo sistema 1X priedo Lir T skynal,
iskaitant atitinkamu pricmoniy technines dakumentacijos vertinimg remiantis tipmiais pavyzd#ais

NO

Kvalitetsstyringssystem Vedlege IX kapittel L og I,
inkludert en vurdering av den tekniske dokumentasjonen [of aktuelt uistyr pd grunnlag av representulive prayer

PL

Systern Zarzgdzanta Jakoseia Zatqoanik [X, Rozdeialy [ oraz 111,
w tym ocena dokumsniacii technicznej danveh wyrobéw na podslawic reprezentaly wiych probek

PT

Sistema de eestio da qualidade Anexe 1X Capitulos T e 1L
lnecluindo uma avaliacio da docutantagio téenica para os disposilivos em questio com base e amostis
epresentativas

RO

Sistemul de management al calitatii Anexa IX, Capitotele T i U inclusiv o cvaluare 4 documeantatiel whniee
pentru dispoitivele in cauzd pe baza unor probe reprezentative.

sSK

Svstém riadenia kvality Peiloha 1X Kapitoly 1a 1L yritane postdenia technicke] dokumenticie prisludngeh
pomdcok na zikladg representativaych veorick

3V

Kvalitotsledningssystem Bilaga TX Kapitel [ och [T,
Inklusive en bedamning av den tekniska dokumentationen £ berbrda produkter som arundar sig pd
representaliva uryal

TR

Kalite Yonetim Sistemi Tk [X Boliim 1 ve 11l
Temsili nwmuneler baznmda ilgili cihazlar igin teknik dokimantagyonun deperlendinlmesi dabil
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EXN EL Certificate No. [ Spectications (CS) Full Name

BG EC Ceprudimar Ne OB coemmhrranwn (OC) TTooue nauMenossime

Ccs Cislo certifikaty BUJ Spolegne specifikace Cely néeev

DA EU-certifikatnumimer Faolles speailikationer Fuide navn

NE MNr. des EU-Fertifikats Gemeinzame Spealikationen {G8) Vollstandiger Name

FL Apude mowrownivod EL Kotvés rpoduypapeg (K1) TTinprs ovopasia

ES Niunero eerlificade UE Especilicaciones comunes Nombre completa

LT EL-i sertilikaadi nr Uhtscd kirjeldused Taisnimi

FR N* cetificat UE Specifications communcs Nom complet

HR EU potvrda br, Zajedmike specitikacije (5 Puni nasty

HE ElU-tanusitvany szama Epvséoes cidirisok Teljes név

IT N7 del certificarn LT, Specifiche comuni (SC) Nome complelo

TV ES sertifikata Nr, Kopigas specifikacijas Pilns nosaukums

I.T ES serlifikatas Nr. Bendiosios speeilikacijos Vardas it pavarde

NO Elr-sertefikainr, Felles spesilikasjoner Fullt navn

FL. Nr Centy [ikatu UE Wspdlne specylikace fmie [ nazwisko

PT Cerlilieado UF N" Especificugdes comuns Mome completo

RO Nr. certificat UE: Speciffcaii comune (TS5} Numele complet

Sk Certifikat EIJ & Spoloéné Spacifikiecie Cel¥ nizov

5V Numumer pd EL)-intyg Gemensaimna speciiikalioner Collstind gt namn

TR AB Sertifika Numaras Genel Spesilikasyonlar (G8) Adi Sovad

EN Fuaction Sizned for, and on behalf of Date Tssued

[EL8 Jarsiocs TTONRHCAHD 38 B 00 HMELO LA MaTa Ha metasane

] Funkec Podepséne za a jméncm Duatum wvdani
Funktion Underskrevat for op pd vepns al Udstedelsesdato
l'unktion Linterzeichnzt for und im Aufirag ven Dalum
Asitoupyic Y MOYDGOLTEL VI KET 2K MEPOBE TOW/THE Huepopmwin éxfoons
Funcién Finnada por, ¥ o nombre de Fecha
Funktsioon Alla kirjutanud (kelle poolt ja nimel) Vitliaandmise kuupdey
Faonclion Signe par ot au nom de Date d'établigsemant

HR | Funkeija Potpisano za [ wime Butum izduvanja

BILS Brosads Alaird a kbvelliced keépviselelében és nevében Kiadas datema

[l [unziopng I'{rmiata a nome e per conto di Data di rifaseio

Ly Amats Paraksfits 35das personas varda TzdoSanas dalums

LT Pareigns Subiekeo, kuno vardu pasiradoma, pavadinimas T§davimo darg

NG| Tunksjon Signart for, og pd vegne av ] Ustedelsesdarn

[l Funkcia Podpisanc w imicniy Dty wydunia

T Fungin Awvinado e em noma de Blata de emissdo

RO Functiz Semnal penlru 1 in numnele Diata <liberarii

SE Funkeia Podpizand »a g v mens Datum vydaniz

SV Funktion Undettecknat [ir uch pd uppdrag av Datum f6r uifirdands

TR Girewvi Waming ve temtsilen imwa Diizenizmme Tanhi
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EN | Superserles Signaturc Date of Approval
BG JaMecTBi 1 laaiue Jlata na oaobpeHRe
Ccs Nahrazuje I'odpis Dratum schvaleny
DA | Erslalter Underskrift Crodkendclsesdate
Dr Erselst Unterschafl Cratum der Genehmigung
L Avtixohori Yroypoupr Hylgpopmvio Eykpiang
L5 Sustituve [T Focha de aprobacion
El Asendab Allkin Heakskiilmise kuupiey
IR Annule ot remplace Signature Date de |’ autonisation
HR | Zamjenjujc Potpis Datum adobrenia

| HU | IMasalylalanitja a kovelkezd dokumentuinot; Aldiras Jovihagyas datum
[r Sostituisee i Fima Daia di approvuzione
LV | Alzsti] Paraksts Apstiprindianas datums
LT Pakeidia Paradas Patvirnimo data
NO | Frstatler Signatur Gadkjgnningsdata
PL. Zaslepuje Padpis Data zatwicrdzenis
P Substituwi Assimilurg Data de aprovagfio
RO | Inlocuitor Semudturd Data aprobirii
5K Nahradza Iodpis Dégum schyvidlenia
SV Ersdller Namntackning Diatum {or godkinnands
TR | Yerni aldig belge | Imza Onay Tarihi
EN Tlace [ssued E(fective {Date or Lot Number)
Rt Macro Ha H3TaBRig B cuaa oriea (AT WITH LoMep Ha TapThaa)
5 Misto vyddni 1inné od {dajum neho &isto ar¥e)
DA | Udstedelsessied [kraltradelse (dale gller otnumnner)
DE | Or Glltig ah (Datum oder Chargenbezeichnung)
EL Tomoc Lrdootg Tt 10yd and {Hpepopnvie 1 op. muptitac)
ES txpedida en Efectiva {fecha o nimero de [ote)
T Viliaandmise kolit Foustumine (kuupéey v partiinuember)
"I Licy d"établissament Jintrée en vizueur {date ou pumero de Toth
11 Mjesto izdavanja Stupy na snagy { datum ili broj serje)
HU [Ciadas helve Hatalyhalépés {datum vagy 1ételszam)
IT Luoga di rilascio Valido da {data o numero di lotta)
LW ledofangs vieta SpeEkA no (datums val parlijas nymurs)
B Tdavimo viela Isizalioia {data arbu partijos muneris)
NO | Vsstedelsessted Crjelder fra {datoe eller lothammer)
L Migjsce wydania Chowiazuje od (dara lub numer pattii)
PT Local de emissiic Ffetividade (Data ou nlunere de lotz)
RO Locul eliberdiri Valabilitate (data sau numarny lotulu)
5K Mliesto vyduma Uginnost’ od {datum alebo &islo Barie)
5V Flars [or utfirdande Verkstallizt {datum ¢ller lolnumimer)
TR Dizenlendidi Yer Yiourlitk (Tadh veya Lot Numatast)
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EN

We, the undersigned, hereby dectare that the in vitro diagnostic medieal device(s) deseribed above conlerm with the applicable provisions of the
Repulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 ¢n [n Vitra Diagnostic Medicat Devices. This declaration is
made in accordance with Annex T¥ of the IVD Regulation and is issued under che sole responsibility of the manufacturer,

BG

Hiic, 30y MOAIHCAHNTE, € HACTOALIOTO ASKIEPHPAMT, e TOPEOUBCAROTO{HTE ) MSUHITMHCKO{ 1) H3ACTHE(A) 34 MUBKTPO THACHOCTHKS OTTOBIPA(T) 118
npenosEmMETe pastopendn ua Perravent (EC)2017/746 1 EnponeHcKu napIadenT 1 i C'LpeTa or 3 auput 2017 I OTNOCHO METHIHICKHTE W3 I2TH 3
WHBHTPO SUAULOCTHEA. LusH ICKIAPALAG € HA[TPABEHA B CLOLBCTCTEHS © [Ipaaosenne [V i Peraasenta sa [VT) # 32 Helinoro 73,138a0e 0100B0PHOCT HOCH
CTHHCTBEHY NPOHTROTIUTEILAY.

Ccs

My, niZe podepsani, timlo prohladujeme, Ze diagnosticky{-&) zdravotnicky{-&} prostésdek (prostiedky) i vitra uvedend(-€) v¥ e je (jsou) vo shodd s pifisludny i
ustanovenimi nafizeni Evropskeho parlamentu a Rady (EU) 2017746 ze dne 3. dubna 2017 o diagnostickych zdravomnickych prostfedeich in vilro, Tota
prohiadeni jc v sonladu s Plilohou IV nafizeni TVD a je vvddno na vvhradni odpovédnost v robce.

DA

V1 undericanede, erklaier herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, ert overenssismmelse med de geeldande
hestemmelser i Europa-Parlamentcts og Radets forordning {EU) 2017746 af 5. apeil 2017 om in vitro-disgnostisk medicinsk udsyyr. Denne erklering afgives §
overensstermimeise med Ly D-Forordningens bilag TV og udstedes under fabrikantens eneansvar.

DE

Wir. die Unterecichner, erhifren hienmil, dass das oben beschrichene In-vilro-Diagnostikumn‘dic olen beschrichenen In-vilro-Diagnostika die entsprechenden
Bestimmungen der Verordaung {CL} 2017746 des Europaischen Parluments und des Rates vom 5. Apri} 2017 Uber In-vitro-Diagnostika erfillen. Diese
lirklarung criolgt gemah Ashang 1Y der IVD-Verordnung und wird unter aliciniger Veraniwortung des Herstellers ausgestellt,

(BN

Epgic, ot boypepoviee. SNAOHVOULE HE TO Aipdy 6Tt 16 TPOIVUQEPGLEVE SUTYVOSTIKG WTPOTELVOROYIKG FpOiovTU cpIoppvovVTL pe TS 1S Baneeg Slutdtel;
o Kevoviopoen (BE) 20177746 1ov Evpuraticon KowoBoukiov km ton Topfovkion ms 5 Arpriiow 2017 oyatuch (e To in vitra S VOSTIKG,

laTpoTERYOR oIk mpotdvTe. 11 SHhwen o yivere cduoavn ue w Hipdpmpo 1¥ 1ov Kgvovicuot TV ke sxcdiderun Le grokrestixd] sudivy o
KOTILTKEOEGTT

ES

Nusolzos, [os abajo frmanres. por fa presente declaramos que el(los) produciols) sanitunel(s) para dingnostice i vitro descritols) anteriormente cumpledn) las
disposiciones aplicables del reglamento {UE} 2017:746 de] Parlumento Eurapeo y del Consejo det 5 de abril de 2017 sobre producios sanitarios para diagnéstica
in vitro. Esta declaracion se realiza an conformidad con ¢l Ansxo 1Y del Reglamenlo LV ¥ ¢s emitida bajo 12 exclusiva responsabilidad del fabricante.

[

Meie, allakinutanud, kinnitame, 1 ccspool kigeldatud in vitre diagnostikamedilsiiniscadmed vastavad Turoopa Parlasnendi ja néukogu 5. aprilli 2017, aasta
midruse (T1LY 20177746 (i vitre diagnostikameditsiiniscadmete kohta) kohaldatavatcie sitetele. Sec deklaratsioonn on koostatud vastavalt [VD masruse TV lisale
ning selle vidjasiamise eest vastutab ainult ogja.

FR

Nous soussigné(els, déclarons par la présente que le(s) dispositif(s) médicaliaux) de diagnostic in virro indiqué(s} ci-dessus estsont conlorme(s) aux
dispositions applicables du Réglement {UE) 2017:746 du Parlement curepécn ot du Conseil du 5 avril 2017 relatif aux dispositits médicaux de diagnostic i
vitro, Cele déclaration est “ablic conformément & 1" Annexe IV du Réglement DIV sous la seule responsabilité du fabricunl.

HR

Mi, mi7e potpisani, ovim putem izjavljujemo da su gore navadeni i vitro dijagnosticki medicinski protzved(i) sukladni primjenjivim odredbama Uredbe {EIN
2A1E7:746 Europskog parlamenta | Viieéa od 5. travnja 2017, 0 in vitro dijagnostiCikim medicinskim proizvodima,
fha je izjava sasravljena u skladu s Pologom [V, Uredbe IVD | i7daje se pod iskljuéivom odgovomedéu proizvodada,

HU

Alulirattak ezennel kijelenyjiik, hogy a fent leirt in ¥itra orvestochnikai eszkéz(8k) msgfzlel(nek) az [urdpai Parlament és a Tandes in vimo diagnesztikai
arvestechnikal cerkazokedl s2616 (1)) 2017746 (2017 aprilis 5.) rendelete (IVD rendelet) vonatkozd rendelkardseinek. A jclen nyilatkozal megfelel az 1V
rendelet [V, mellékictében foslalt clirisoknak. ¢s a gyarto kizérdlagos felelsséoc alapjdn kerof kiadasra.

1T

Noi, 1 solloscriiti, con la presente dichiariame che iL(i} dispasitivoli) medico-dingnosiicoli] i vitre sopr descritto{i) é(sono) conformel(t) alie disposizion
applicabili del regoiametma (L) 2611 7:746 del Parlamento curopso e del Consigic del 3 aprile 2017 relativo ai dispusilivi medico-diagnostici fr vitro. Cuesia
dichiarazione & redatla in conformité all'allegato LV del regolamento TVD ed ¢ nlasciata sotto 14 responsabilita esclusiva del fabbricante,

LV

Mas, apakia parakstliugies, ar §o pazinojam, ka ieprieks apraksiial-s) i vitro diagnostikas medicIniska(-s) feriec]-c3) atbilst Eiropas Parlumenta un Padomes
Regulas (ES) 2017746 {2617, gada 5. aptTis) piemérojamajam prastbim par i vitro diagnostikas mediciniskam ferfcém. ST deklarfeija iv sagalayota saskand ar
IVD resulas TV pielikumu un par izdodanu atbild vienigi ra?otdfs.

Mes, olimn pasira¥iusici (-iusiosios), pareifkiame, kad ankséiau minsta (-os) iz vigro diagnestikos nedicinos priemaond {-£3) atitinka 2017 m, balandéie 5 4.
Europes Parlamento it Tarybos reglamento {ES) 20177746 del jn viro diagnostikos madicinos pricmenty taikytings nuestaws. Si dekfaracija yra parcngta
vadavaujuntis IVD reglamento TV priedu ir vra idduodama ik samintejo atsukomybe

Vi, undertepnede, erkterer herved at utstyrel Ul i vitro-diagnostikk som er anlert aventor, er § samsvar med gicldende beslemmelser i Europaparlamenis- og
tadstorordning (ELF) 201 7/746 av 3. april 2017 om madisinsk ulstyrtil in vitro-dinanostikk. Dennz erkleningen or vtarbeidel i overensstemmelse med
vedlegs [V | [V-forordningen og er utstedt under produsentens eneansvar.

PI.

WMy, nizej podpisani, ninicjszym ngwiadczamy. Ze wyimichionyi-e; powyic] wytob{wyroby) medyezny(-c) do diagnostyki in vitre spelnial-fa) odpowiednie
wymagania Rozporzadzania (UE) 201 7/746 Parlamemu Turopejskicoe | Rady z dnia § kwietnia 2017 r. w sprawie wyrobow medyuznych do diagnostyki in
vitro. Ninjejsza deklaraca zosiaka sporradzona sgodnie z Zalacanikicm 1V Rarporzadzenia | VDR { wydana na wylaczna odpowicdzialnase producenla,

T

Nas, abaixe assinados, declaramos que os dispositives médices para diagnéstice i virro descritos acima esldo cm conformidade com as disposicGes aplicaveis
dn Regulumento (1E) 2017/746 do Parfamento Turopeu e do Conselho, de 5 de abril de 2017, relative aos dispositivos médicos para diagnadstico fivitro. Lita
deelaragdo ¢ feita sm conformidade com o ancxo 1V do Regulamento LV} o & emitida sob a exclusiva responsabilidade do [abricante.

RO

S ubsemnati. declaram ca dispozidvul (dispezitivele) medical(e) pentry diagnostic in vitre descrise mai sus sunt conforme cu dispozitiile aplicabilz din
Regulamentu] {JE) 2017746 al Parlamentului European si al Consiliului din 5 aprilic 2017 privind Tispozitivele medicale penwu diagnasticul in vitro. Prezenta
declaratie esie ctmisd Tn conformitate cu anexa [V o Regulamentul TVD si este amisa sub responsabiiitaten exclusivi a producitorulud.

My, dolupodpisani, (o vyhlasujeme, 2o diagnostickd{-¢} zdravotnickal-c) pomdckal-y  uvedeni( -€) vy$dis je (s4) v zhode s prisludnymi ustanovenianm
Nariadenia Eurdpskeha parlamenuw a Rady (EL) 2017746 2 5. apeila 2017 o diagnostickych zdravotnickych poméckach in vitro. Tow vyhlasenie je v salade
s Prilohou 1V k Nariadeniu VD a vydava sa ma vvhrade zodpoveduost yvyrobeu,

Vi, underieckaade. forsakrar harmed art den cller de medicinickniska produkler for in vitro-diagnostik som beskrivs ovan dverensstiramer med de tillimpliga
bestimmelserna i Europaparlamentets och radets forordning (FU) 2017746 av den 5 april 2017 om medicintekniska produkier for i vitre-diagnostik. Denna
[rsdkran zors 1 enlighet med bilaga TV i1l 1V D-forordningen vch uttirdas under (llverkarens enskilda ansvar.

Biz, asagids imealan bulunan, vukanda belinflea in vitro diagnostik ubhi cihazlartn, 2017748 sayih Avrupa Parlamzntosu (AB) Yonstmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnesik Tibki Cihaelar Konseyinin ilgili hakiimlenne uygua aldugunu bevan ederiz. Bu beyan IVD Yonetmeligi Ek IV uyarinca vapiimgir
vi dreticinin minhastr sorumlufugu albndadir,

End of form
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Anbott

fiasie UDE-I:
Banic UDT-1 Noany:
Rink Cliss:

LU Declaration of Conformity

OIBOTIDALOIONY

_ARBlHy cowrics Detesgent A

Class A

List Number
and Sire Coile

I'roduct snd Trade Name GGMDN Code

LMIEN Code

O8PU670

Alinity c-sesies Betergent A

59058

WO2GI0H185

Manufucturer
{Name and Address)

Abbott 1 ;i_hi;'i—nnric\
§915 flurd Drive
Trving. 1X 75038 1SA

Manufacturer SRN

LIN-ME-G0U 7777

Authorized Represenfative
{Name antd Addross)

Abbott Gmbl]
Max-Phinck-Ring 2
65205 Wieshaden, Genmany

Authiorized Representative SRN

DE-AR-OD0Y457

Prodaced by (Site of Manafacture)
{Name and Address)

Sekisui Piagnostics P {ne
74 Watts Avenue
Chardotietonwn

Prince Pdward Bsland

C11 289 Canada

L4 ﬂrmi ;3 SNOSSITCH ICELE
Conf ty Assessment Procedure

Annex 7§ and 1

We. the undersigaed, hereby declare that the in vitre disgnostic medical device!s) deseribed above contorm with the applicable
provisions of the Regalation (BU) 2017/746 of the uropean Parliament and of the Council of 5 April 2017 on in Viro Diagaostic
Medical Devices; and additionally confoans applicable provisions of Directive 2611/65/k11 of the Lurapean Parliiment and of the
Council of 8 Tune 2011 on the restriction of the use of certuin basardous sebstances in electrical and clecironic cquipment, and to
applicable provisions of Directive 2006 421:C of the European Parlfament and of the Councit of 17 May 2006 on machinery, and
amending Dircctive 95/16 1:C as transposed inte the laws of the member states.
This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS

Directive, and Annex I of the Machinery Directive and is issucd under the sole responsibility of the

manufaciurer.

Full Names
Function:
Signature:

Pyate of Approval:
Signed for, snd on
behall of:

Prate Issued

Supersedes:

Kevin Richardson

¥rector, Instrumesi Quality

'}

AL = Jutkly ~ R LAP .

Abhatt LaboriOrics, Y15 Hurd Drive,
frvitiz, TX TA038 LISA

Il Name;

Fuaction;
Sigmaiuge:

Prate al Approvak

Melissa Vaughan

Director. Repulinory Affain

\J{/\’} / EJUIJ \JALL }l G/

T "9
tr)'}’lba%h 9@1 Y025

.:.ZQ.__." j.U.L"f = 202-.3

23-May-2022

Place sl
{ftective Ut
or |.of hunthbery:

trving, Texas

20-TJulH-2023
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EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name —|
BG EC HEKTTAPALIHA 3A C'LOTBETCTBHE bazor UDI-DH Hawmecnoranue va Gasos UDI-DI |
€5 | EU PROHLASEN] O SHODE Zakladni UDI-DI Nizev zikladniho UDI-DI |
DA EU-OVERENSSTEMMELSESERK L/ERING Grundlzgrende UDI-DE Grundleggende UDI-DI-navn
DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name
EL AHAQET EYMMOPOQOZHE EE Boowo UDI-DI Ovopesie facion LIDI-DI
ES DECLARACION UE DE CONFORMIDAD UDI-D1 Bésico Nombre UDI-DI Bisico
ET ELi vastavusdeklamtsicon P&hi-UDI-DI P3hi-UDI-EM nimi
FR Déclaration de conformité UE iUD-TD de base Noim TUD-ID de base
HR EU [ZJAVA O SUKLADNOSTI Qsnovni UDI-DI Naziv osnovnog UDI-DI
HU EU-MEGFELELOSEGI NYILATKOZAT Alapvetd UDI-DI Alapvetd UDI-DI neve
IT Dichiarazionc di confformmta UE UDI-DI di hase Nomc UDE-DI di base
LY ES atbilstibas deklaracija Pamata UDI-DI1 Pamata UDI-DI nosaukums
LT ES ATITIKTIES DEKLARACITA Bazinis UDI-DI Bazinio UDI-DI pavadinimas
NO EU-samsvarserklacring Grunnleggende UDI-DI Grunnleggende UDI-Dl-navn
PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-H Nazwa kodu Basic UDI-DI
PT DECLARACAQ UE DE CONFORMIDADE UDI-DI basico Nome UDI-DI Basico
RO Declaratia de Conformitate UE UDI-DI de bazi Nume UDI-DI de baza
SK | EU VYHLASENIE O ZHODE Zékladny UDI-DI Nézov zakladného UDI-DH
sV EU-FORSAKRAN OM OVERENSSTAMMELSE Grundliggande UDI-DI Namn pa grundlidggande UDI-DI
TR AB Uygunluk Beyam Temel UDI-DI Temel UDE-DI ismi
EN Risk Class List Number and Size Code Product and Trade Name
BG Knac cuupes pucka Karanomen HoMep W xoa Ha pasmepa Hme Ha MPOSYKTA H TEPIOBCKO HANMEHOBAHNE
cs Rizikova tiida Katalogové éislo a koncové dvojcist urdujici Nazev produktu a obchodni nazev
velikost soupravy
DA Risikoklasse Bestillingsnummer og stemrelseskode Produkt- og varemgerkenavn
DE Risikoklassc Bestellnummer und GroBencede Produki- und Handelsname
EL Katnyopica xivdivoo Kmdikag TTpoidvToc ko Kmdikoc Tookenuaias [poiov ken Epsope Ovopasi
ES Clase de riesgo Numen de referencia y codigo de tamaiio Producto y marca comercial
ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi
FR Classe de risque Référcnee Nom de produit et de marque
HR Klasa tizika Katalogki broj i oznaka pakiranja Nuziv proizvoda i zasticeni naziv
HU Kockazati osztaly Listaszam és késrletkiszerelés-kod Termék- és kereskedelmi név
IT Classe di rischio Numero di listine e codice formato Prodotto e nome commerciale
LY Riska klasc Katal oga numurs un izméra kods Produkta nosaukums un tirdzniecibas nosaukums
LT Rizikos klasé¢ Katalogo numeris ir dvdzio kodas Gaminio ir prekybinis pavadinimai
NO Risikoklasse Bestilllmgsnummer og sterrelseskode Produkt- 0@ handelsnayn
PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa
PT Classc de risco Nimero de lista ¢ eddigo de apresentagiio Produto & nome comercial
RO C'lasd de risc Numar de lista si cod dimensiune Denumirea produsului §i denumirea comerciali
SK Rizikova trieda kataldgove Eislo Nizov produktu a obchodny nizov |
SV Riskklass Listnummer och storlekskod Produkt och firmanamn
TR Risk Sinifi Liste Numaras ve Boyut Kodu Uriin ve Ticari Ismi
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EN | GMDN Code EMDN Code Manufactarcr (Name and Address) Manufacturer SRN

BG | Koi GMDN Kon EMDN Hpouzsoyures (Mme 1 anpec) EPH na npousnourrens

Cs Kdéd GMDN Kod EMDN Vyrohce (nizev a adresa) Jeding registraéni ¢islo vyrobee

DA | GMDN-kode EMDN-kode Fabrikant (navo og adresse) Fabnkants SRN

DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN

EL Kmducog GMDN {Ovopatokoyia | Kwduog EMDN (Ovoparchoryin Karaoxevaomg (Ovope ke SRN (Movedicdg Amipog Mripohov)

WTPOTEVOROYIKNY TPOTOVIMV) WLTPOTEXVOLOYIKIV TPOTOVTIY) AtsnbBuvan) Korogkmuarn

ES | Codigo GMDN Codigo EMDN Fabricante (nombre y direcciony SRN (numero de registro iinico) del
[abricante

ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registrecrimisnumber

FR. | Code GMDN Code EMDN Fabricant {nom et adrcsse) Numeéro d'enregistrement unique du
fabricant

HR | GMDN kod EMDN kod Proizvodad (naziv i adresa) SRN {jedinstveni registracijski broj}
proizvodaca

HU | GMDMN-kod EMDN-kéd Gyard (név & oim) Gyt egyedi regisztracids szima
(SRN)

IT Codice GMDN Codice EMDN Fabbricante (nome ¢ indirizzo) SRN {numero di registrazione unico)}
del fabbricante

LY | GMDN kods EMDN kods RaZotajs {nosaukums un adrese) Razotdja vienolais registracijas numurs
(VRN)

LT | Visuotinés medicinos pricmoniy | Europos medicinos priemoniy CGamintojas {pavadinimas ir adresas} Gaminlojo unikalusis registracijos

nomenklatiros kodas nomenklatiros kodas numeris
NO | GMBN-kode EMDN-koue Produsent (navn og adresse) Produsentens SRN
PL | Kod GMDN Kod Europejskici Nomenklatury Producent {nazwa i adres) Niepowtarzalny numer rejestracyjny
Wyrobow Medycnych producenta

PT | Codigo GMDN Codigo EMDN Fabricante (Nome e Morada) Namero iinico de registo do fabricante

RO | Cod GMDN Cod EMDN Producitor (nume 51 adresi) SRN producitor

SK Kdd GMDN Kaod EMDN Virrobca (Ndzov a adresa) Jediné registradné gislo (SRN) vyrobcu

5V | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN

TR | GMDN Kody EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si
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EN

Authorized Representative {Name and Address)

Authorized Representative SRN

Produced by (Site of Manufacture)
(Name and Address)

BG | ¥YUBIHOMOWIEH NPEOCTABHTCT (MME 1 anpec) EPH Ra ¥1ThIHOMOLIERNA TIPEICTARKTC Ipowuseeneno 0T (MACTO WA Npon3BOACTRO) (MME K1
wipeg)
CS Zplnomoenény zistupee (nazev a adresa) Jeding repistradni &islo zplnomocnéného zistupee Vyrobeno (misto vyroby) (ndzey a adresa)
DA | Autoriseret repracscnlant (navn og adresse) Autoriseret representants SRN Produccret af (fabrikalionssted}
(Navn og adresse)
DE | Bevollmichtigler (Name und Adressc) SRN des Bevollmichtigten Hergesteilt von (Hersteltungsstandort)
(Name und Adresse)
EL Efovaodormpévog Avrmpbawmos (Ovopa kat SRN Eovcuwdotnpévor AvVImpooamon Katuokevdletn and (Epyoatdmo mopayoyig)
Agiluvon) (Ovopadin km Aisnbovan)
ES Representante autorizado (nowmbre y direccién) SRN (nimero de registro tnice) del representante Producide por (Lugar de fabricacion) (Nombre y
autorizado direccion)
ET Volitatud esindaja {niimi ja aadress} Volitatud esindaja unikaalne registreerimisnumber | Tootnud (tootmiskoht) (nimi ja aadress)
FR Mandataire (nom et adressc) Numeérs d'enregistrement unique du mandataire Produit par {sitc dc fabrication) |
| - (nom et adresse) |
HR | OvlaSleni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) ovlastenog Proizvodi (Mjesto proizvodnje) [
castupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazott képviseld egyedi regisztricios Gyartd (gyartas helye)
szfima (SRN) (név és ¢im)
IT Mandatario (nome ¢ inditizzo) SRN (numero di registrazione unice) del Prodotto da (site di fabbricazione)
mandatario | (nome ¢ indirizzo)
LV | Pilnvarotais parsiavis (nosaukums un adresc) Pilnvaroti parstavia vienolais registricijas numurs | Razots {ra¥o¥anas vieta)
IVRN}) | (nusaukums un adrese)
LT | ]galiotasis alstovas (pavadinimas ir adresas} lgaliotojo atstovo unikalusis registracijos numeris Pagaminta {gamybos vieta) {pavadinimas ir
- . adrcsas)
NO | Autorisert representant {navn oy adresse) Den autoriserte represcatantens SRN Produsert av {produksjonssted)
(navn og adresse)
PL Upowazhiony przedstawicicl (nazwa i adres) Niepowiarzalny numer rejestracyjry Wyprodukowano przez (micjsce produkeiji)
upowaznionego przedstawiciela (nazwa i adres) |
PT | Mandatirio (Nome e Morada) Nuamero tnico de registo do mandatario Produzido por {Local de fabrico) '
{Nome e Morada) |
RO | Reprezentant aulorizat (nume si adresi) SRN reprezentant autorizat Produs de efitre (locatie productie) (nume si adresa)
SK Autorizovany zastupca {ndzov a adresa) Jeding registraéng dislo (SRN) autorizovanéhe Vyrobené (migsto viroby)
zastupcu (nazov a adresa)
SV Auktoriserad represcntant {namn och adress) Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och adress)
TR Yetkili Temsilei (Isim ve Adres) Yetkili Temsilei SRN’si Uretici ( Uretim Tesisi)

(isim ve Adres)
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EN__| Conformity Assessment Procedure Annex Il and 111 Full Name

BG | [Ipouenypa 3a pLiesKd HA CLOTBETETRHE (0 [punoacenme 11w 111 [TRIHO HAHMEHOBILHHE
CS Postup posuzovani shody Priloha Il a I1l Cely ndzev

DA | Overensstemmelsesvurdcringsprocedure Bilag Il og 111 Fulde navn

DE | Konformititshewcriungsverfahren Anhang 11 und 11 Vollstindiger Name
EL Ardikuoio eEWwAIENC CUHLOPRL G Hapdprpe IT ko 1T [TAT)pIC ovouugic
ES Procedimicnio de evaluacidn de la contormidad Anexos il y 111 Nombre completo
ET Vastavyshindamismenetlus I1ja 1M lisa Taisnimi

FR Procedure d’évaluation de la conformilé Anncxes [l el 111 Nem complet

HR | Postupak ocienjivanja suklagnosti Prilog 1, 1 111 Puni naziv

HU | Megpfeicidsegértékelési coljaras 1%, s III. melléklet Tcljes név

IT Procedura di valutavione della conformita Allegati [l e [li Nomc completo

LYV Athilstthas noverté8anas procediira 1l un 11 pielikums Pilns nosaukums

LT Atitikties vertinime procediira 1L ir 11 priedai Vardas ir pavarde
NO | Framgangsmdte for samsvarsvurdering Vediegg 11 og 11 Fullt navn

PL Procedura oceny zgodnosci Zalacenik 1l oraz 111 Imig i nazwisko

PT Procedimento de avaliagio da conformidade Ancxo [Te [l Nome completo

RO | Precedurd de evaluare a conformitatii | Anexall i lll Numele complet

SK Postup posudzovania zhody Priloha 11 a 11 Cely nazov

SV Farlarande fir bedémning av dvercnssiiimmelse Bilaga [1 och 111 Fullstindigt namn
TR Uygunluk Degerlendirme Prosedari Ek 11 ve 11 Adi Sovad:

EN Function Signed for, and on behalf of Date Issued

BG Jnu#kiocT Tloanpcano 38 H 0T AMETO I1a Jlara wa s

C5 Funkee Podepsano za a jménem Daiurn vydiani

DA Funktion Underskrevet for og pa vegne af’ Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Aufirag von Datum

EL Asitoupyia YIOYPIpETUL VIO kGt EK PEPONS TOV/ TS Hpepopnvia £kdéoanc
ES Funcion Firmada por, v en nombre de Fecha

ET Funktsicon Allzg kifutanud (kelle poolt ja nimel) Villjaandmise kuupiey
R Fonction Signé par ct au nom de Date d'établissement
HR Funkeiju Potpisano »a i wime Datum izdavanja
HU | Beosrstds Aldird a ktvetkoad képviseletében és nevéhen Kiadas datuma

T Funzione Firmato & nome ¢ per ¢onlo di Data di rilascio

LV Amats Puarakstiis adas personas viirdg lzdofanas datums
LT Pareigos Subjekto, kurio vardu pasimSoma, pavadinimas IBdavimo data

NO Funksjon Signert for, og pi vegne av Utstedelsesdato

PL Funkcia Podpisano w imieniu Data wydania

PT Fungio Agsinado g em nome de Data de emissio

RO Functia Sempal pentru i in numelc Data eliberdirii

SK Funkcia Podpisanc za a v mene Datum vydania

SV Funktion Undertecknat for och pa uppdrag ay Datum t6r utlirdande
TR Girevi Namina ve temsilen imza Diizenlenme Tarihi
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EN | Supersedes Signature Date of Approval
BG | Jamecrsa oanue Jlara va o0Gpensc
C§ Nahrazuge Podpis Datum schvaleni

DA Erstalter Underskrift Godkendelscadale
DE Erseizt Unterschrift Datum der Genehmigung
EL Avtikudiota Yroypapn Hpepopnvia sykpianc
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkin Heakskiitmise kuupicy
FR Annule ct remplace Signature Date de I'autorisation
HR__ | Zamjenjuje Polpis Datum odobrenja

HU | Haidlytalanitja a ktvvetkezd dokumentumot: Aliiris Jovihagyis datuma
IT Sostituisce Firma Data di approvazione
LY | Aizstaj Paraksts ApstiprindSanas datums
LT Pakeidia Parafas Patvirtinimo data

NO | Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwicrdzenia
PT | Substitui Assinatura Jata de aprovagio
RO | Inlocuitor Semndturd Data aprobirii

SK Nahradza Podpis Diitum sehvilenia
SV Ersitter Namnteckning Datum for godkinnande
TR Yerini aldiBi belge imza Onay Tarihi

EN Place Tssued Effective (Date or Lot Number)

BG Macto na winasane B cnna oTha (dara nau ovep wa napiia)

s Misto vydani U¢inné od (dalum nebo &islo farke)

DA Udstedelsessted Tkraflitredelse (dato cller lotnummer)

DE On Giiltig ab (Datum oder Chargenbezeichnung)

EL Tomoc £kdoong Ze 1oy and (Huepojvic 1) ap. muptiduc)

ES Expedida ¢n Efectiva (fecha o nimero de lote)

ET Viiljaandmise koht Joustumine (kuupiiev vii partiinumber)

FR Lieu d"établissement Entrée en vigueur (date ou numéro de {ot)

HR Micsto izdavanja Stupa na snagu (datum il broj serije)

HU | Kiadis helye Hatilybalépés (dalum vagy tételszam)

IT Luogo di rilascio Valido da (data o numecro di lotto)

LV lzdodanas viela Spekia no (datums vai partijas numurs)

LT l§davimo vieta Isigalioja (data arba partijos numeris)

NGO | Utsledelsessted Gijelder fra (dato eller lotnummer)

PL Miejsce wydania Obowiazuje od (data lub numer partii)

PT Local de emissio Efectividade (Data ou mimero de lote)

RO | Locul eliberirni Valabilitate (data sau numarul lotului)

SK Miesto vydania Ucinnost' od (ddtum alebo gislo 3arze)

SV Plats for utliirdande Verkstdlligt (datum eller lotowmmer)

TR Diizenlendigi Yer Yirgrlgk (Tarih veya Lot Numarasi)
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We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above eonform with the applicable provisions of the
Regulution (EU) 2017/746 of the European Farliament and of the Council of 5 April 2017 on Tn Vitro Diagnostic Medical Deviees; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Couacil of & June 2011 on the restriction of the use of
certain hazardous substances in clectrical and electronic cquipment, and to applicable provisions of Directive 2006/42/EC of the European Parliament
and of the Council of 17 May 2006 on machinery, and amending Directive Y5/16/EC as transposed into the laws of the member states,

This declaratien is made in accordance with Annex I'V of the VD Regulation, Annex V1 of the ROHS Dircctive, and Anmex 11 of the Machinery
Directive and is issued under the sole responsihility of the manufacturcr.

BG

Huc, onynosiucaniTe, ¢ HacTOAINTY ACKIAPUPAME, HE FOPEOTIHCAHOTO(MIE) MEAMIMHCKO(H) W3/ICNNG(A)} 38 MHBITIPO AHACHOCTHKA OTrOBAPA(T) Ha
NpHIKEMITE pagnopeatn na Pertament {ECY 2017/746 na Eaponelickin napnasent # 1a Cheeta ov 5 anpun 2017 r. oTHOCIe MCIHIBCKETY H2AEAHA 34
WHEHIPO JMATHOCTHEA, OCBEH TORA O1I0BAPAIT) HA MPHIOMUMUTC pasnopeadu na Qupextuna 201 1/65/EC 1y Lisponeiickun aapraMey v 1ia Cheena ot 8 e
2011 r. OTHOCHC OFPAHUNCHMCTOD HA YTOTPEGATA 1A ONPCAENSHH OUACHH BEWIECTRA B CNCK) PHYCCKOTO H EEKTPONHOTO 00OPY/RAHE H HA TIDHIOKUMUTE
paznopeatn ua Jinpektura 2006/42/E0Q na Erponeiickdy uapaaaesT 1 na Chaeta ot 17 mait 2006 r. 0THOCHO MALIHHKTE, H 33 WIMEREHHC Hi Hupextrea
G5/16/1i0, kaKTo € TPAHCTOHHPAHA B HALMOTIATIOTO JAKCHOUATENCTRO 0 JLPHKABKTC YJIEHKH.

Tasu gexnapaiua ce npask B ChOTESTCTRHE ¢ [Tprioxenne 1V sa Pernamenta 3a 1D, [punosenye V1 ua [upekiueata 3a OrpaHHYaBane Ha OIACHUTE
ewieetaa (ROHS) u lpinomkenne [l Ha Jlupekiinsara 0THOCHO MAIIMHINE WU 34 BeHHOTO W3/IARANC OTTOROPHOCT HOCH EAREICTBCHO IPOIIBOINTENAT,

cs

My, nize podepsani, timto prohlasujeme, Z¢ diagnosticky(-¢) zdravotnick${-€) prostedek (prostfedicy} in vitro uvedeny(-8) vy3e je (jsou) ve shodt s prisludnymi
ustanovenimi nafizeni Evropského parlamentu a Rady (EUf) 2017/746 ze dnc 5. dubna 2017 o diagnostickych zdravotnickych prostiedeich in vitro: a 7e Je (jsou)
dile ve shodg s pFisluSnymi ustanovenimi smérnice Evropského parlamenty a Rady 2011/65/51 ze dne 8. &ervna 2011 o omezeni pouzivani nékterych
nehezpetnych latek v elektrickych a clektronickyceh zatizenich a s prslugnymi ustanovenimi smérnice Evropskéhe parlamentu a Rady 2006/42/ES ze dne 17.
kveina 2006 o strojnich zatizenich a o zméng smémice 95/16/FS, jak byla provedena ve vnitrostitnim pravu &lenskych statii. Toto prohladeni je v souladu s
Ptilohou IV natizeni | VD, Ptilohoy VI smémice ROHS a Pilohou [ smémice o strojnich zatizenich a je vydano na vyhradni odpovédnost vrobee.

DA

Vi, undertegnede, erklzrer herved, at det in vitro-diagnostiske medicinske udsiyr, der er beskrevet evenfor, er i overensslemmelse med de geldende
bestemmelser i Enropa-Patlamentets og Radets forordning (EU) 2017/746 al' 5. aprit 2017 om in vitro-diagnostisk medicinsk udstyr, ligesom det overholder
geeldende bestemmelser i Evropa-Parlamentels og Radets dircktiv 201 1/65/BU af 8. juni 2011 oin begraensning af brugen af vissc farlige stotfer i elektrisk og
elektronisk udstyr samt overholder galdende bestemmelser i Europa-Parlamentets og Radets direkiiv 2006/42/EF at 17. maj 2006 om maskiner og wndring af
direkiiv 95/16/EF, som det cr transponeret | medlemsstaternes lovgiviing.

Denne erklering algives i overensstemumelse med 1VD-lorordmingens bilag IV, ROHS<lirektivets bilag ¥1 samt maskindirektivets bilag [ og udstedes under
thbrikantens eneansvar.

DE

Wir, die Unterzeichner, ecklren hiermit, dass das oben beschrichene In-vitro-Diagnostikum/die oben beschiriebenen In-vitro-Diagnostika dic entsprechenden
Bestimmungen der Verorinung (EU) 2017/746 des Européischen Partaments und des Rates vom 5. April 2017 ither In-vitro-Diagnostika erfiilen und zusitzlich
dic entsprechenden Bestimmungen der Richilinie 2011/65/EU des Europaischen Parlaments und des Rates vom 8. Juni 2011 zur Beschriinkung der Verwendung
bestimmter gefdhrlicher Sioffe in Elektro- und Elcktronikgerditen sowic der Richtlinie 2006/42/EG des Europdischen Parlaments und des Rates vom 17. Mai 2006
iiber Maschinen und zur Anderung der Richtlinie 95/16/EG geniih Umnseteung in den Gesctzen der Milgliedsstaaten.

Diese Erldéirung erfolgt gemill Anhang [V der IVD-Verordnung, Anhang VI der RoHS-Richtlinie und Anhang L dor Maschinen-Richtlinie und wird unter
allemiger Verantwortung des Herstellers ausgestellt.

EL

Epsic, ot wroypdepovies, STAGVOUIES JE 10 ROPOY OTL TU TPOCVAPEPOUEYE SITYVAGTIKS ITPOTEXYDAOTING TPUIOVIE CUIIOPPHVOVEGL HE TIC LEYDOVGES IUTACERS
o Kavoviopoo (EL) 2017/746 tov Evpunired Kenofowkion ko tov ZupPovkion tng 5% Anpihiov 2017 gyetuctt e To. in vileo SoyvooTikd WwTpoTERVOLOVTIKG
TPOIGVTUL Kal EXiaT)G FUMPOpPaVaVTUL NE TS weybonasg Serdgeis g Odnyiog 201 1/65/EE tov Cupenoixot KowoBovkiov kit tov Zupfondiow tg 8" lowviou
2011 oyeTIKG |E TOUS REMOPIGHONS GT1) ¥PVOT) GUYKEKPILEVEV STIKIVBUVEY OUGLOY BTOV NAEKTPIKD KUl AEKTROVIKG sE0TMapd, kubdg Kot HE TIG Lo} DODTES
Sezaei; mg Odnylug 2006/42/EK tov Fupemuinon Kowofouiov ket ton ZupBovhiov e 17% Matov 2006 Gxetid s tov JUjgevikd sEOLIGN0 Kat trv
Tpomomou Tk O8Nyie 95/16/EK ommg eut) petepépinke o vopobeaia tov kpardv pekdwv. H ikoon avth yiveta cdpouva e 1o Mapaprnpa IV tov
Kaovoviepon [VD. to TMupdpriue V1 mg Odnriag ROHS ke to Hapdpryua [T e Odipyiug yio 1ov pnyavicd e5omiiapd Ko exdideto ps COKAEICTIK SUBOVY
TOU KGTAGKEVROTI,

ES

Nosotros, los abajo firmantes. por la presente declaramos gue el(los) producto(s) sanitariofs) para diagnéstico in vitre descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento {UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagnostico
in vitro; y ademds curnple(n) las disposiciones aplicables de la Directiva 2011/65/EU del Parlamento Europeo y del Consejo del 8 de junio de 2011 sobre
restriceiones a la utilizaeion de determinadas sustancias peligrosas en aparatos cléetrieos y electrénicos, y las disposiciones aplicables de 1a Directiva 2006/42/EC
del Parlamento Buropeo y del Consgjo del 17 de mayo de 2006 sobre maquinaria, y la Directiva de enmienda 95/16/EC tal y como se ha incorporado en las leyes
de los Estados Miembros,

Esta declaracion se realiza en conformidad con el Anexo 1V del Reglamente VD, Anexo VI de la Directiva ROHS v Anexo Il de 1a Directiva de mAquinas y es
emilida bajo la exchisiva responsabilidad del [abricante

ET

Mcie, allakitjulanud, kinnitame, et cespool kijeldatud in virro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi Jandukogu 3. aprilli 2017. aasta
miéruse (EL) 2017/746 (in vitro diagnostikameditsiiniscadmete kohta) kobaldatavatele siictele ning lisaks vastab see kohaldatavatele sitetele Euroopa

Parlamendi ja nSukogu 8. juuni 2011, aasta direktiivis 201 1/65/EL (teatavate ohtlike ainele kasutamise piiramise kohta clektri- ja elekionikaseadmetes) ja
Eurcopa Parlamendi ja ndukogu dircktiivis 2006:42/EU, 17. mai 2006, mis kisilleb masinaid ja millega nuudetakse direktiivi 95/16/E1, nagu see on iile victud |
litkmesriikide scadusiesse. |
See deklaratsioon on koostatud vastavalt IVD médruse TV lisale, ROHS dircktiivi V1 lisale ja masinadirektiivi [ lisale ning see on viilja antud tootja vastutusel.

FR

Nous soussigné{e)s, déclarons par la présente que le(s} dispositifis) médical(aux) de diagnostic in vifro indiqué(s) vi-dessus est/sont conforme(s) aux dispositions
applivables du Reéglement (UE) 2017/746 du Parlement curopéen ol du Couseil du 5 avril 2017 rolatil aux dispositifs médicaux de diagnostic in vitro, aux
dispositions applicables de 1a Directive 2011/65/UE du Parlement européen ct du Conseil du & juin 201 1 relative 2 la limitation de I'ulilisation de certzines
substances dangereuses dans les équipemients électlriques el électroniques, aux dispositions applicables de la Directive 2006/42/CE du Parlement européen et du
Conscil du 17 mai 2006 relative aux machines el modifiant la Directive 95/16/CE, tefles que transposées dans le droit national des Eiats membres, Cette
déclaration est établie conformément & 1" Annexe 1V du Réglement DIV, 41" Annexe VI de la Directive ROHS ainsi qu'a I Annexe [l de la Directive Machines
sous la seule responsabilité du fabricant.

HR

Mi, nize potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski prnizvod(i)g.lk_ladni primjenjivim odredbama Uredbe {EU)
20177746 Luropskog parlamenta i Vijeéa od 5. travnja 2017. o in vitre dijagnostigkim medicinskim proizvodima: i dodatne primjenjivim odredbama Dircktive
2011/65/EU Europskog parlamenia i Vijeca od 8. lipnja 2011. o ogranidenju uporabe odredenih apasnih tvari u clokiricnaj i elektroni¢koj opremi, te primjenjivim
odredbama Dircktive 2006/42/EZ Curopskog parlamenta i Vijeda od 17. svibnja 2006. o strojovima zamjenjujuci Direktivu 95/16/EZ kako je pretoteno u zakene
drzava Clanica,

Ova je izjava sastavliena u skladu s Prilogom IV, Uredbe IVD, Prilogom VI. Direktive ROHS i Prilogom IL Direktive o strojevima i izdaje se pod isktiudivom
odgovornodcu protzvodaca

HUI

Alulirottak ezennel kijclentjiik, hogy a fent leirt in vitro orvostechnikai eszkéz(ik) megfelel(nck) az Eurépai Parlarment és a TanAcs in vitro diagnosstikai
orvostechnikai eszktzokrdl 52016 (EU) 2017/746 (2017. aprilis 5.) rendelete vonatkozd rendclkezéseit; 1ovabbid az Furdpai Parlament és a Tanacs cpycs veszélyes
anyagok elektromos ¢s clekironikus berendezésekben vald alkalmasisinak korlatozasaro! szol6 201 L/6S/EU (2011, jinius 8.) irinyelve (RoHS irdnyelv)

vonatkozé rendelkezéscit, valamint az Eurdpai Parlament és a Tandcs a gépekidl és a 95/16/EK irdnyclv madosilasard] s«616 2006/42/CK (2006, majus 17.) |
iranyclve vonalkozd rendelkezeseit a tagallamok jogrendjébe atitltetd rendelkezéscknek. A jelen nyilatkozat megfelel az IVD rendelet [V. mellékletében, a RoHS I
iranycly VI mellékletében és a gépekrdl s201¢ iranyelv I1. mellgkletében foglalt eldirisoknak, ¢s a gyirtd kizarolagos felgldssége alapian keriit kiadasra.
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EN

We, the undersigned, hereby declare that the in vitro diagnestic medical device(s) described above conform with the applicable provisions of the
Regulation (E1]) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagoostic Medical Devices; and additionally
conforms applicable provisions of Dircetive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parlizment
and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transpesed into the laws of the member states.

This declaration is made in accordance with Annex I'V of the FVI} Regulation, Anncx VI of the ROHS Dircctive, and Annex 11 of the Machinery
Dircctive and is issued under the sole responsibility of the manufacturer.

T

Noi, i sottoscritti, con la presente dichiariamo che i)(i) dispositivo(i) medico-diagnostico(i} i vifro sopra descnttofi} &(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento cwropeo ¢ del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici i vitro, &(sono)
inoltre conterme(i) alle dispesizioni applicabili della direttiva 201 1/65/UE del Parlamento europeo ¢ def Consiglio dell’8 giugno 2011 sulla restrizione dell'uso di
determinale sostanze pericolose nelle apparecchiature clettriche e elettroniche, ¢ alle disposiziont applicabili delia diretliva 2006/42/CE del Parlamento CLTOPEX)
¢ del Consiglie del 17 maggio 2006 relativa alle macchine e che modifica la direttiva 95/16/CE come recepite nelle legislazioni degli Stati membri. Questa
dichiarazione ¢ redatta in conformiti all'allegate 1V del regolamento 1VD, ali'allegato V1 della direttiva ROHS e all'allegato 11 delta direttiva macchine ed &
rilasciata sotto la responsabilita esclusiva del fabbricante.

LY

Mes, apakia paraks(ijusies. ar S0 pazinojam, ka iepriekd apraksiTta(-s) in vitro diagnostikas medicniska(-s} ietTce(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017, gada 5. aprilis) picmGrojamajam prasibam par i vitro diagnostikas mediciniskam ierfcm un papildus prasibam, kas noteiktas
Eiropas Parlamenta un Padomes Direktiva 2011/65/ES (2011. gada 8. junijs} par da?u bistamu vielu izmantoSanas ierobezo$anu elektriskas un elektroniskas
iekdrtds un Eiropas Parlamenta un Padomes Direktiva 2006/42/CK (2006, gada 17. maijs) par ma&Tnam, un ar kuru groza Direktivu 95/ 16/EK, ka ta ieviesta
daltbvalstu tiesibu aktos.

§7 deklardcija ir sagatavola saskana ar TVD regulas [V pielikumu, ROHS direktivas VI piclikumu un DirektTvas par maginam 11 pielikumu un par izdoganu atbild
VICNig! razotiys,

LT

Mes, toliau pasiraSiusicji (-iusiosios), parciSkiame, kad ankséiau mincta (-os) in vitro diagnosiikos medicinos priemoné (-¢s) atitinka 2017 m. baland#io 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitre diagnostikos medicinos priemoniy taikytinas nuostatas; taip pat ji (jos) atitinka 2011 m,
hirkelio 8 d. Curopes Parlamento ir Tarybos direktyvos 2011/65/ES dél tam tikry pavojingy medziagy naudojimo clektros ir elektroningje jrangoje apribojimo
tuikomas nuostatas ir 2006 m. geguZés 17 d. Curopos Partamento ir Tarvbos dircktyvos 2006/42/CB dél masiny, i§ daties keiiandios Dircktyva 95/16/EB,
laikomas nuostatas, perkeltas | valstybiy nariy teisés aktus.

Si deklaracija yra purengta vadovaujantis [VD reglamento 1V priedu, ROHS direktyvos VI pricdu ir Maginy direktyvos Il pricdu i yra i¥duodama tik gamintojo
atsakomybe.

NOQ

Vi, undertegnede, erklarer herved at utstyret til in vigro-diagnostikk som er anfrt ovenfor, or i samsvar med greldende bestemmelser i Europaparlaments- og
radstorordning (EU) 2017/746 av 5. april 2017 om medisinsk ulstyr Uil in vitro-diagnostikk, og yiterligere overholder gjeldende bestemmelser i
Europapurlaments- og ridsdirektiv 2011/65/EU av 8. juni 2011 om brukshegrensninger av visse fatlige stolTer i elektrisk og elektronisk utstyr, og til gjeldende
bestemmelser | Europaparlaments- og thdsdirektiv 2006/42/EF av 17. mai 2006 om maskiner, og endring av dircktiv 95/16/EF som innarbeidet | medlemsstatenes
lovgivning.

Denne erklzringen er ularbeidet i overensstemmelse med vedlegg IV i IVD-forordningen, vedlegg V1i ROHS-dircktivet og vedlegg I i maskindirektivet og cr
utstedt under produsentens eneansvar.

PL

My, nizej podpisani, ninicjszym o$wiadczamy, zc wymieniony(-e) powyzej wyrdb(wyroby) medyczny(-¢) do diagnostyki in vitro spelnial-jg) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Curopejskiegn i Rady 2 dnia § kwietnia 2017 r. w sprawie wyrobéw medyeznych do diagnostyki in vitro,
a ponadto wymagania Dyrektywy 201 1/65/UE Parlamentu Europejskiego i Rady z dnia 8 ezerwea 2011 1. w sprawie ogranicrenia stosowania niektorych
niebezpiccznych substanc)i w sprzecic elcktrycznym i elektronicznym, Dyrektywy 2006/42/WE Parlamentu Curopejskiego i Rady z dnia 17 maja 2006 1, w
sprawie maszyn, zmienigjgecj Dyrekiywg 95/16/WE, w sposob, w juki zostaly enc wdrozone do ustawodawstws paksiw cztonkowskich.

Niniejsza deklaracja zostala sporzadzona zgodnie z Zalgcznikiem [V Rozporzadzenia IVDR, Zatgcznikiem VI Dyreklywy ROHS oraz Zatacznikiem I
Dyrektywy Maszynowej i wydana na wytaezna odpowiedzialnogé producenta

Nos, abaixo assinados, declaramos que os dispositivos médicos para dagndstico in vitro descritos acima estio em conformidade com as disposigies apliciveis do
Regulamenio (UE) 2017/746 do Patlamento Eurcpeu ¢ do Conseltho, de $ de abril de 2017, relativo aos dispositivos médicos para diagnostico in vitro; e
adicionalmente, em conformidade com as disposigBes aplicaveis da Diretiva 2011/65/UE do Parlamento Furopeu e do Conselho, de 8 de junho de 2011, relativa a
restrigio do uso de determinadas substéncias perigosas em equipamentos elétricos ¢ eletrénicos, ¢ com as disposigdes aplicaveis da Diretiva 2006/42/CE do
Parlamente Europeu e do Conselho, de 17 de maio de 2006, sobre méguinas ¢ que altera a Diretiva 95/16/CE, conforme transposta nas leis dos Estados membros.

Esta declaragio ¢ feita de acorde com o Anexo 'V do Repulamenio [VD, ¢ Anexo VI da Direliva ROHS ¢ o Anexo [1 da Diretiva relativa as Maquinas e ¢ cmitida |

sob a exclusiva responsabilidade do labricante.

RO

Subsemnatii, declaram ca dispozilivul {dispozitivelc) medical(e} pentru diagnostic in vitto descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (LIE) 2017/746 al Parlamentului European §i al Consiliului din § aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro: 51,
plus, respecti dispozitiile aplicabile din Directiva 204 1/65/UF. a Patlamentului Europcan i a Consiliului din 8 iunic 2011 privind restrictia utilizirii ammitor
substanie periculoase in cchipamentele electrice §i clectronice si cu dispozititle aplicabile din Directiva 2006/42/CE a Parlamentului European gi a Consiliului din
17 mai 2006 privind wilajele si modificarea Directivel 95/16/CL:, transpusa in legile statelor membre,

Prezenta declarafie este emisi in conlormilate cu anexa IV 1a Regulamentul 1V, anexa VI la Directiva ROLLS 51 ancxa 11 la Directiva utilajelor i este emisa sub
responsabilitatea exctusivd a producitoruhyi,

SK

My, dolupodpisani. tymto vyhlasujeme, Z¢ diagnosticki(-6) zdruvotnicka(-c) pomdcka(-y) in vitro uvedena(-¢) vyi&ie je (si) v zhode s prislugnymi ustanoveniami
Nunadenia Enrdpského parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdekach in vitro; a ze je (su) dalej v zhode

s prislugnymi ustanoveniami Smemice Eurépského parlamentu a Rady 2011765/ 2 8. jiina 2011 o chmedzeni poukivania uréitych nebezpenych latok 1

v elekirickych a elektronickych zariadeniach a s pristunymi ustanoveniami Smernice Burdpského parlamentu a Rady 2006/42/ES z0 17. mija 2006 o strojovich
zariadeniach a ¢ zmene a doplneni Smernice 95/16/LS tak, ako boli transponované do zakonov Slenskych Salov. Toto vyhlasenie je v stlade s Prilohou IV
k Nariadeniu 1VD, Prilohou VI k Smemici ROHS a Prilohou 11 k Smernici o strojovich zariadeniach a vvdava sa na vwhradni zodpovednost’ vwrobeu,

5V

Vi, undertecknade, forsikrar hiinmed att den eller de mediciniekniska produkicr 13t in sitro-diagnostik som beskrivs ovan éverensstimmer med de tillampliga
bestimmelserna i Europaparlameniets och ridets forordning (EU} 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik samt dven
Overensstimmer med de tillimpliga bestimmelserna i Europaparlamentets och rddets direktiv 2011/65/EU av den 8 juni 2011 om begrinsning av anvéindring av
vissa farlipa dmnen i elektrisk och elcktionisk uirustning samt med de Lllimpliga bestimmelserna | Europaparlaimentets och tadets dircktiv 2006/42/EG av den 17
maj 2006 om maskiner ech om dndring av direkiiv 95/16/EG (omarhctning) som inférlivats | medlemsstaternas lagstifining,

Denna lorsikran gors i enlighet med bilaga 1V till IVD-forordningen, bilaga V1 till ROHS-direkrivet samt bilaga II till maskindircktivel och utfiirdas under
tillverkarens cnskilda ansvar.

Biz, agafida imzalari bulunan, yukanda belirtilen in vitro diagnostik tibbi cthazlarin, 2017/746 savili Avrupa Parlamentosu (AB) YonetmeliZi ile 5 Nisan 2017
tarthli In Vitro Diagnostik. T1bbi Cihazlar Konseyinin ilgili hitkimlerine uygun oldugunu ve aynca elektrikli ve elcktronik cihazlarda belirli tehlikeli maddelerin
kullanimintn sinirlandiriimasina iligkin 8 Haziran 2011 tarilili Konseyin ve 201 1/65/EU suyih Avrupa Parlamentosu Direktifinin ilgili hitkimlerine, makinelere
iligkin 17 May1s 2006 tarihli Konseyin ve 2006/42/EC savili Avrupa Parlamentosu Direktifinin ilgili hitktimlerine ve Oye deviet yasalarina aktarilan 95/16/EC
sayil ek Dircktife uygun oldugunu beyan cderiz,

Bu beyan IVD Yonetmeligi Ck LV, ROHS Dircktifi Gk VI ve Makineler Direktift Bk [[ uyaninca yapimistir ve {ireticinin minhasir sorumhslugu altinda

vayinlanmistir.
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Abbott
EU Declaration of Conformity
Busic UDL-DI; 238074DALO0C0ZFG
Basic UDI-DI Name: Alinity c-series Detergent B
Risk Class: Class A
List Number Product and Frade Name GMDN Code ENMDN Code
and Size Code

N8P9781 Alinity c-series Detergent B Jo038 WO201010185

(Name and Address)

Manufacturer | Abbott Laboratories
1915 Hurd Drive
Irving, TX 75038 USA

Manufacturer SRN | US-MF-000017777

Authorized Representative
(Name and Address)

Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Authorized Representative SRN

DE-AR-008009457

Produced by (Site of Manufacture)
{Name and Address)

Sekisui Diagnostics P.E.L Tnc.
70 Waits Avenue
Charlottatown

Prince Edward Island

CIE 2B9 Canada

Conformity Assessment Procedure

Annex I and U1

We, the undersigned, hereby dectare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation {(EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitre Diagrostic
Medical Devices; and additionally conforms applicable provisions of Directive 201 1/63/EU of the European Parliament and of the
Couneil of 8 June 2011 on the restriction of the use of certain hazardous substances in electrical and electronic equipment, and to
applicable provisions of Directive 2006/42/EC of the European Parliament and of the Counci! of 17 May 2006 on machinery, and
amending Directive 95/16/EC as transposed inta the laws of the membir states.
This declaration is made in accerdance with Annex IV of the FVD Regunlation, Annex VI of the ROHS Directive, and Annex 1T
of the Machinery Directive and is issued under the sole responsibifity of the mannfacturer.

Full Name:

Function:

Date of Approval: (99?’ a1, ‘“’192%9;

behalf of:

Thomas Creel Full Name: _Michele Smith-Wahesd
Sr. Director, Instrument and Automation
Quatity Funetion: _Assaciate Director, Regulatory Affairs
Signature: //Zﬂ@? /j{ et / Signature: ﬂ/x& i
=
Date of Approval: 42 . M/bu -l 2D
Signed for, and on  Abbou Labagditories, 1915 Hurd Drive, /
Trving, TX 75038
Date Issued: c?a SV Ay “‘gao’l,;)_ Place Issued:  frving, Texas
/ Effective (Date
N/A ot Lot Number):

Supersedes:

23 - M’f/ v e



EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name

BG EC AEKJIAPALIMSA 3A CbOTBETCTBHUE Bbazos UDI-DI Hawnmenosanue Ha 6a308 UDI-DI

CS | EU PROHLASENI O SHODE Zakladni UDI-DI Nézev zékladniho UDI-DI

DA EU-OVERENSSTEMMELSESERKLARING Grundleggende UDI-DI Grundleggende UDI-DI-navn

DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name

EL AHAQYH XYMMOPDQXHY EE Baowd UDI-DI Ovopooio Bacikod UDI-DI

ES DECLARACION UE DE CONFORMIDAD UDI-DI Bésico Nombre UDI-DI Basico

ET ELi vastavusdeklaratsioon Pohi-UDI-DI Po6hi-UDI-DI nimi

FR Déclaration de conformité UE IUD-ID de base Nom IUD-ID de base

HR EU IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapvet6 UDI-DI neve

IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base

LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums

LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio UDI-DI pavadinimas

NO EU-samsvarserklaering Grunnleggende UDI-DI Grunnleggende UDI-DI-navn

PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI

PT DECLARACAO UE DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Bésico

RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza

SK EU VYHLASENIE O ZHODE Zakladny UDI-DI Nazov zakladného UDI-DI

SV | EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pa grundliggande UDI-DI

TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI ismi

EN Risk Class List Number and Size Code Product and Trade Name

BG Kuac ciope pucka KaranoxeH HOMep 1 KOJ Ha pa3Mepa ViMe Ha OpOyKTa M THPrOBCKO HAHMEHOBAHHE

CS Rizikova tfida Katalogové ¢islo a koncové dvojéisli uréujici Nazev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og varemarkenavn

DE Risikoklasse Bestellnummer und GréBencode Produkt- und Handelsname

EL Katnyopia kivdvvov Kwdkog poidvtog kar Kmdikdg Tvokevasiog Mpoidv ko Epmopikn Ovopacio

ES Clase de riesgo Numero de referencia y codigo de tamafio Producto y marca comercial

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zastieni naziv

HU Kockézati osztaly Listaszam és készletkiszerelés-kod Termék- és kereskedelmi név

IT Classe di rischio Numero di listino e codice formato Prodotto e nome commerciale

LV Riska klase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniecibas nosaukums

LT Rizikos klasé Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimai

NO Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Numero de lista ¢ codigo de apresentagido Produto e nome comercial

RO Clasa de risc Numar de listd si cod dimensiune Denumirea produsului si denumirea comerciald

SK Rizikova trieda Katalogové Cislo Nézov produktu a obchodny ndzov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR Risk Sinifi Liste Numarasi ve Boyut Kodu Uriin ve Ticari Ismi




EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN

BG | Kox GMDN Kox EMDN IIpousBoauTen (MMe U aapec) EPH na npousBoauTes

CS Ko6d GMDN Kéd EMDN Vyrobcee (ndzev a adresa) Jediné registracni Cislo vyrobce

DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN

DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN

EL | Kodwdg GMDN (Ovopatoroyie | Kwdwdg EMDN (Ovopatoroyio Kartaokevaotg (Ovopa kot SRN (Movadikdg ApiBpog Mntpdov)

LITPOTEYVOAOYIKAV TPOIOVI®V) LOTPOTEYVOLOYIKMV TPOIOVT®V) Aevfouvon) Kotaokevaoth

ES Codigo GMDN Codigo EMDN Fabricante (nombre y direccion) SRN (ntimero de registro tinico) del
fabricante

ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber

FR Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du
fabricant

HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodaca

HU | GMDN-kod EMDN-ko6d Gyarto (név és cim) Gyarto egyedi regisztracios szama
(SRN)

IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico)
del fabbricante

LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotaja vienotais registracijas numurs
(VRN)

LT | Visuotinés medicinos priemoniy Europos medicinos priemoniy Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos

nomenklatiiros kodas nomenklatiiros kodas numeris
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL Kod GMDN Kod Europejskiej Nomenklatury Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Wyrobéw Medycznych producenta

PT Codigo GMDN Cdodigo EMDN Fabricante (Nome e Morada) Numero tnico de registo do fabricante

RO | Cod GMDN Cod EMDN Producitor (nume si adresa) SRN producitor

SK | Kéd GMDN Kéd EMDN Vyrobca (Nazov a adresa) Jediné registraéné Cislo (SRN) vyrobcu

SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN

TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si




EN | Authorized Representative (Name and Address) | Authorized Representative SRN Produced by (Site of Manufacture)
(Name and Address)
BG | YmbiaHOMOIIEH IpeAcTaBUTEN (MME U aIpec) EPH Ha yIsIHOMOIICHHS IPEACTABUTE IponsBeneHo OT (MACTO HA IPOU3BOACTBO) (MME H
aapec)
CS Zplnomocnény zastupce (nazev a adresa) Jediné registraéni Cislo zplnomocnéného zastupce Vyrobeno (misto vyroby) (ndzev a adresa)
DA | Autoriseret reprasentant (navn og adresse) Autoriseret repraesentants SRN Produceret af (fabrikationssted)
(Navn og adresse)
DE Bevollméchtigter (Name und Adresse) SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL E&ovoiodotnpévog Avtirpdcmnog (Ovopa Kot SRN E&ovctodotnpuévov Avtimposmnon Katookevalerar omd (Epyootdoio mopaywmyng)
Aevbouvon) (Ovopacio kat Aigvbuvon)
ES Representante autorizado (nombre y direccion) SRN (niimero de registro tinico) del representante Producido por (Lugar de fabricacion) (Nombre y
autorizado direccion)
ET Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne registreerimisnumber Tootnud (tootmiskoht) (nimi ja aadress)
FR Mandataire (nom et adresse) Numéro d'enregistrement unique du mandataire Produit par (site de fabrication)
(nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) ovlastenog Proizvodi (Mjesto proizvodnje)
zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazott képviseld egyedi regisztracios Gyarto (gyartas helye)
szdma (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario (nome e indirizzo)
LV | Pilnvarotais parstavis (nosaukums un adrese) Pilnvarota parstavja vienotais registracijas numurs Razots (razo$anas vieta)
(VRN) (nosaukums un adrese)
LT Igaliotasis atstovas (pavadinimas ir adresas) Igaliotojo atstovo unikalusis registracijos numeris Pagaminta (gamybos vieta) (pavadinimas ir
adresas)
NO | Autorisert representant (navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
(navn og adresse)
PL Upowazniony przedstawiciel (nazwa i adres) Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce produkcji)
upowaznionego przedstawiciela (nazwa i adres)
PT Mandatario (Nome e Morada) Numero tnico de registo do mandatario Produzido por (Local de fabrico)
(Nome e Morada)
RO | Reprezentant autorizat (nume si adresa) SRN reprezentant autorizat Produs de citre (locatie productie) (nume si adresa)
SK | Autorizovany zastupca (nazov a adresa) Jediné registracné ¢islo (SRN) autorizovaného Vyrobené (miesto vyroby)
zastupcu (nazov a adresa)
SV Auktoriserad representant (namn och adress) Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi)

(Isim ve Adres)




EN Conformity Assessment Procedure Annex II and III Full Name

BG IIpouiemypa 3a o1leHKa Ha ChOTBETCTBHETO IIpunoxenne II u 111 IIp1HO HaUMEeHOBaHUE
CS Postup posuzovani shody Piiloha II a IIT Cely ndzev

DA | Overensstemmelsesvurderingsprocedure Bilag II og 111 Fulde navn

DE Konformititsbewertungsverfahren Anhang II und IIT Vollstindiger Name
EL Awdikacio a&loldynong cupupudpemong Hapdapnuo IT ko 1T TIANpng ovopocio
ES Procedimiento de evaluacion de la conformidad Anexos Il y III Nombre completo
ET Vastavushindamismenetlus 11 ja III lisa Tdisnimi

FR Procédure d’évaluation de la conformité Annexes II et I1I Nom complet

HR | Postupak ocjenjivanja sukladnosti Prilog II. i III. Puni naziv

HU | Megfeleldségértékelési eljaras 11. és I1I. melléklet Teljes név

IT Procedura di valutazione della conformita Allegati 11 e 111 Nome completo

LV | Atbilstibas novértéSanas procediira 1T un III pielikums Pilns nosaukums
LT Atitikties vertinimo procediira 11 ir 11T priedai Vardas ir pavardé
NO | Framgangsmate for samsvarsvurdering Vedlegg 11 og I1T Fullt navn

PL Procedura oceny zgodnosci Zalacznik 11 oraz 111 Imie i nazwisko

PT Procedimento de avaliagdo da conformidade Anexo Il e 11T Nome completo

RO | Procedura de evaluare a conformitatii Anexa II si ITT Numele complet

SK Postup posudzovania zhody Priloha II a III Cely ndzov

SV Forfarande for bedomning av 6verensstimmelse Bilaga II och III Fullstdndigt namn
TR Uygunluk Degerlendirme Prosediirii Ek I ve 111 Ad1 Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JUTBXKHOCT IToamucaHo 3a U OT UMETO Ha JlaTa Ha u3/1aBaHe
CS Funkce Podepsano za a jménem Datum vydani

DA Funktion Underskrevet for og pa vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agrtovpyia Yroypdgetat yio Kot €K LEPOLG TOV/TNG Huepounvia ékdoong
ES Funcion Firmada por, y en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Véljaandmise kuupiev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU Beosztas Alaird a kovetkezd képviseletében és nevében Kiadas datuma

IT Funzione Firmato a nome ¢ per conto di Data di rilascio

LV Amats Parakstits §adas personas varda IzdoSanas datums
LT Pareigos Subjekto, kurio vardu pasiraSoma, pavadinimas I8davimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Fun¢do Assinado e em nome de Data de emissdo

RO Functia Semnat pentru si In numele Data eliberarii

SK Funkcia Podpisané za a v mene Datum vydania

SV Funktion Undertecknat for och pa uppdrag av Datum for utfidrdande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi




EN Supersedes Signature Date of Approval
BG 3amecTBa TToamnuc JlaTa Ha ogoOpeHue
CS Nahrazuje Podpis Datum schvéleni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikafiotd Yroypaen Hpepounvia éykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupdev
FR Annule et remplace Signature Date de I’autorisation
HR | Zamjenjuje Potpis Datum odobrenja

HU | Hatalytalanitja a kovetkez6 dokumentumot: Alairas Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts ApstiprinaSanas datums
LT Pakeicia Parasas Patvirtinimo data

NO Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovagio
RO Inlocuitor Semnatura Data aprobarii

SK Nahradza Podpis Datum schvélenia

SV Ersitter Namnteckning Datum for godkdnnande
TR Yerini aldig1 belge imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha U3/1aBaHe B cuna o1/3a_(maTa mim HoMep Ha MapTHAA)

CS Misto vydani Uginné od (datum nebo ¢&islo Sarze)

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Giiltig ab (Datum oder Chargenbezeichnung)

EL Tomog ékdoong e 1oyv and (Huepopnvia M ap. maptidog)

ES Expedida en Efectiva (fecha o numero de lote)

ET Viljaandmise koht Joustumine (kuupdev voi partiinumber)

FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)

HR Mjesto izdavanja Stupa na snagu (datum ili broj serije)

HU Kiadas helye Hatdlybalépés (datum vagy tételszam)

IT Luogo di rilascio Valido da (data o numero di lotto)

LV Izdo$anas vieta Spéka no (datums vai partijas numurs)

LT Isdavimo vieta Isigalioja (data arba partijos numeris)

NO Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowigzuje od (data lub numer partii)

PT Local de emissdo Efetividade (Data ou numero de lote)

RO Locul eliberarii Valabilitate (data sau numarul lotului)

SK Miesto vydania Uginnost’ od (d4tum alebo ¢&islo Sarze)

SV Plats for utfirdande Verkstélligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirliik (Tarih veya Lot Numarasi)




EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of S April 2017 on In Vitro Diagnostic Medical Devices; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parliament
and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex II of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

BG

Hue, nonmynoanucanute, ¢ HACTOSIIOTO JEK/IapUpaMe, 4e TOPEONCaHOTO(UTe) MEAUIIMHCKO(H) U3JIeNe(s) 32 MHBUTPO ANArHOCTUKA OTroBapsi(T) Ha
IpUIOKUMHTE pasnopentdu Ha Permament (EC) 2017/746 na EBponeiickus napnaMenT 1 Ha ChBeTa oT 5 anpuin 2017 T. 0OTHOCHO MEIUITMHCKUTE U3/EIUs 3
HMHBUTPO AMATHOCTHUKA; OCBEH TOBA OTroBaps(T) Ha MPHIOKUMHUTE paznopenou Ha Jupexrusa 2011/65/EC na EBponeiickus napnamenT 1 Ha CpBeTa OT 8 1oHH
2011 r. OTHOCHO OrpaHMYEHUETO Ha YIOoTpebaTa Ha ONPEIENICHH OITACHH BEILECTBA B €JIEKTPHYECKOTO U €IEKTPOHHOTO 000pyIBaHE U HA MPHUIIOKHMHUTE
pasnopen6u Ha Jupextua 2006/42/EO na EBponeiickus napaamenT u Ha CpBeTa oT 17 Maif 2006 T. 0OTHOCHO MAIlIMHUTE, U 32 U3MEHEHHUE Ha JlupeKTHBa
95/16/EQ, KakTo € TpaHCIOHHPaHa B HALMOHAIHOTO 3aKOHOATEJICTBO Ha TbPIKABUTE YICHKH.

Tasu nexnapanus ce npaBu B cboTBeTCTBHE C IIpHinoxenue IV Ha Pernamenra 3a IVD, Ipunoxenue VI Ha [lupekTrBaTa 3a orpaHM4aBaHe Ha ONIACHUTE
Bemectsa (ROHS) u [punoxenue 11 na /lupekTHBaTa OTHOCHO MAIIMHUTE U 32 HEWHOTO M3/JaBaHE OTTOBOPHOCT HOCH €AMHCTBEHO IIPOU3BOAUTEIIAT.

CS

My, nize podepsani, timto prohlasujeme, Ze diagnosticky(-¢) zdravotnicky(-¢) prostiedek (prosttedky) in vitro uvedeny(-¢) vyse je (jsou) ve shodé s pfislusnymi
ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostfedcich in vitro; a Ze je (jsou)
dale ve shod¢ s pfisluSnymi ustanovenimi smérnice Evropského parlamentu a Rady 2011/65/EU ze dne 8. ¢ervna 2011 o omezeni pouzivani n¢kterych
nebezpecnych latek v elektrickych a elektronickych zafizenich a s pfislusnymi ustanovenimi smérnice Evropského parlamentu a Rady 2006/42/ES ze dne 17.
kvétna 2006 o strojnich zatizenich a o zméné smérnice 95/16/ES, jak byla provedena ve vnitrostatnim pravu ¢lenskych statti. Toto prohlaseni je v souladu s
Ptilohou IV natizeni IVD, Ptilohou VI smérnice ROHS a Ptilohou II smérnice o strojnich zafizenich a je vydano na vyhradni odpovédnost vyrobce.

DA

Vi, undertegnede, erklarer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de geeldende
bestemmelser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr, ligesom det overholder
geldende bestemmelser i Europa-Parlamentets og Radets direktiv 2011/65/EU af 8. juni 2011 om begransning af brugen af visse farlige stoffer i elektrisk og
elektronisk udstyr samt overholder geeldende bestemmelser i Europa-Parlamentets og Radets direktiv 2006/42/EF af 17. maj 2006 om maskiner og @ndring af
direktiv 95/16/EF, som det er transponeret i medlemsstaternes lovgivning.

Denne erklering afgives i overensstemmelse med IVD-forordningens bilag IV, ROHS-direktivets bilag VI samt maskindirektivets bilag II og udstedes under
fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erkldren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Européischen Parlaments und des Rates vom 5. April 2017 {iber In-vitro-Diagnostika erfiillen und zusétzlich
die entsprechenden Bestimmungen der Richtlinie 2011/65/EU des Européischen Parlaments und des Rates vom 8. Juni 2011 zur Beschrankung der Verwendung
bestimmter geféhrlicher Stoffe in Elektro- und Elektronikgerdten sowie der Richtlinie 2006/42/EG des Europdischen Parlaments und des Rates vom 17. Mai 2006
iiber Maschinen und zur Anderung der Richtlinie 95/16/EG gemiB Umsetzung in den Gesetzen der Mitgliedsstaaten.

Diese Erklarung erfolgt gema Anhang IV der IVD-Verordnung, Anhang VI der RoHS-Richtlinie und Anhang II der Maschinen-Richtlinie und wird unter
alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, ot vmoypapovteg, SNAGVOLLE e TO TapOV OTL T TPOAVAPEPOUEVE. SI0YVAOCTIKE 1OTPOTEYVOLOYIKA TPOTOVTH GUUHOPPAOVOVTAL LE TIG 1I0)YDOVCEG S1aTAEELS
tov Kavovieuot (EE) 2017/746 tov Evponaikot KowoBoviiov kot tov ZopPoviiov g 5™ Anpihiov 2017 oyetikd e ta in vitro S10yveCTIKE 10TpOTEXVOLOYIKA
TPOIOGVTOL KL EMIONG GLUHOPPAOVOVTOL e TS oydovoeg dratdéelg g Odnyiag 2011/65/EE tov Evponaikod KowvoBovAiov kot tov Zvppoviiov g 8™ lovviov
2011 oyeTikd pe TOVG TEPLOPIGUOVG GTN YPTOT) CUYKEKPLUEVAV EMKIVILVOV 0VGIAOV GTOV NAEKTPLKO Kot NAEKTPOVIKO EO0MAGHO, KAOMS Kot L TIG 10X00VCES
Swatd&ers g Odnyiag 2006/42/EK tov Evpanaikot Kowvopoviiov kot tov Zvppoviiov g 17" Moiov 2006 oyetikd e Tov unxovikod eEomhopnd Kot v
tpomomomtikny Odnyia 95/16/EK émwg ot petapéptnke ot vopobesio tmv kpatdv pedv. H Miwon avtn yivetoan copgova pe to Mopdptmpa IV tov
Kavoviopo0 IVD, to Hapaptnpa VI g Odnyiag ROHS kot to Tapdptnua II g Odnylog yio tov pnyovikd eEomhopd kot ekdidetal pe amokAelotikn evfovn
TOV KOTOOKEVAOTY].

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnostico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagnostico
in vitro; y ademas cumple(n) las disposiciones aplicables de la Directiva 2011/65/EU del Parlamento Europeo y del Consejo del 8 de junio de 2011 sobre
restricciones a la utilizacion de determinadas sustancias peligrosas en aparatos eléctricos y electronicos, y las disposiciones aplicables de la Directiva 2006/42/EC
del Parlamento Europeo y del Consejo del 17 de mayo de 2006 sobre maquinaria, y la Directiva de enmienda 95/16/EC tal y como se ha incorporado en las leyes
de los Estados Miembros.

Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD, Anexo VI de la Directiva ROHS y Anexo II de la Directiva de maquinas y es
emitida bajo la exclusiva responsabilidad del fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
madruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sitetele ning lisaks vastab see kohaldatavatele sitetele Euroopa
Parlamendi ja ndukogu 8. juuni 2011. aasta direktiivis 2011/65/EL (teatavate ohtlike ainete kasutamise piiramise kohta elektri- ja elektroonikaseadmetes) ja
Euroopa Parlamendi ja ndukogu direktiivis 2006/42/EU, 17. mai 2006, mis kisitleb masinaid ja millega muudetakse direktiivi 95/16/EU, nagu see on iile vdetud
litkmesriikide seadustesse.

See deklaratsioon on koostatud vastavalt IVD mééruse 1V lisale, ROHS direktiivi VI lisale ja masinadirektiivi II lisale ning see on vilja antud tootja vastutusel.

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux dispositions
applicables du Reglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in vitro, aux
dispositions applicables de la Directive 2011/65/UE du Parlement européen et du Conseil du 8 juin 2011 relative a la limitation de 1’utilisation de certaines
substances dangereuses dans les équipements électriques et électroniques, aux dispositions applicables de la Directive 2006/42/CE du Parlement européen et du
Conseil du 17 mai 2006 relative aux machines et modifiant la Directive 95/16/CE, telles que transposées dans le droit national des Etats membres. Cette
déclaration est établie conformément a I’ Annexe IV du Reéglement DIV, a I’ Annexe VI de la Directive ROHS ainsi qu’a I’ Annexe II de la Directive Machines
sous la seule responsabilité du fabricant.

HR

Mi, nize potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vije¢a od 5. travnja 2017. o in vitro dijagnostickim medicinskim proizvodima; i dodatno primjenjivim odredbama Direktive
2011/65/EU Europskog parlamenta i Vijeca od 8. lipnja 2011. o ograni¢enju uporabe odredenih opasnih tvari u elektri¢noj i elektronickoj opremi, te primjenjivim
odredbama Direktive 2006/42/EZ Europskog parlamenta i Vijec¢a od 17. svibnja 2006. o strojevima zamjenjujuci Direktivu 95/16/EZ kako je pretoceno u zakone
drzava ¢lanica.

Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD, Prilogom VI. Direktive ROHS i Prilogom II. Direktive o strojevima i izdaje se pod isklju¢ivom
odgovornoséu proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszk6z(6k) megfelel(nek) az Eurdpai Parlament és a Tanacs in vitro diagnosztikai
orvostechnikai eszkdzokrél szol6 (EU) 2017/746 (2017. aprilis 5.) rendelete vonatkozé rendelkezéseit; tovabba az Eurdpai Parlament és a Tandcs egyes veszélyes
anyagok elektromos ¢és elektronikus berendezésekben valo alkalmazasanak korlatozasarol szol6 2011/65/EU (2011. junius 8.) irdnyelve (RoHS iranyelv)
vonatkoz6 rendelkezéseit; valamint az Eurdpai Parlament és a Tanacs a gépekrdl és a 95/16/EK iranyelv modositasarol szo16 2006/42/EK (2006. majus 17.)
iranyelve vonatkozo rendelkezéseit a tagallamok jogrendjébe atiiltet6 rendelkezéseknek. A jelen nyilatkozat megfelel az IVD rendelet IV. mellékletében, a RoHS
irdnyelv VL. mellékletében és a gépekrdl sz616 irdnyelv I1. mellékletében foglalt eldirdsoknak, és a gyartd kizardlagos feleldssége alapjan keriilt kiaddsra.




EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of S April 2017 on In Vitro Diagnostic Medical Devices; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parliament
and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex II of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

IT

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) ¢(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro; ¢(sono)
inoltre conforme(i) alle disposizioni applicabili della direttiva 2011/65/UE del Parlamento europeo e del Consiglio dell'8 giugno 2011 sulla restrizione dell’uso di
determinate sostanze pericolose nelle apparecchiature elettriche ed elettroniche, e alle disposizioni applicabili della direttiva 2006/42/CE del Parlamento europeo
e del Consiglio del 17 maggio 2006 relativa alle macchine e che modifica la direttiva 95/16/CE come recepite nelle legislazioni degli Stati membri. Questa
dichiarazione ¢ redatta in conformita all'allegato IV del regolamento IVD, all'allegato VI della direttiva ROHS e all'allegato II della direttiva macchine ed ¢
rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

Mgs, apaksa parakstijusies, ar So pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemérojamajam prasibam par in vitro diagnostikas mediciniskam iericém un papildus prasibam, kas noteiktas
Eiropas Parlamenta un Padomes Direktiva 2011/65/ES (2011. gada 8. junijs) par dazu bistamu vielu izmantoSanas ierobezosanu elektriskas un elektroniskas
iekartas un Eiropas Parlamenta un Padomes Direktiva 2006/42/EK (2006. gada 17. maijs) par masinam, un ar kuru groza Direktivu 95/16/EK, ka ta ieviesta
dalibvalstu tiesibu aktos.

Si deklaracija ir sagatavota saskana ar IVD regulas IV pielikumu, ROHS direktivas VI pielikumu un Direktivas par maginam II pielikumu un par izdosanu atbild
vienigi razotajs.

LT

Mes, toliau pasirasiusieji (-iusiosios), pareiSkiame, kad anks¢iau minéta (-0s) in vitro diagnostikos medicinos priemoné (-és) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas; taip pat ji (jos) atitinka 2011 m.
birzelio 8 d. Europos Parlamento ir Tarybos direktyvos 2011/65/ES dél tam tikry pavojingy medziagy naudojimo elektros ir elektroninéje jrangoje apribojimo
taikomas nuostatas ir 2006 m. geguzés 17 d. Europos Parlamento ir Tarybos direktyvos 2006/42/EB dél masiny, i$ dalies kei¢ian¢ios Direktyva 95/16/EB,
taikomas nuostatas, perkeltas j valstybiy nariy teisés aktus.

Si deklaracija yra parengta vadovaujantis IVD reglamento IV priedu, ROHS direktyvos VI priedu ir Masiny direktyvos II priedu ir yra i$duodama tik gamintojo
atsakomybe.

NO

Vi, undertegnede, erklaerer herved at utstyret til in vitro-diagnostikk som er anfort ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
radsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk, og ytterligere overholder gjeldende bestemmelser i
Europaparlaments- og radsdirektiv 2011/65/EU av 8. juni 2011 om bruksbegrensninger av visse farlige stoffer i elektrisk og elektronisk utstyr, og til gjeldende
bestemmelser i Europaparlaments- og radsdirektiv 2006/42/EF av 17. mai 2006 om maskiner, og endring av direktiv 95/16/EF som innarbeidet i medlemsstatenes
lovgivning.

Denne erkleeringen er utarbeidet i overensstemmelse med vedlegg IV i IVD-forordningen, vedlegg VI i ROHS-direktivet og vedlegg 11 i maskindirektivet og er
utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym o$wiadczamy, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spetnia(-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobow medycznych do diagnostyki in vitro,
a ponadto wymagania Dyrektywy 2011/65/UE Parlamentu Europejskiego i Rady z dnia 8 czerwca 2011 r. w sprawie ograniczenia stosowania niektorych
niebezpiecznych substancji w sprzecie elektrycznym i elektronicznym, Dyrektywy 2006/42/WE Parlamentu Europejskiego i Rady z dnia 17 maja 2006 r. w
sprawie maszyn, zmieniajacej Dyrektywe 95/16/WE, w sposob, w jaki zostaly one wdrozone do ustawodawstwa panstw cztonkowskich.

Niniejsza deklaracja zostata sporzadzona zgodnie z Zatacznikiem IV Rozporzadzenia IVDR, Zalacznikiem VI Dyrektywy ROHS oraz Zatacznikiem II
Dyrektywy Maszynowej i wydana na wylaczna odpowiedzialno$¢ producenta.

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagnostico in vitro descritos acima estdo em conformidade com as disposigdes aplicaveis do
Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnostico in vitro; e
adicionalmente, em conformidade com as disposi¢des aplicaveis da Diretiva 2011/65/UE do Parlamento Europeu e do Conselho, de 8 de junho de 2011, relativa a
restri¢do do uso de determinadas substancias perigosas em equipamentos elétricos e eletronicos, e com as disposigdes aplicaveis da Diretiva 2006/42/CE do
Parlamento Europeu e do Conselho, de 17 de maio de 2006, sobre maquinas e que altera a Diretiva 95/16/CE, conforme transposta nas leis dos Estados membros.
Esta declaragéo ¢ feita de acordo com o Anexo IV do Regulamento IVD, o Anexo VI da Diretiva ROHS e o Anexo II da Diretiva relativa as Maquinas e ¢ emitida
sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declaram ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro; si, in
plus, respecta dispozitiile aplicabile din Directiva 2011/65/UE a Parlamentului European si a Consiliului din 8 iunie 2011 privind restrictia utilizarii anumitor
substante periculoase in echipamentele electrice si electronice si cu dispozitiile aplicabile din Directiva 2006/42/CE a Parlamentului European si a Consiliului din
17 mai 2006 privind utilajele si modificarea Directivei 95/16/CE, transpusa in legile statelor membre.

Prezenta declaratie este emisa in conformitate cu anexa IV la Regulamentul IVD, anexa VI la Directiva ROHS si anexa II la Directiva utilajelor si este emisa sub
responsabilitatea exclusiva a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, ze diagnosticka(-¢) zdravotnicka(-e) pomocka(-y) in vitro uvedena(-¢) vyssie je (sit) v zhode s prislusnymi ustanoveniami
Nariadenia Eurdpského parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro; a Ze je (s) d’alej v zhode

s prislu§nymi ustanoveniami Smernice Eurépského parlamentu a Rady 2011/65/EU z 8. jina 2011 o obmedzeni pouZivania uréitych nebezpetnych latok

v elektrickych a elektronickych zariadeniach a s prislusnymi ustanoveniami Smernice Eurdpského parlamentu a Rady 2006/42/ES zo 17. maja 2006 o strojovych
zariadeniach a o zmene a doplneni Smernice 95/16/ES tak, ako boli transponované do zakonov ¢lenskych statov. Toto vyhlasenie je v stilade s Prilohou IV

k Nariadeniu IVD, Prilohou VI k Smernici ROHS a Prilohou II k Smernici o strojovych zariadeniach a vydéava sa na vyhradnu zodpovednost vyrobcu.

SV

Vi, undertecknade, forsdkrar harmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan 6verensstimmer med de tillimpliga
bestammelserna i Europaparlamentets och radets férordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik samt dven
overensstimmer med de tillimpliga bestimmelserna i Europaparlamentets och radets direktiv 2011/65/EU av den 8 juni 2011 om begrénsning av anvdndning av
vissa farliga &mnen i elektrisk och elektronisk utrustning samt med de tilldmpliga bestdimmelserna i Europaparlamentets och radets direktiv 2006/42/EG av den 17
maj 2006 om maskiner och om @ndring av direktiv 95/16/EG (omarbetning) som inforlivats i medlemsstaternas lagstiftning.

Denna forsékran gors i enlighet med bilaga IV till IVD-forordningen, bilaga VI till ROHS-direktivet samt bilaga II till maskindirektivet och utférdas under
tillverkarens enskilda ansvar.

TR

Biz, agsagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarmn, 2017/746 sayil1 Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu ve ayrica elektrikli ve elektronik cihazlarda belirli tehlikeli maddelerin
kullaniminin simirlandirilmasina iliskin 8 Haziran 2011 tarihli Konseyin ve 2011/65/EU sayili Avrupa Parlamentosu Direktifinin ilgili hiikiimlerine, makinelere
iligkin 17 May1s 2006 tarihli Konseyin ve 2006/42/EC sayil1 Avrupa Parlamentosu Direktifinin ilgili hiikiimlerine ve iiye devlet yasalarina aktarilan 95/16/EC
say1li ek Direktife uygun oldugunu beyan ederiz.

Bu beyan IVD Yoénetmeligi Ek IV, ROHS Direktifi Ek VI ve Makineler Direktifi Ek II uyarinca yapilmistir ve tireticinin miinhasir sorumlulugu altinda
yayinlanmigtir.




End of form



() Abbott
> ®
Declaration of Conformity

Certificate Identification: DOC-08P4020, 08P4030-SD DELK TPM
Legal Manufacturer’s Name: Abbott GmbH
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers and GMDN 5 : : .
Sige Colle of Devices: | Code Names and Description of Devices Classification
08P4020 52891 Alinity ¢ Phosphorus Reagent Kit Self-declared
08P4030 52891 Alinity ¢ Phosphorus Reagent Kit Self-declared
Authorized European N/A

Representative (name and address)

Storage site of technical ; ; ;
documentation (name and address) Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA.

Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: ( . &[M Signature: L,f)‘! r/jj}fér/mlj:uy )
Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: 22 ]/L’ —?02! Date of Approval: [1-JU1-202)
[ -
Date Issued: 22~ /:/33,/-' 2o 24
o -
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 04-Jan-2017

Effective (Date or

Lot Number): 22- /?Z%/- XC2




a ABBOTT

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

04T96

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

Representative (name and address)

BT T
List Numbers GMDN Code Names and Description of Devices Classification
and Size Code |

of Devices ]
0479620 53030 Gamma-Glutamyl Transferase2 Self-declared
04T9630 53030 Gamma-Glutamyl Transferase2 Self-declared
Authorized European Not Applicable B

Storage of technical documentation
(name and address)

Abben Ireland Diagnostics Divislon, Lisnamuck, Longford, Co.

Longford, Ireland.

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: )(rl (}bm ﬁ\a gl-/ Signature:

Full Name 5 s Full Name

(printed): Siobhan Wright (rinted):

Position: Director Quality Assurance/ Position:
Site Quality Head

Date of 0%- S€Y- Lont Date of

Approval: Approval:

Date Issued: 09 - S oLt Place Issued:

Supersedes: ot Applicable

Effective Date:

Thomas Breslin

Manager Regulatory Affairs

09 - Sep - 2021

Abbott Ireland Diagnostics Division,
Lisnamuck, Longford, Co. Longford, Ireland.

09 - Sep - 2021
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L] ®
Declaration of Conformity
Certificate Identification: DOC-07P5520, 07P5530-SD DELK TPM
Legal Manufacturer’s Name: Abbott GmbH
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers and GMDN _— . :
Size Code of Devices. | Code Names and Description of Devices Classification
07P5520 53301 Alinity ¢ Glucose Reagent Kit Self-declared
07P5530 53301 Alinity ¢ Glucose Reagent Kit
Authorized European N/A

Representative (name and address)

Storage site of technical 2 : y
documentation (name and address) Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA.

Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: / ’g(J;}::{f Signature: ,f{“({lg ?&;’ ﬂzgmi’

Full Name: Claudia Becker Full Name: Tiffini Jenkins

Position: Director Quality Assurance Position: Manager Regulatory Affairs

Date of Approval: 2 Z 7‘,1,’ _) ’ Z} Date of Approval: H~Jl-2021

: B -
Date Issued: L2~ % 2 P24
&

Place Issued: 65205 Wiesbaden, Germany
Supersedes: 13-Oct-2017

Effective (Date or

Lot Number): 24.? - C?CZ;‘/- ..{‘-_ZZ(?/
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Abbott EU Declaration of Conformity
Basic UDI-DI: 038074 ACP0O77519
Basic UDI-DI Name: Alinity ¢ Ultra HDL
Risk Class: Class B
List Number Product and Trade Name GMDN Code EMDN Code
and Size Code
07P7520 Alinity ¢ Ultra HDLReagent Kit 53391 W01010215
07P7530 Alinity ¢ Ultra HDLReagent Kit 53391 W01010215
Manufacturer Abbott GmbH, Max-Planck-Ring 2, 65205 Wiesbaden, Germany
(Name and Address)
Manufacturer SRN DE-MF-000009455
Authorized Representative N/A
(Name and Address)
Authorized Representative SRN N/A
Produced by (Site of manufacture) Sekisui Diagnostics P.E.L. Inc.
(Name and Address) 70 Watts Avenue
Charlottetown
Prince Edward Island
CIE 2B9
Canada
Notified Body TUV SUD Product Service GmbH Zertifizierstellen
(Name and Identification Number) Ridlerstrafie 65, 80339 Miinchen, Germany
Notified Body Number 0123
Quality Management System EU Certificate No.
v A Annex IX Chapters I and III, No. V12 010051 0137
Conformity Assessment Procedure including an assessment of the technical
documentation for devices concerned on
the basis of representative samples.
Common Specifications (CS) N/A

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic

Medical Devices. This declaration is made in accordance with Annex IV of the IVD Regulation and is issued under the

sole responsibility of the manufacturer.

Full Name: Claudia Becker

Full Name: Susanne Ulrich

Function: _Director Quality Assurance

Function: _Assec. Director Regulatory Affairs

Signature: (! @{/f

."I ’} o
Signature: .’%4,0 S el sl % L@L
7 L

Date of Approval:

A2 0c+-2p2 3

Signed for, and on

Date of Approval: 47/ Cecd / 2627

behalf of: _Abbott GmbH, Wiesbaden, Germany

Date Issued: / Z QC f 2‘02 Z

Place Issued: 65205 Wiesbaden, Germany

Supersedes:  08-Jul-2022

Effective (Date

or Lot Number): /;- ﬁt’/"' ZJ’Z\S’




EU Declaration of Conformity

Basic UDI-D1

Basic UDI-DY Name

BG | EC JEKJIAPALNA 3A CROTBETCTBHUE Fason UDI-DI Haumenosaune ma 6asos UDI-DI

Ccs EU PROMLASEN] O SHODE Zakladnd UDI-Di Néazev zakladuiho UDI-DI

DA | EU-OVERENSSTEMMELSESERKL/ERING Grundleggende UDI-DI Grundlaxggende UDL-DI-navn

DE | EU-KONFORMITATSERKLARUNG Basig-UDI-DI Basis-UDI-DI Name

EL | AHAOFRH ZYMMOP®GOIHE EE Bogikd UDI-D1 Ovopugio, freotcot UDI-DI

ES DECLARACION UE DE CONFORMIDAD UDI-DI Bésico Nomibwe UDI-DI Bésico

ET ELIVASTAVUSDEKLARATSIOON Pahi-UDI-DI P&hi-UDI-DI nimi

FR DECLARATION DE CONFORMITE UE IJD-ID de base Nom IUD-ID de base

HE | EUIZIAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU | EU-megfecleléségi nyilatkozat Alapveis UDI-DI Alapvetd UDI-DI neve

IT DICHIARAZIONE DI CONFORMITA UE UD-D di base Nome UDI-DI di base

LV | ES ATBILSTIBAS DEKLARACIJA Paroala UDI-DI Pamaila UDI-DI nosaukums

LT ES ATITIKTIES DEXLARACUA Bazinis UDI-DI Bazinio UDI-DI pavadinimas

NO | EU-SAMSVARSERKLERING Grunnjeggende UDI-DI Grunnleggende UDE-Di-navn

PL DEKLARACIA ZGODNOSCI UE Kod Basic UDE-DI Nazwa kodu Basic UDI-TH

PT DECLARACAQ UE DE CONFORMIDADE UDI-DI basico Nowme UDI-DI Basico

RO DECLARATIA DE CONFORMITATE UE UDI-DM de baza Nume UDIL-DI de bazs

SK EU VYHLASENIE O ZHODE Zikladoy UDI-DI Nézov zikladného UDI-DI

sV gﬂgﬁgﬁ%ﬁ%‘“&fﬁ Grundliggande UDI-DI Namn pé grundliggande UDI-DI

TR | AB Uygunluk Beyam Temel UDI-BI Temel UIN-DI ismi

EN Risk Class List Number and Size Code Product and Trade Name

BG Knac cnopex pucka Kata/iokeHn HoMEp ¥ KO/ Ha pasmepa MMe na IPOIYKTE H THProBLKO HAHMEHOGANHE

Cs Rizikova tFida Katalogove Eislo a koncové dvoudisli Nazev produktu a obchodni ndzev
urtujici velikost spupravy

DA | Risikoklasse Bestillingsnuinmer og sterrelseskode Produkt- eg varemzerkenava

DE Risikoklasse Bestelinummer und GréPencode Produkt- und Handelsname

EL Kurtiryopie sivdivou Kodwog poidvrog wat Kondudg Mpoiby ke Eunopwt) Ovopacie
Inakehaciug

ES Clase de riesgo Niamero de referencia y c6digo de tamaiio Producio y marca comercial

ET Riskiklass Katalooginumber ja suurusckood Toote- ja kaubamimi

FR Classc de risque Référence Nom de produit ¢t de margue

HR | Klasa rizika Kalaloski brof i oznaka pakianja Naziy proizvoda i zadtiGeni naziv

HU Kockdazati osztaly Listaszim &s készletkiszerclés-kad Termék- s kereskedelmi név

IT Classe di rischio Numero di listing e codice formato Prodotio ¢ nome commeiciale

LY | Riskaklasc Kataloga numurs un iepakojuma kods Produkia un tirdzniecibas nosaukums

LT Rizikos kiase Katalogo nuneris ir dydZio kodas Gatminio ir prekybinis pavadinimas

NO | Risikoklassc Bestillingsnummer og starrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalopowy Nazwa produkiv i nazwa handiowa

PT Classc de risco Numero de lista ¢ cddigo de apresentagio Preduto € nome comercial

RO | Clasii de risc Numir de fists st cod dimensiune Denumirca produsului i denumirea comerciali

SK Rizikova tricda Kalaldgové Lislo Nazov produkiu a obchodny nazov

sV Riskklass Listnummmer och storlekskod Produkt och firmanmnn

TR | Risk Simh Liste Numarast ve Uriin Kodu Uriin ve Ticari [smi
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EN | GMDN Code EMDN Code Manunfactorer {(Name and Manufacterer SRN
Address)
BG | Kon GMDN Kon EMDN MpoueoamTen (MMe 1 anpec) EPH na npom3zonytens
CS | Kéd GMDN Kod EMDN Vyrobee (ndzev a adresa) Jeding registraéni &islo vyrobee
DA | GMDN-kode EMDN-kode Fabrikant {(navn og adresse) Fabrikants SEN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kwduog GMDN Kwdukdc EMDN Karookevaothc {Ovopa Kot SRN (Movadikdg Apdude Mnrpdon) Koereorsuaoth
(Ovoperohoyiv {Ovopatohoryio Agvbuvorn)
WTPOTELVOAOYIKY WETPOTEYVORDYIKDY
TPOTdvTEY) TPOTGVTEV)
ES | Cddigo GMDN Codigo EMDN Fabricante {nombre v dircecion) SRN {niimerce de registro tinico) del labrcanle
ET { GMDN-kood EMDN-kood Tootia (nimi ja aadress) Toutja unikaalne repistreerimisnumber
FR | Code GMDN Code EMDN Fabricant (notn et adresse) Numém d'enregistroment unigue du fabricant
HR | GMDN kod EMDN kod Proizvodad (naxziv i adresa) SRN (jedinstveni regisiracijski broj) proizvodada
HU | GMDN-kéd EMDM-kéd Gyantd (név &5 cim) Gydrtd egyedi regisziracios szdma (SRN}
IT Codicc GMDN Codice EMDN Fabbricantc {nomc e indirizzo) SRN (numero di registrazione unico) del fabbricante
LY | GMDN kods EMDN kods RaZotdjs (nosaukums un adrese) Ra¥otaja vienotais registrdcijas numurs (VRIN}
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir Gamintojo unikalusis registracijos numeris
pricmoniy nomenklalfires | priemoniy nomenklatiiros | adresas)
kodus kodas
NG | GMDNM-kode EMDN-kode Produgent (navn og adresse) Produseniens SRN
PL | Kod GMDN I<ed Europejskicf Producent {nazwa i adres} Niepowiarzalny numer rejesiracyjny producenta
Nomenklaluty Wyrobdw
Medycznych
PT | Cddige GMDN Cédigo EMDN Fabricante (Nome e Morada) Niunero imico de registo do tabricanls
RC | Cod GMDN Cod EMDN Produciitor (nume si adresi) SRN produciitor
SK | Kad GMDNM Kad EMDN Vyrobea (Nizov a adresa) Jeding registraéné gislo (SRN) vyroben
SV | GMDN-kod EMDN-kod Tillverkare (namn och advess) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Urctici SRN'si
EN Anthorized Representative (Name and Authorized Representative SRN Produced by (Site of Manufacture)
Address) (Name and Address)
BG YOLNIIOMOIUGH Npelctasuten (MMC W ajce) EPH u2 ynbnaosMomicHus npeieiasen TipomneIcHe 01 (MACTO HA NPOMIROACTRO} (MME 1
anpec)
cs Zplnomocnény zastapee (nazev 2 adresa) Jeding registradni &islo zplnomocnéncho Vyrobeno (misto viroby}
zastupce {ndzcv a adresa)
DA | Autoriseret representant (navn og adresse) Autoriserct repracsentants SRN Produceret af (fremstillingssied)
{navn og adresse)
DE Bevolimiichtigter (Name und Adresse) SRN des Bevollmichtigten Hergestelt von (Herstellungssiandort}
{Name und Adressc)
EL EEovcodomnpévog Avittpbonmos {(Ovopo kot | SRN EZpuoodotiipévon AvTmposémon Kareoieudtetor and (Epyoatiow aapuyoync)
AgiGuvon} {Ovounoio ke AighBoven)
ES Representante autorizado (nombre y SRN (némero de registro dnico} del Producido por (Lugar de fabricacion) (Nombre y
direccion) representante autorizade dircecion)
ET Voelitatud esindaja (nimi ja aadress) Volilalud esindaja unikaane Toomud {tootmiskeht) {nimi ja aadress)
registreerimisnumber
FR Mandalaire (noim et adrcsse) Numéro d'enregistrement unigque du Produil par {site de fabrication)
mandataire {nom et adresse)
HR | Ovlakteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj} Proizvodi (Mjesto proizvodnje)
oviastenog zastupnika (Nuziv { adresa)
HU | Meghatalmazott képviselG (név és cim) Meghatalmazott képvisels ceyedi Gyartd (gyartas helye)
iepisztracios szama (SRN) (név és cim)
IT Mandatario {nome ¢ inditizzo) SRN {nuwmeie di registmzione unico) del Prodolto da (sito di fabbricazione)
mandatario {nome ¢ indirizzo)
LV | Pilnvarctais parstavis (nosaukums un adrese) Pilnvarota parstivia vienotais regfristracijas Razots (raZoianas victa)
niunuys (Y RN) (nosaukums un adrese}
LT galiotasis atstovas {pavadinimas ir adrosas) Jgaliotojo atstovo unikalusis registracijos Pagaminta (gamybos vieta) (pavadinimas ir adresas)
numetis
NO Autorisert representant (navn og adresse) Den autoriserie representantens SRN Produsert av {produksjonssted)
{navn og adresse)
PL Upowazniony przedstawicicl (nazwa i adres) Niepowtarzalny numer rejestracy iy Wyprodukowano przez {Inicjsce produkeji)
upowaznioncgo przedslawiciel {narwa i adres)
PT Mandatario (Nome e Morada) Numero dnico de registo do mandatario Produzido por (Local de {abiico)
{Nome e Morada}
RO i Reprezentanl autorizat (nume si adresii) SRN reprecentanl autorizat Produs de cdtre (locatie productic) (nume i adress)
SK Autorizovany zistupea (nazov a adresa) Jeding registradné &islo (SRN) autorizovaného | Viyrobené (miesto vioby)
zastupeu {nézov a adresa)
3y Auktoriserad representant (namn oclt adress) Auldoriserad representants SEN Tillverkas av (fillverkningsort) (namn och adress)
TR Yetkili Temsilei (Isim ve Adres) Yetkili Temsilci SRNsi Uretici (Uretim Tesisi}

{Isim ve Adics)
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EN Notified Body (Name and Identification Number) Conformity Assessment Procedare
BG HoTuduumpat opran (#Me 1 pueHTRPUEALBOHEN HOMSp) [Tpouenypa 34 OLEHKA Hi CLOTBETCTEHETO
CS Oznameny subjcki (ndzev a identifikadoi islo) Postup posuzovani shody
DA Bemyndiget organ (navn og identifikationsmnmmer) Overensstemmelsesvurderingsprocedure
DE Benannte Stelle (Name und ldentifikationstunumer) Konformitdisbewerlungsveifahren
EL Koworompévog Opraviopds (Ovope kon Apidpog Aadaoie afoddynone coppdppaong
TonTonoineng)
ES Orpanismo Nolificado (nombre y mimero de identificacion Procedimiento de cvaluacidn de la conformidad
ET Teavitatud agutus (nimi ja identifitseerimisnumber) Vastavushindamismenetlus
FR Orpanisme votifié (nom et numéro d'identificalion) Procédure d’évaluation de la conformité
HR Prijavljeno tijelo (naziv i identifikacijski broj) Postupak ocjenjivanja sukiadnosti
HU Bejelentatt szervezet (név és azonosiié szim) Meptclcliségéridkelési eljaris
IT Organismo notificato (nome e numero di identificazione) Procedura di valutazionc della conformild
LY Pilnvarota iestade (nosaukums un identitikacijas numurs) Atbilstthas novertgfanas procediira
LT Notifikuoloji jstaiga (pavadinimas ir identifikacinis numeris) Atilikties vertinimo procediira
NO Meldt orpan {navn og identifikasjonsnummer} Framgangsmale for samsvarsvurdering
PL Jednostka notyfikowana (nazwa i numer identy fikacyjny) Procedura oceny zgodnosei
PT Organismo Notificado (Nome e Nomero de Identificaghio) Procedimente de avaliagiio da conformidade
RO Organism notificat {nume si numiir de identificare) Procedurd de evaluare & conformitiitii
SK Notifikovany organ (Nédzov a identifikadné &islo) Postup posudzovania zhody
SV Anmilt organ (namn och identifikationsmammer) Forlarande for beddmning av Sverensstioninelse
TR Onaylanmug Kurulug (Isim ve Tanum Numarasi} Uygunluk Degerlendirme Proscditmi
EN Quality Management System Annex IX Chapters 1 and T,
Including an a t of the technical documentation for devices concerned on the basis of representative samples
BG Cherema 3a ynpazncHBe Ha kavecteoto TIpunomchne IX, rasn [ u 114,
BRJMOMHTENIG OLENKA HA TEXHUMECKATSE AOKYMCHTANNA HA ChUTBETHUTE WIACTHA Bh3 OCHOBA Hi NPEACTABHTENHR Npodu
Cs Systém Fizeni kvality Pifloha EX 1apitoly 1  TIT,
vietnd posouzent lechnické dokumentace doiéenych prostfedkd na zakladd reprezentativnich vzorka
DA Kvalitetsstyringssystom Bilag TX kapiiel 1 og 111,
Herunder en vurdering af den tekniske dokumentation lor relevant udstyr pd baggrund af reprieseniative praver
DE Qualiliitsmanagementsysicm Anhang IX Kapitel T und 11,
cinschlieMich einer Bewertung der Technischen Dokumentation fiir betroffene Produkte auf der Grundlage repriisenlativer Stichproben
EL Zvompa Awgsipiong Mowenteg Tupdprnpe IX Kepdiduo T eo UT,
gunmepthopfiivenn eErokdynon Ton TEVIKOD QoKELQL Yt Tpoldven mov efstdlovra pe [aon avmmpocwnevtud Setypota,
ES Sisiema de Gestidn de Calidad Anexo 1X, capitulos [y JI1,
se incluyc una evaluasidn de la documeniacién éenica para los productos afectados sobre la base de muestras representativas
ET Kvaliteedijuhtimissiistecm IX lisa I ju 11T peatiikk
Scalhulgas asjaomaste scadmete ebnilise dokumentatsiooni hindamisi esindavate vatimiic pdhiat
FR Systéme de gestion de 1a qualité Annexe 1X Chapitres f et 11,
Tnclut une évaluation de la documentation technigue pour tes dispositifs concernés, sur la base d”échantillons représentatifs
HR Sustav upravljanja kvalitetom Prilog 1X,, Poglavlja L. i I1L.,
uvkljutujuéi gejenjivanje tehnitke dokumentacije za predmeine proizvode na temelju reprezentativaih uzoraka
HU Mindségirinyitast rendszer IX. melléklet, L. és I fejezet, ideérive az érintett eszktizok miiszaki dolkumentaciéjanak reproventativ mintak alapjan vald
értékelését
IT Sistema di gestione defla quality Allegate IX Capitoli 1 e 11,
compresa una valulazione della documentazione lecnica per i dispositivi interessati sulla base di campioni rappresentativi
LV Kvalitates vadibas sist8ma 1X piclikuma I un I nodala,
tostarp altiecigo feritu tehniskas dokumenidvijas noverigjums, pamalojolies uz reprezentatfvicm paraugiem
LT Kokybés valdymo sistema IX priedo 1 ir [T skydiai,
jskaitant atitinkany priemoniy technings dokumentacijos vertinimg remiantis tipiniais pavyzdziais
NG Kvalilelsstyringssysten Vedlegg IX kapiitel 1 o lil,
inkludert en vurdering av den tekniske dokumentasjonen for aktuelt ulstyr pd grunnlag av representative prever
PL System Zarzadzania Jakoscig Zalycznik X, Rozdziaty 1 oraz 11,
w tym occna dokumentacji techuicznej danych wyrobdw ma podstawie reprezentatywnych prébek
PT Sistema de gestio da qualidade Anexo IX Capilulos 1 e 111,
Incluindo wma avaliagio da documeniagio lécnica para os disposilivos em questio com base em amostias representativas
RO Sistemul de management al calitafii Anexa IX, Capilolele T 5i If) inclusiv o evaluare a documentatiei tehnice pentru dispozilivele in cauzi pe baza unor
probe reprezentative.
SK. Systém riadenia kvality Priloha [X Kapitoly I a 11, vratane posidenia technickej dekumenticie prislugngch pomécok na zaklade reprezentativaych
vzoriek
B39 Kvahiletsledringssystem Bilaga IX Kapitel I och {11,
Tnklusive en beddmning av den tekniska dokumentationen fr berdrda produkter som grundar sig pi representativa urval
TR Kalite Y&nctim Sistemi Bk EX Bsliim 1 ve (11

Temsili numuneler bazinda ilgili cihazlar igin teknik dokiimantasyonun degerlendirilmesi dahil

Page 4 of 7




EN EU Certificate No. Common Specifications (CS) Full Name

BG EC Cepriduinar Me Obm enewnduncamm {OC) [TLIHG HAMMEHORRHNE
cs Clslo certifikdtu EL Spolcéné specifikace Cely ndzev

DA EU-certifikatnununer Feelles specifikationer Fulde navi,

DE Nr. des EU-Zerlilikats Gemeinsame Spezifikationen (GS) Vollstindiger Name
EL Apipde motomomtikon BEE Kowsg mpodiy pagss (KIT) [Manipng ovopooin
ES Nimero certificado UE Especificaciones comunes Nombre sompleto
ET EL-i sertifikaadi nr Uhised kirjeldused Téisnitni

FR N* certificat UE Spéeifications conununcs Nom complel

HR EU potvrda br. Zajednicke specilikacize (,,C8*) Puni naziv

HU EU-tamisitvany szima Egységes eléirasok Teljes név

iT N del certificato UE Specifiche comuni (SC) Nome complelo

LY ES sertifikata Nr. Kopigas specifikacijas Filns nosaukums

LT ES sertifikatas Nr, Bendrosios specifikacijos Vardas ir pavarde
NO EU-sertifikatnr. Felles spesif{ikasjoner Fullt navn

PL Nr Certyfikaln UE Wspolne specylkacje Imig 1 nazwisko

PT Certificado UE N° Especificagdes comuns Nome completo

RO Nr. certificat UE: Specificatii comune (CS) Numele complet

SK Certifilcat ELJ &, Spolotné Specifikacie Cely nizov

sV Nummer pd EU-intyg Gemensaimma specifikationer Fullstiindigt namn
TR AB Sertifika Numaras Genel Spesifikasyonlar (GS) Ads Soyad

EN Function Signed for, and on behalf of Date 1ssued

BG Jarxnoct Tlonnucanc 3a ¥ 0T UMETO HA Jlara ma winaraue

Cs§ Funkee Podepsano za a fiménem Datum vydani

DA Funktion Underskrevet for og pd vegne af Udstedelzesdato

DE Funktion Unterzeichnet A und im Auftrag von Datum

EL Agttovpyiun YROYPAPSTUL YIE Ko K PEPONS TOVTIG Hpepopyvia tkdoong
ES Funcidn Firmado por, ¥ eén nowbre de Fecha

ET Funktsioon Alla kigutanud (kelle poolt ja nimel} Viljaandmise kuupiey
FR Fonction Signé par et au nom de Date d'établissement
HR Funkeija Potpisano za i uime Datum izdavanja

HU Beosztas AldirG a kovetkezd képviscletében &8 nevében Kiadls ddtuma

IT Funzione Fimate a none e per conto di Dafa di rilageio

LV Amats Parakstils tzdoZanas datums

LT Pareigos Subjekias, kurio vardu pasirafoma [8davimo data

NG Funksjon Signert for, og pd vegnc av Utstedelsesdato

PL Funkcja Podpisano w imicniu Data wydania

PT Fungdo Assinado e em nosee de Data dc cinissio

RO Funciia Scmmat pentru §i in numele Dala eliberirii

SK Funkcia Podpisané za a v mene Datum vydania

5V Funktion Undertecknat for och pd uppdrag av Datuin for utfardande
TR Gorevi Nanuna ve temsilen imza Diizeplenme Tarili
EN Supersedes Signature Date of Approval
BG 3amecTsa Tononue Hara na onobpenue
cs Nahrazuje Podpis Datum schvaleni

DA Erstatier Underskriil Godkendelsesdalo
DE Erscizl Unterschrift Daiwn der Genehmigung
EL Avrikahotd Yaoypoupt Hpgpopnvia &yxprong
Es Suslituye Firima Fecha de aprobacion
ET Asendab Allkiri Heaksktitmise kuupdey
FR Annuie et remplace Signature Date de "autorisation
HR Zamjenjuje Potpis Datum odobrenja

HU Hatélytalanitja a kivetkez6 dokumentumot: Alairas Jovéhagyas datuma
IT Sostituisce Firma Data di approvaziong
LY Aizstaj Paraksts ApstipringSanas datums
LT Pakeitia Paragas Patvirtinimo dala

NO Erstatter Sigratur Godkjenningsdato

PL Zastgpujc Podpis Dala zalwierdzenia
PT Substitui Assinatura Data dc aprovagio
RO Inlocuitor Semndturid Data aprobdrii

5K Nahrddza Podpis Déatam schvalenia

SY Ersitler Namnjeckning Datum for podkénnande
TR Yerind aldig belge linza Onay Tarihi
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EN

Place Issued

Eftective (Date or Lot Number)

BG Micto Ha s3gaBane B cuna oT/3a (ZaTa MNW IIOMEP Ha TapTiHaa}

Cs Misic vydani Uginné od (datum nebo &islo facie)

DA Udstedelsessted Ikrafitrazdelse {dato cller lodmmmer)

DE Ort Giillig ab (Datum oder Chargenbezeichnang)

EL Tomog £xdoang Zg 1wyl ano (Hpepopvia 1 ap. wapridug)

ES Expedide en Electivo (fecha o ndmere de fote)

ET Viljaandmise kohi Joustumine {kuupécy v8i partiimnnber)

FR Lieu d’établisscment Entrée en viguenr (datc ou numéro de lol)

HR Mjesio tzdavanja Stupa nia snagu {datum ili broj serije)

HU Kiadas helyc Hatalybaiépés (datum vagy tételszim)

IT Luogo di rilascio Effettive (data o numcero di lotto)

LV [zdosanas victa Spekd no (datums vai partijas numics)

1T Hdavimo vieta Jsigalioja {(data arba partijos numeris)

NO Uistedelsessted Gielder fra (dato cller lotnummer)

PL Miejsce wydania Obowiazuje od {data lub numer parlii)

PT Local dc cmissio Efctividade {Data ou nfimero de lote)

RO Locu! eliberarii Yalabilitate {data sau numarul lotului}

SK Miesto vydania Uinnost' od (dalum alebo ¢islo Jar¥e)

SV Plats for utfirdande Verksidiligt (datum eller lotnummer’}

TR Dilzenlendifi Yer Yitriirliik (Tarih veya Lot Numaras)

EN | I, the undersigned, hercby declare that the in viteo diagnostic medical deviee(s) deseribed above conform with the applicable provisions of the
Regulation {EU) 2017/746 of the Europcan Parliament and of the Couneil of 3 April 2017 on In Vitro Diagnostic Medical Devices. This declaration is
made in accordanee with Annex 1V of the IVD Regulation and is issued under the sole responsibility of the manufacturer,

BG | As, xenynoAMucanyat, ¢ HACEOALIOTO IEKAAPHPAM, 4e IOPEONUCAHOTO(HTC) MOCTMUMHCKO(M) U3NETIE(T) 32 HHRHIPO ANAIrBOCTHRE oTroeaps(T) Ha
NpUACGKHMETE pasnopenty wa Pernameur (EC) 2017/746 va Eeponelickud mapnameuT 4 na CeEeTa oT 5 anpan 2017 v, ('rHOCHO METHLIATICKTS M3ALHHA 30
MHBHTPO auarHoerika. Task nexnapausn ¢ vanpasena B cuoToeTeTRiE ¢ Npnoikenne IV va Pernamenra 3a TVD Y 3a HEHHOTO A304BAHE OTrOBOPHACT HOCH
EAHICTREHO NPOKHIBOAUTENST.

C8 i 4, niZe podepsany(-d) timto prohladuji, Ze diagrosticky(-6) zdravolnicky(-¢) prostiedek (prostiedky} nvedeny(-€) vyge je (jsou) ve shodl s piisluSnyni
ustanovenimi Natizeni Evropskeho parlamentu a Rady (EU) 2017/746 z¢ dne 5. dubna 2017 o diagnestickych zdravolnickych prosttedeich in vitro. Toto
protikadeni je v souladu s Pfitohou IV Natizeni IVD a jo vydéno na vyhradni odpovédnost virobee,

DA | Jeg, underiegnede, erklarer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevel ovenfor, er i overensstemmelse med de geldende
bestemmelser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vito-diagnostisk medicinsk udstyr. Denne erkdacring afgives i
overensstemmelse wed IVD-forordningens bilag IV og udstedes under fabrikantens eneansvar.

DE | Ich, der Unterzeichner, etkidire hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschrichenen In-vitro-Diagrostika die entsprechenden
Bestimmungen der Verordnung (EU) 201 7/746 des Buropiischen Parlaments und des Ratcs vom 5. April 2017 iiber In-vitro-Diagnostika erfillen. Diesc
Erkldrung erfolgt pemil Anhang TV der IVD-Verordnung und wird unter alsiniger Verantworlung des Herstellers ausgestcllt,

EL | By, o vroyphpmv Snhdvin uE 10 TUpoY OTL 10 Tpoovipepipaye. SLeyveoTkG WTPOTEXVOACTIKE TPOTOVTY CUHHOPPEROYIIN [IE TIG ioybouces SloTtdbsic Ton
Kovoviopoo (EE) 2017/746 tov Evpanuixot Kowoioukioo kel ov ZvpPoukion tg 57 Anpiiiov 2017 oyetwd 1e 1o in vitro Steyveootmd LTPOTEXVOAY I
apotovre. H SAman anth yiveren chpgeva pe 1o Hapipriue TV tov Kavoviopod (VD ket skdiSeral ps aroxheioticr suliv) 100 KaTeokevaoth]

ES | Yo, ¢l abajo firmante, por la presente deelaro que €l{los) productos) santiario(s) para diagndstico in vitre deserilo(s) anteriormente cunple(n) las disposiciones
aplicables del reglamento (UE} 2017/746 det Partamento Furepeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagndstico i vitro.
Esta declaracion se reatiza cn confonmidad con el Anexo 1V del Reglamento [VD) y cs cinitida bajo Ja responsabilidad dnica del labrcante.

ET | Minra, allakirjutanu, kinnitan, et eespool kirjeldatud i vifre diagnostikuneditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
miiiruse (BL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohia) kohaldatavatele sdtetele. See deklaratsioon on koostatud vastavall TVD méagruse [V
lisale ning sclle viljastamise eest vastutab ainull lootja.

FR | Je soussigné(e), déclare par la présente que le(s) dispositifis) médical(aux) de diagnostic i vifre indiqué(s) ci-dessus est/sont conforme(s) aux disposilions
applicables du Reéglement (UE) 2017/746 du Parlement enropéen ct du Conseil du 5 avril 2017 relatif aux disposilifs médicaux de diagnostic in vitro. Cette
déclaration est établie conformément & " Annexe IV du Réplement DIV sous 1a seule responsabilité du fabricant,

HR | Ja, niZe potpisan/a, ovim putem izjavljujem da su gore navedeni in vitro dijagnostitki medicinski proizvod(i) sukladni primjeniivim odredbama Uredbe (EU)
2017/74¢ Europskog parlamenta i Vijeda od 5. travnja 2017, o in vitro dijagnostitkim medicinskim proizvodima.

Ova je izjava sastavljena u skludu s Prilogom IV. Uredbe IVD { izdaje se pod iskljuivom odgovornogéu proizvodata,

HU | Alulirott ezennel kijelentom, bogy a fent leftt in vitro orvostechnikai eszkdz(5k) megtelel(nek) az Eurépai Parlament és a Tanacs in vitro diapnosztikai
orvostechinikai eszkazakedt s2016 (EU) 2017/746 (2017, 4prilis 5.) rondelele (IVD rendelet) vonatkozo rendelkenéseinek. A jelen nyilatkozat meglelel az IVD
rendelet 1V. meiléklelében foglalt eldirasoknak, és u gvartd kizarolagos {felelssége alapjan kerilt kiadasra.

IT | lo, sottoscritto, con la presente dichiare che il dispositivo(i) medico-diagnostico i vitre sopra descritto & conforme zlle disposizioni applicabili del
regolamente (UE) 2017/746 del Parlamento curopeo ¢ del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro. Questa dichiarazione &
redatla in conformita all'allegato TV del regolamenio IVD ed & glasciata sotto la responsabilith esclusiva del fabbricante.

LV | Es, apaksa paraksijies, ar $o pazinoju, ka jeprieks apralkstita(-s) in vitro diagnostikas mediciiska(-s} ierfce(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemérojamajim prasibm par in vitro diagnostikas mediciniskam ierfcém. 8T deklaraciia ir sagatavota saskana
ar IVD regulas 1V piclikumu un ir izdota vienigi uz ra¥otdja atbildibu,

LT | AS, loliau pasiraics {-iusi), pareiskiu, kad anks&iau mmeta (-os) ir vitro diagnostilos medicinos priemoné {-&s) atitinka 2017 m. balandzio 5 d. Europos
Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitre diagnostikos medicinos priemoniy taikomas nuostatas. $i deklaracija yra parengta vadovagjantis
I¥D reglamenio IV priedu ir iduota tik paminlojo atsakemybe.

NO | Undortegnede erkimrer herved at utstyret til in vitro-diagnostikk som er anfert ovenfor, er i samsvar med gjeldende bestermelser i Europaparlaments- og
ridsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk. Denne erkleringen or utarbeidel | overensstemmelse med vedlegg
TV i IVD-forordningen og er utstedt under produseniens eneansvar.

PL | Ja, nidej podpisany(-a), ninigjszym odwiadczam, ze wymicniony(-c) powyzej wyréb{wyroby} medyczny(-e) do diagnostyki in vitro spetnia(-jz) odpowicdnic
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Enropejskicgo i Rady z dnia 5 kwictnia 2017 r. w sprawie wyrobéw medyeznyeh do diagnostyki in
vitro. Ninigjsza deklaracja zoslata sporzadzona zgodnie z Zatacznikiem IV Rezporzadzenia IVDR | wydana na wylaczng odpowicdzialnoéé producenta.

PT | Eu, abaixo assinado, declaro que os dispositivos médicos para diagndstico in vitre deseritos acima estio em conformidade com as disposiges aplicdveis do

Regulamento (UE) 2017/746 do Parlamento Buropeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagudstico in vifre. Esta
declaragdo ¢ feita em conformidade com o ancxo IV do Regulamento IVD e € emitida sob a exclusiva responsabilidade do fabricanie,
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RO

Subsemnatul, declar oa dispozitiva! {dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus suat conforme cu dispozitiile apiicabiie din
Regulamentul (UE) 2017/746 al Parfamentului European si al Consiliutui din 3 aprilie 2017 privind Dispozitivele medicale penten diagnosticul in vito,
Prezenta declaratie este emisi in conformitale cu anexa IV la Regulamentul VD si esic emis? sub responsabilitatea exclusivi a produciitorului.

SK

Ja, dolupodpisany{-a). tymto vyblasujem. Ze di_agnoslicka(—é) zdravoinicka(-e) pomdcka(-y) uvedeni(-8) vyi&ie je (s) v zhode s prisluinymi ustanoveniami
Nariadenia Eurdpskcho parfamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro. Toto vyhldsenie je v silade
s Prilohou IV k Nariadeniv IVD a vydava sa na vyhradad zodpovednos(’ virobeu.

5V

Jap, undertecknad, forsikrar hirmed att den eller de medicintekniska produkter fér in vitro-diagnostik som beskrivs ovan dverensstinumer med de tillimpliga
bestimmelserna i Europaparlamentets och fidets forordning (EU) 2017/746 av den 5 april 2017 om medicintckniska produkter for in vifro-diagnostik. Denna
forsiikean gérs i enlighet ined bilaga LV till {VD-forordningen och utfirdas under tillverkarens enskilda ansvar.

TR

Ben, agagsda imzass bulunan, yukanda belirtilen in vitro diagnostik medikal ciltazlarim, 2017/746 sayid Avrupa Partamentost (AB) Dircletifi ile 5 Misan 2617
tarihli fn Vitro Diagnostik Medikal Cihazlar Konscyinin ilgili hikimlerine uygon olduguna beyan ederim. Bu beyan [VD Dircktifi Ek 1V uyarinca yapilmssnor
ve iirelicinin miohasir sorumbuiugu aitindadir.

End of document
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074DALO00ZFQ)
Basic UDE-DI Name: ICT Modulc
Risk Class: Class A
List I'.&Iumher Product and Trade Name GMDN Code EMDN Code
and Size Code
09D28-04 ICT Module 56676 WO201010108
1 = S
Manufacturer | Abbott Laboratories

{Name and Address)

1915 Hurd Drive
Trving, TX 75038 USA

Manufacturer SRN

US-MF-000817777

Authorized Representative
{Name and Address)

Abboti GmbH
Max-Planck-Ring 2
35205 Wiesbaden, Germany

Authorized Representative SRN

DE-AR-000009457

Produced by (Site of Manufacture}
{(Name and Address)

Canon Medicat Systeins Corporation
1385, Shimoishigami, Otawara-ghi,
Tochigi 324-8530, Japan

Conformity Assessment Procedure

Annex I1 and III

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (E17} 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitra Diagnostic
Medical Devices, and additionally conforms applicable provisions of Directive 2011/65/EU of the Eurapean Parliament and of the
Council of & June 2011 on the restriction of the use of certain hazardous substances in eleciricat and elecironic equipment, and to
applicable provisions of Diirective 2006/42/EC of the European Parliament and of the Council of 17 May 2006 on machinery, and
amending Directive 93/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Anaex 11

of the Machinery Direetive and is issued under the sole responsibility of the manuafactarer.

Full Name:

Function:  Quality

Thomas Creel Full Name: Michele Smith-Waheed
8r, Director, Instrument and Automation
_ Function: _Associate Director, Regulatory Affairs
L7 T/ p
Signawwre: /A7 | [ .-"'L*',(/ Signature: A yy
A
Date of Approvak: 23— lpn — A0 Date of Approval: 23— Mk, Zz.23
Signed for, and on  Abbott Labgratories, 1915 Hurd Drive, /
behalfof: _Irving, TX 75038
Place Issued: Irving, Texas

Date Tssued:

Supersedes: N/A

23 —Mﬂ}/—ofﬁ,;_lﬁg_h

Effestive (Date

or Lot Number): f;.f 3 _ /f’yf]; = /y‘; = 18
/



EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name

BG EC AEKJIAPALIMSA 3A CbOTBETCTBHUE Bbazos UDI-DI HawnmMenosanue Ha 6a308 UDI-DI

CS | EU PROHLASENI O SHODE Zakladni UDI-DI Nézev zékladniho UDI-DI

DA EU-OVERENSSTEMMELSESERKLARING Grundleggende UDI-DI Grundleggende UDI-DI-navn

DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name

EL AHAQYH YXYMMOPOQ>HY EE Boaowo UDI-DI Ovopacio facikod UDI-DI

ES DECLARACION UE DE CONFORMIDAD UDI-DI Bésico Nombre UDI-DI Basico

ET ELi vastavusdeklaratsioon Pohi-UDI-DI Po6hi-UDI-DI nimi

FR Déclaration de conformité UE IUD-ID de base Nom IUD-ID de base

HR EU IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapvet6 UDI-DI neve

IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base

LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums

LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio UDI-DI pavadinimas

NO EU-samsvarserklaering Grunnleggende UDI-DI Grunnleggende UDI-DI-navn

PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI

PT DECLARACAO UE DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Bésico

RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza

SK EU VYHLASENIE O ZHODE Zakladny UDI-DI Nazov zakladného UDI-DI

SV | EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pé grundliggande UDI-DI

TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI Ismi

EN Risk Class List Number and Size Code Product and Trade Name

BG Kiac ciopes pucka KaTanoxen HoMep U KO Ha pa3Mepa ViMe Ha IPOJIyKTa M THPrOBCKO HAUMCHOBAHHUE

CS Rizikova tfida Katalogové ¢islo a koncové dvojéisli uréujici Nazev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og starrelseskode Produkt- og varemearkenavn

DE Risikoklasse Bestellnummer und GréBencode Produkt- und Handelsname

EL Katnyopia kivdvvov Kwdkog poidvtog kar Kmdikdg Tvokevasiog Mpoidv kou Epumopikny Ovopacio

ES Clase de riesgo Numero de referencia y codigo de tamafio Producto y marca comercial

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zaSti¢eni naziv

HU Kockazati osztaly Listaszam és készletkiszerelés-kod Termék- és kereskedelmi név

IT Classe di rischio Numero di listino e codice formato Prodotto e nome commerciale

LV Riska klase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniecibas nosaukums

LT Rizikos klasé Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimai

NO Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Numero de lista e codigo de apresentagdo Produto e nome comercial

RO Clasa de risc Numar de lista si cod dimensiune Denumirea produsului si denumirea comerciala

SK Rizikova trieda Katalogové Cislo Nézov produktu a obchodny ndzov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR Risk Sinifi Liste Numarasi ve Boyut Kodu Uriin ve Ticari Ismi




EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN

BG | Kox GMDN Kox EMDN IIpousBoauTen (MMe U aapec) EPH na npousBoauTes

CS Ko6d GMDN Kéd EMDN Vyrobcee (ndzev a adresa) Jediné registracni Cislo vyrobce

DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN

DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN

EL | Kodwdg GMDN (Ovopatoroyic | Kwdwdg EMDN (Ovopatoloyio Kartaokevaotg (Ovopa kot SRN (Movadikdg ApiBpos Mntpdov)

LITPOTEYVOLOYIKAV TPOIOVI®V) LOTPOTEYVOLOYIKMV TPOIOVT®V) Aevfouvon) Kotaokevaoth

ES Codigo GMDN Codigo EMDN Fabricante (nombre y direccion) SRN (ntimero de registro tinico) del
fabricante

ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber

FR Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du
fabricant

HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodaca

HU | GMDN-kod EMDN-ko6d Gyarto (név és cim) Gyarto egyedi regisztracids szama
(SRN)

IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico)
del fabbricante

LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotaja vienotais registracijas numurs
(VRN)

LT | Visuotinés medicinos priemoniy Europos medicinos priemoniy Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos

nomenklatiiros kodas nomenklatiiros kodas numeris
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL Kod GMDN Kod Europejskiej Nomenklatury Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Wyrobéw Medycznych producenta

PT Codigo GMDN Codigo EMDN Fabricante (Nome e Morada) Numero tnico de registo do fabricante

RO | Cod GMDN Cod EMDN Producitor (nume si adresa) SRN producitor

SK | Kéd GMDN Kéd EMDN Vyrobca (Nazov a adresa) Jediné registraéné Cislo (SRN) vyrobcu

SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN

TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si




EN | Authorized Representative (Name and Address) | Authorized Representative SRN Produced by (Site of Manufacture)
(Name and Address)
BG | YmbiaHOMOIIEH IpeAcTaBUTEN (MME U aIpec) EPH Ha yIsIHOMOIICHHS IPEACTABUTE IponsBeneHo OT (MACTO HA IPOU3BOACTBO) (MME H
aapec)
CS Zplnomocnény zastupce (nazev a adresa) Jediné registraéni Cislo zplnomocnéného zastupce Vyrobeno (misto vyroby) (ndzev a adresa)
DA | Autoriseret reprasentant (navn og adresse) Autoriseret repraesentants SRN Produceret af (fabrikationssted)
(Navn og adresse)
DE Bevollméchtigter (Name und Adresse) SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL E&ovoiodotnpévog Avtirpdcmnog (Ovopa Kot SRN E&ovctodotnpévov Avtimposmnon Katookevalerar omd (Epyootdoio mopaywmyng)
Aevbouvon) (Ovopacio kat Aigvbuvon)
ES Representante autorizado (nombre y direccion) SRN (niimero de registro tinico) del representante Producido por (Lugar de fabricacion) (Nombre y
autorizado direccion)
ET Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne registreerimisnumber Tootnud (tootmiskoht) (nimi ja aadress)
FR Mandataire (nom et adresse) Numéro d'enregistrement unique du mandataire Produit par (site de fabrication)
(nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) ovlastenog Proizvodi (Mjesto proizvodnje)
zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazott képviseld egyedi regisztracios Gyarto (gyartas helye)
szdma (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario (nome e indirizzo)
LV | Pilnvarotais parstavis (nosaukums un adrese) Pilnvarota parstavja vienotais registracijas numurs Razots (razo$anas vieta)
(VRN) (nosaukums un adrese)
LT Igaliotasis atstovas (pavadinimas ir adresas) Igaliotojo atstovo unikalusis registracijos numeris Pagaminta (gamybos vieta) (pavadinimas ir
adresas)
NO | Autorisert representant (navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
(navn og adresse)
PL Upowazniony przedstawiciel (nazwa i adres) Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce produkcji)
upowaznionego przedstawiciela (nazwa i adres)
PT Mandatario (Nome e Morada) Numero tnico de registo do mandatario Produzido por (Local de fabrico)
(Nome e Morada)
RO | Reprezentant autorizat (nume si adresa) SRN reprezentant autorizat Produs de citre (locatie productie) (nume si adresa)
SK | Autorizovany zastupca (nazov a adresa) Jediné registracné ¢islo (SRN) autorizovaného Vyrobené (miesto vyroby)
zastupcu (nazov a adresa)
SV Auktoriserad representant (namn och adress) Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi)

(Isim ve Adres)




EN Conformity Assessment Procedure Annex II and III Full Name

BG IIpouiemypa 3a o1leHKa Ha ChOTBETCTBHETO IIpunoxenne II u 111 IIp1HO HaUMEeHOBaHUE
CS Postup posuzovani shody Piiloha II a IIT Cely ndzev

DA | Overensstemmelsesvurderingsprocedure Bilag II og 111 Fulde navn

DE Konformititsbewertungsverfahren Anhang II und IIT Vollstindiger Name
EL Awdikacio a&loldynong cupupudpemong Hapdapnuo IT ko 1T TIANpng ovopocio
ES Procedimiento de evaluacion de la conformidad Anexos Il y III Nombre completo
ET Vastavushindamismenetlus 11 ja III lisa Tdisnimi

FR Procédure d’évaluation de la conformité Annexes II et I1I Nom complet

HR | Postupak ocjenjivanja sukladnosti Prilog II. i III. Puni naziv

HU | Megfeleldségértékelési eljaras 11. és I1I. melléklet Teljes név

IT Procedura di valutazione della conformita Allegati 11 e 111 Nome completo

LV | Atbilstibas novértéSanas procediira 1T un III pielikums Pilns nosaukums
LT Atitikties vertinimo procediira 11 ir 11T priedai Vardas ir pavardé
NO | Framgangsmate for samsvarsvurdering Vedlegg 11 og I1T Fullt navn

PL Procedura oceny zgodnosci Zalacznik 11 oraz 111 Imie i nazwisko

PT Procedimento de avaliagdo da conformidade Anexo Il e 11T Nome completo

RO | Procedura de evaluare a conformitatii Anexa II si ITT Numele complet

SK Postup posudzovania zhody Priloha II a III Cely ndzov

SV Forfarande for bedomning av 6verensstimmelse Bilaga II och III Fullstdndigt namn
TR Uygunluk Degerlendirme Prosediirii Ek I ve 111 Ad1 Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JUTBXKHOCT IToamucaHo 3a U OT UMETO Ha JlaTa Ha u3/1aBaHe
CS Funkce Podepsano za a jménem Datum vydani

DA Funktion Underskrevet for og pa vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agrtovpyia Yroypdgetat yio Kot €K LEPOLG TOV/TNG Huepounvia ékdoong
ES Funcion Firmada por, y en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Véljaandmise kuupiev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU Beosztas Alaird a kovetkezd képviseletében és nevében Kiadas datuma

IT Funzione Firmato a nome ¢ per conto di Data di rilascio

LV Amats Parakstits §adas personas varda IzdoSanas datums
LT Pareigos Subjekto, kurio vardu pasiraSoma, pavadinimas I8davimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Fun¢do Assinado e em nome de Data de emissdo

RO Functia Semnat pentru si In numele Data eliberarii

SK Funkcia Podpisané za a v mene Datum vydania

SV Funktion Undertecknat for och pa uppdrag av Datum for utfidrdande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi




EN Supersedes Signature Date of Approval
BG 3amecTBa TToamnuc JlaTa Ha ogoOpeHue
CS Nahrazuje Podpis Datum schvéleni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikafiotd Yroypaen Hpepounvia éykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupdev
FR Annule et remplace Signature Date de I’autorisation
HR | Zamjenjuje Potpis Datum odobrenja

HU | Hatalytalanitja a kovetkez6 dokumentumot: Alairas Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts ApstiprinaSanas datums
LT Pakeicia Parasas Patvirtinimo data

NO Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovagio
RO Inlocuitor Semnatura Data aprobarii

SK Nahradza Podpis Datum schvélenia

SV Ersitter Namnteckning Datum for godkdnnande
TR Yerini aldig1 belge imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha U3/1aBaHe B cuna o1/3a_(maTa mim HoMep Ha IapTHAA)

CS Misto vydani Uginné od (datum nebo ¢&islo Sarze)

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Giiltig ab (Datum oder Chargenbezeichnung)

EL Tomog ékdoong e 1oyv and (Huepopnvia M ap. maptidog)

ES Expedida en Efectiva (fecha o numero de lote)

ET Viljaandmise koht Joustumine (kuupdev voi partiinumber)

FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)

HR Mjesto izdavanja Stupa na snagu (datum ili broj serije)

HU Kiadas helye Hatdlybalépés (datum vagy tételszam)

IT Luogo di rilascio Valido da (data o numero di lotto)

LV Izdo$anas vieta Spéka no (datums vai partijas numurs)

LT Isdavimo vieta Isigalioja (data arba partijos numeris)

NO Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowigzuje od (data lub numer partii)

PT Local de emissdo Efetividade (Data ou numero de lote)

RO Locul eliberarii Valabilitate (data sau numarul lotului)

SK Miesto vydania Uginnost’ od (d4tum alebo ¢&islo Sarze)

SV Plats for utfirdande Verkstélligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirliik (Tarih veya Lot Numarasi)




EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of S April 2017 on In Vitro Diagnostic Medical Devices; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parliament
and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex II of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

BG

Hue, nonmynoanucanute, ¢ HACTOSIIOTO JEK/IapUpaMe, 4e TOPEONCaHOTO(UTe) MEAUIIMHCKO(H) U3JIeNe(s) 32 MHBUTPO ANArHOCTUKA OTroBapsi(T) Ha
IpUIOKUMHTE pasnopentdu Ha Permament (EC) 2017/746 na EBponeiickus napnaMenT 1 Ha ChBeTa oT 5 anpuin 2017 T. 0OTHOCHO MEIUITMHCKUTE U3/EIUs 3
HMHBUTPO AMATHOCTHUKA; OCBEH TOBA OTroBaps(T) Ha MPHIOKUMHUTE paznopenou Ha Jupexrusa 2011/65/EC na EBponeiickus napnamenT 1 Ha CpBeTa OT 8 1oHH
2011 r. OTHOCHO OrpaHMYEHUETO Ha YIOoTpebaTa Ha ONPEIENICHH OITACHH BEILECTBA B €JIEKTPHYECKOTO U €IEKTPOHHOTO 000pyIBaHE U HA MPHUIIOKHMHUTE
pasnopen6u Ha Jupextua 2006/42/EO na EBponeiickus napaamenT u Ha CpBeTa oT 17 Maif 2006 T. 0OTHOCHO MAIlIMHUTE, U 32 U3MEHEHHUE Ha JlupeKTHBa
95/16/EQ, KakTo € TpaHCIOHHPaHa B HALMOHAIHOTO 3aKOHOATEJICTBO Ha TbPIKABUTE YICHKH.

Tasu nexnapanus ce npaBu B cboTBeTCTBHE C IIpHinoxenue IV Ha Pernamenra 3a IVD, Ipunoxenue VI Ha [lupekTrBaTa 3a orpaHM4aBaHe Ha ONIACHUTE
Bemectsa (ROHS) u [punoxenue 11 na /lupekTHBaTa OTHOCHO MAIIMHUTE U 32 HEWHOTO M3/JaBaHE OTTOBOPHOCT HOCH €AMHCTBEHO IIPOU3BOAUTEIIAT.

CS

My, nize podepsani, timto prohlasujeme, Ze diagnosticky(-¢) zdravotnicky(-¢) prostiedek (prosttedky) in vitro uvedeny(-¢) vyse je (jsou) ve shodé s pfislusnymi
ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostfedcich in vitro; a Ze je (jsou)
dale ve shod¢ s pfisluSnymi ustanovenimi smérnice Evropského parlamentu a Rady 2011/65/EU ze dne 8. ¢ervna 2011 o omezeni pouzivani n¢kterych
nebezpecnych latek v elektrickych a elektronickych zafizenich a s pfislusnymi ustanovenimi smérnice Evropského parlamentu a Rady 2006/42/ES ze dne 17.
kvétna 2006 o strojnich zatizenich a o zméné smérnice 95/16/ES, jak byla provedena ve vnitrostatnim pravu ¢lenskych statti. Toto prohlaseni je v souladu s
Ptilohou IV natizeni IVD, Ptilohou VI smérnice ROHS a Ptilohou II smérnice o strojnich zafizenich a je vydano na vyhradni odpovédnost vyrobce.

DA

Vi, undertegnede, erklarer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de geeldende
bestemmelser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr, ligesom det overholder
geldende bestemmelser i Europa-Parlamentets og Radets direktiv 2011/65/EU af 8. juni 2011 om begransning af brugen af visse farlige stoffer i elektrisk og
elektronisk udstyr samt overholder geeldende bestemmelser i Europa-Parlamentets og Radets direktiv 2006/42/EF af 17. maj 2006 om maskiner og @ndring af
direktiv 95/16/EF, som det er transponeret i medlemsstaternes lovgivning.

Denne erklering afgives i overensstemmelse med IVD-forordningens bilag IV, ROHS-direktivets bilag VI samt maskindirektivets bilag II og udstedes under
fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erkldren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Européischen Parlaments und des Rates vom 5. April 2017 {iber In-vitro-Diagnostika erfiillen und zusétzlich
die entsprechenden Bestimmungen der Richtlinie 2011/65/EU des Européischen Parlaments und des Rates vom 8. Juni 2011 zur Beschrankung der Verwendung
bestimmter geféhrlicher Stoffe in Elektro- und Elektronikgerdten sowie der Richtlinie 2006/42/EG des Europdischen Parlaments und des Rates vom 17. Mai 2006
iiber Maschinen und zur Anderung der Richtlinie 95/16/EG gemiB Umsetzung in den Gesetzen der Mitgliedsstaaten.

Diese Erklarung erfolgt gema Anhang IV der IVD-Verordnung, Anhang VI der RoHS-Richtlinie und Anhang II der Maschinen-Richtlinie und wird unter
alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, ot vmoypapovteg, SNAGVOLLE e TO TapOV OTL T TPOAVAPEPOUEVE. SI0YVAOCTIKE 1OTPOTEYVOLOYIKA TPOTOVTH GUUHOPPAOVOVTAL LE TIG 1I0)YDOVCEG S1aTAEELS
tov Kavovieuot (EE) 2017/746 tov Evponaikot KowoBoviiov kot tov ZopPoviiov g 5™ Anpihiov 2017 oyetikd e ta in vitro S10yveCTIKE 10TpOTEXVOLOYIKA
TPOIOGVTOL KL EMIONG GLUHOPPAOVOVTOL e TS oydovoeg dratdéelg g Odnyiag 2011/65/EE tov Evponaikod KowvoBovAiov kot tov Zvppoviiov g 8™ lovviov
2011 oyeTikd pe TOVG TEPLOPIGUOVG GTN YPTOT) CUYKEKPLUEVAV EMKIVILVOV 0VGIAOV GTOV NAEKTPLKO Kot NAEKTPOVIKO EO0MAGHO, KAOMS Kot L TIG 10X00VCES
Swatd&ers g Odnyiag 2006/42/EK tov Evpanaikot Kowvopoviiov kot tov Zvppoviiov g 17" Moiov 2006 oyetikd e Tov unxovikod eEomhopnd Kot v
tpomomomtikny Odnyia 95/16/EK émwg ot petapéptnke ot vopobesio tmv kpatdv pedv. H Miwon avtn yivetoan copgova pe to Mopdptmpa IV tov
Kavoviopo0 IVD, to Hapaptnpa VI g Odnyiag ROHS kot to Tapdptnua II g Odnylog yio tov pnyovikd eEomhopd kot ekdidetal pe amokAelotikn evfovn
TOV KOTOOKEVAOTY].

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnostico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagnostico
in vitro; y ademas cumple(n) las disposiciones aplicables de la Directiva 2011/65/EU del Parlamento Europeo y del Consejo del 8 de junio de 2011 sobre
restricciones a la utilizacion de determinadas sustancias peligrosas en aparatos eléctricos y electronicos, y las disposiciones aplicables de la Directiva 2006/42/EC
del Parlamento Europeo y del Consejo del 17 de mayo de 2006 sobre maquinaria, y la Directiva de enmienda 95/16/EC tal y como se ha incorporado en las leyes
de los Estados Miembros.

Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD, Anexo VI de la Directiva ROHS y Anexo II de la Directiva de maquinas y es
emitida bajo la exclusiva responsabilidad del fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
madruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sitetele ning lisaks vastab see kohaldatavatele sitetele Euroopa
Parlamendi ja ndukogu 8. juuni 2011. aasta direktiivis 2011/65/EL (teatavate ohtlike ainete kasutamise piiramise kohta elektri- ja elektroonikaseadmetes) ja
Euroopa Parlamendi ja ndukogu direktiivis 2006/42/EU, 17. mai 2006, mis kisitleb masinaid ja millega muudetakse direktiivi 95/16/EU, nagu see on iile vdetud
litkmesriikide seadustesse.

See deklaratsioon on koostatud vastavalt IVD mééruse 1V lisale, ROHS direktiivi VI lisale ja masinadirektiivi II lisale ning see on vilja antud tootja vastutusel.

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux dispositions
applicables du Reglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in vitro, aux
dispositions applicables de la Directive 2011/65/UE du Parlement européen et du Conseil du 8 juin 2011 relative a la limitation de 1’utilisation de certaines
substances dangereuses dans les équipements électriques et électroniques, aux dispositions applicables de la Directive 2006/42/CE du Parlement européen et du
Conseil du 17 mai 2006 relative aux machines et modifiant la Directive 95/16/CE, telles que transposées dans le droit national des Etats membres. Cette
déclaration est établie conformément a I’ Annexe IV du Reéglement DIV, a I’ Annexe VI de la Directive ROHS ainsi qu’a I’ Annexe II de la Directive Machines
sous la seule responsabilité du fabricant.

HR

Mi, nize potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vije¢a od 5. travnja 2017. o in vitro dijagnostickim medicinskim proizvodima; i dodatno primjenjivim odredbama Direktive
2011/65/EU Europskog parlamenta i Vijeca od 8. lipnja 2011. o ograni¢enju uporabe odredenih opasnih tvari u elektri¢noj i elektronickoj opremi, te primjenjivim
odredbama Direktive 2006/42/EZ Europskog parlamenta i Vijec¢a od 17. svibnja 2006. o strojevima zamjenjujuci Direktivu 95/16/EZ kako je pretoceno u zakone
drzava ¢lanica.

Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD, Prilogom VI. Direktive ROHS i Prilogom II. Direktive o strojevima i izdaje se pod isklju¢ivom
odgovornoséu proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszk6z(6k) megfelel(nek) az Eurdpai Parlament és a Tanacs in vitro diagnosztikai
orvostechnikai eszkdzokrél szol6 (EU) 2017/746 (2017. aprilis 5.) rendelete vonatkozé rendelkezéseit; tovabba az Eurdpai Parlament és a Tandcs egyes veszélyes
anyagok elektromos ¢és elektronikus berendezésekben valo alkalmazasanak korlatozasarol szol6 2011/65/EU (2011. junius 8.) irdnyelve (RoHS iranyelv)
vonatkoz6 rendelkezéseit; valamint az Eurdpai Parlament és a Tanacs a gépekrdl és a 95/16/EK iranyelv modositasarol szo16 2006/42/EK (2006. majus 17.)
iranyelve vonatkozo rendelkezéseit a tagallamok jogrendjébe atiiltet6 rendelkezéseknek. A jelen nyilatkozat megfelel az IVD rendelet IV. mellékletében, a RoHS
irdnyelv VL. mellékletében és a gépekrdl sz616 irdnyelv I1. mellékletében foglalt eldirdsoknak, és a gyartd kizardlagos feleldssége alapjan keriilt kiaddsra.




EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of S April 2017 on In Vitro Diagnostic Medical Devices; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parliament
and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex II of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

IT

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) ¢(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro; ¢(sono)
inoltre conforme(i) alle disposizioni applicabili della direttiva 2011/65/UE del Parlamento europeo e del Consiglio dell'8 giugno 2011 sulla restrizione dell’uso di
determinate sostanze pericolose nelle apparecchiature elettriche ed elettroniche, e alle disposizioni applicabili della direttiva 2006/42/CE del Parlamento europeo
e del Consiglio del 17 maggio 2006 relativa alle macchine e che modifica la direttiva 95/16/CE come recepite nelle legislazioni degli Stati membri. Questa
dichiarazione ¢ redatta in conformita all'allegato IV del regolamento IVD, all'allegato VI della direttiva ROHS e all'allegato II della direttiva macchine ed ¢
rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

Mgs, apaksa parakstijusies, ar So pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemérojamajam prasibam par in vitro diagnostikas mediciniskam iericém un papildus prasibam, kas noteiktas
Eiropas Parlamenta un Padomes Direktiva 2011/65/ES (2011. gada 8. junijs) par dazu bistamu vielu izmantoSanas ierobezosanu elektriskas un elektroniskas
iekartas un Eiropas Parlamenta un Padomes Direktiva 2006/42/EK (2006. gada 17. maijs) par masinam, un ar kuru groza Direktivu 95/16/EK, ka ta ieviesta
dalibvalstu tiesibu aktos.

Si deklaracija ir sagatavota saskana ar IVD regulas IV pielikumu, ROHS direktivas VI pielikumu un Direktivas par maginam II pielikumu un par izdosanu atbild
vienigi razotajs.

LT

Mes, toliau pasirasiusieji (-iusiosios), pareiSkiame, kad anks¢iau minéta (-0s) in vitro diagnostikos medicinos priemoné (-és) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas; taip pat ji (jos) atitinka 2011 m.
birzelio 8 d. Europos Parlamento ir Tarybos direktyvos 2011/65/ES dél tam tikry pavojingy medziagy naudojimo elektros ir elektroninéje jrangoje apribojimo
taikomas nuostatas ir 2006 m. geguzés 17 d. Europos Parlamento ir Tarybos direktyvos 2006/42/EB dél masiny, i$ dalies kei¢ian¢ios Direktyva 95/16/EB,
taikomas nuostatas, perkeltas j valstybiy nariy teisés aktus.

Si deklaracija yra parengta vadovaujantis IVD reglamento IV priedu, ROHS direktyvos VI priedu ir Masiny direktyvos II priedu ir yra i$duodama tik gamintojo
atsakomybe.

NO

Vi, undertegnede, erklaerer herved at utstyret til in vitro-diagnostikk som er anfort ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
radsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk, og ytterligere overholder gjeldende bestemmelser i
Europaparlaments- og radsdirektiv 2011/65/EU av 8. juni 2011 om bruksbegrensninger av visse farlige stoffer i elektrisk og elektronisk utstyr, og til gjeldende
bestemmelser i Europaparlaments- og radsdirektiv 2006/42/EF av 17. mai 2006 om maskiner, og endring av direktiv 95/16/EF som innarbeidet i medlemsstatenes
lovgivning.

Denne erkleeringen er utarbeidet i overensstemmelse med vedlegg IV i IVD-forordningen, vedlegg VI i ROHS-direktivet og vedlegg 11 i maskindirektivet og er
utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym o$wiadczamy, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spetnia(-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobow medycznych do diagnostyki in vitro,
a ponadto wymagania Dyrektywy 2011/65/UE Parlamentu Europejskiego i Rady z dnia 8 czerwca 2011 r. w sprawie ograniczenia stosowania niektorych
niebezpiecznych substancji w sprzecie elektrycznym i elektronicznym, Dyrektywy 2006/42/WE Parlamentu Europejskiego i Rady z dnia 17 maja 2006 r. w
sprawie maszyn, zmieniajacej Dyrektywe 95/16/WE, w sposob, w jaki zostaly one wdrozone do ustawodawstwa panstw cztonkowskich.

Niniejsza deklaracja zostata sporzadzona zgodnie z Zatacznikiem IV Rozporzadzenia IVDR, Zalacznikiem VI Dyrektywy ROHS oraz Zatacznikiem II
Dyrektywy Maszynowej i wydana na wylaczna odpowiedzialno$¢ producenta.

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagnostico in vitro descritos acima estdo em conformidade com as disposigdes aplicaveis do
Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnostico in vitro; e
adicionalmente, em conformidade com as disposi¢des aplicaveis da Diretiva 2011/65/UE do Parlamento Europeu e do Conselho, de 8 de junho de 2011, relativa a
restri¢do do uso de determinadas substancias perigosas em equipamentos elétricos e eletronicos, e com as disposigdes aplicaveis da Diretiva 2006/42/CE do
Parlamento Europeu e do Conselho, de 17 de maio de 2006, sobre maquinas e que altera a Diretiva 95/16/CE, conforme transposta nas leis dos Estados membros.
Esta declaragéo ¢ feita de acordo com o Anexo IV do Regulamento IVD, o Anexo VI da Diretiva ROHS e o Anexo II da Diretiva relativa as Maquinas e ¢ emitida
sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declaram ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro; si, in
plus, respecta dispozitiile aplicabile din Directiva 2011/65/UE a Parlamentului European si a Consiliului din 8 iunie 2011 privind restrictia utilizarii anumitor
substante periculoase in echipamentele electrice si electronice si cu dispozitiile aplicabile din Directiva 2006/42/CE a Parlamentului European si a Consiliului din
17 mai 2006 privind utilajele si modificarea Directivei 95/16/CE, transpusa in legile statelor membre.

Prezenta declaratie este emisa in conformitate cu anexa IV la Regulamentul IVD, anexa VI la Directiva ROHS si anexa II la Directiva utilajelor si este emisa sub
responsabilitatea exclusiva a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, ze diagnosticka(-¢) zdravotnicka(-e) pomocka(-y) in vitro uvedena(-¢) vyssie je (sit) v zhode s prislusnymi ustanoveniami
Nariadenia Eurdpského parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro; a Ze je (s) d’alej v zhode

s prislu§nymi ustanoveniami Smernice Eurépského parlamentu a Rady 2011/65/EU z 8. jina 2011 o obmedzeni pouZivania uréitych nebezpetnych latok

v elektrickych a elektronickych zariadeniach a s prislusnymi ustanoveniami Smernice Eurdpského parlamentu a Rady 2006/42/ES zo 17. maja 2006 o strojovych
zariadeniach a o zmene a doplneni Smernice 95/16/ES tak, ako boli transponované do zakonov ¢lenskych statov. Toto vyhlasenie je v stilade s Prilohou IV

k Nariadeniu IVD, Prilohou VI k Smernici ROHS a Prilohou II k Smernici o strojovych zariadeniach a vydéava sa na vyhradnu zodpovednost vyrobcu.

SV

Vi, undertecknade, forsdkrar harmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan 6verensstimmer med de tillimpliga
bestammelserna i Europaparlamentets och radets férordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik samt dven
overensstimmer med de tillimpliga bestimmelserna i Europaparlamentets och radets direktiv 2011/65/EU av den 8 juni 2011 om begrénsning av anvdndning av
vissa farliga &mnen i elektrisk och elektronisk utrustning samt med de tilldmpliga bestdimmelserna i Europaparlamentets och radets direktiv 2006/42/EG av den 17
maj 2006 om maskiner och om @ndring av direktiv 95/16/EG (omarbetning) som inforlivats i medlemsstaternas lagstiftning.

Denna forsékran gors i enlighet med bilaga IV till IVD-forordningen, bilaga VI till ROHS-direktivet samt bilaga II till maskindirektivet och utférdas under
tillverkarens enskilda ansvar.

TR

Biz, agsagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarmn, 2017/746 sayil1 Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu ve ayrica elektrikli ve elektronik cihazlarda belirli tehlikeli maddelerin
kullaniminin simirlandirilmasina iliskin 8 Haziran 2011 tarihli Konseyin ve 2011/65/EU sayili Avrupa Parlamentosu Direktifinin ilgili hiikiimlerine, makinelere
iligkin 17 May1s 2006 tarihli Konseyin ve 2006/42/EC sayil1 Avrupa Parlamentosu Direktifinin ilgili hiikiimlerine ve iiye devlet yasalarina aktarilan 95/16/EC
say1li ek Direktife uygun oldugunu beyan ederiz.

Bu beyan IVD Yoénetmeligi Ek IV, ROHS Direktifi Ek VI ve Makineler Direktifi Ek II uyarinca yapilmistir ve tireticinin miinhasir sorumlulugu altinda
yayinlanmigtir.
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Abbott IVDD Declaration of Conformity Attribute Update Letter

Number: 01

List Number and Size Code Name and Descriptions of Devices GMDN Code
07P5320 Alinity ¢ ICT Sample Diluent 58237
Legal Manufacturer Abbott GmbH
(Name and Address) Max-Planck-Ring 2, 65205 Wiesbaden, Germany
Authorized European N/A
Representative
{Name and Address)
Storage Site of Technical Abboit Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA
Documentation
{Name and Address)

This letter must be used in conjunction with the Declaration of Conformity issued in accordance with In Vitro Diagnostic Directive

98/79/EC.

IVD Directive 98/79/EC
Declaration of Conformity
Identification

DOC-07P5320-SD DELK TPM- Date of Approval: 22-JUL-2021

Description of updated
attributes from [VD Directive
98/79/EC Declaration of
Conformity

Change of applied GMDN code (from 58208 to 58237)

This letter documents that the device listed above continues to comply with the In Vitro Diagnostic Directive 98/79/EC and meets the
applicable transitional provisions of Regulation (EU) 2022/112 of the European Parliament and the Council of 25 January 2022 and is
considered a non-significant change per MDCG 2022-6 (Guidance on significant changes regarding the transitional provision under

Article 110(3) of the IVDR).

Full Name: Claudia Becker

Fuil Name: Bridget Norton

Function:  Director Quality Assurance Function: _Semioy Manager Regulatory Affairs

signawre: (. hechd sigance: ) 94/ [127

Date of

Date of

Approval: O ch- 202 3 Approval: ('15.'/ 0&( / Zf. 23

Date Issued: j23 / Ocl / 2027 Place Issued: L*Lf, (A .067(3/ cH

Effective (Date
or Lot Number): {5 T/ oc¢ A / 2021




=) Abbott
L3 [ 3
Declaration of Conformity
Certificate Identification: DOC-07P5320-SD DELK TPM
Legal Manufacturer’s Name: Abbott GmbH
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers and GMDN - : . .
Size Code of Devices | Code Names and Description of Devices Classification
07P5320 58208 Alinity ¢ ICT Sample Diluent Self-deciared
Authorized European N/A
Representative (name and address)
Storage site of technical . ) .
documentation (name and address) Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: (. Zfd A3 Signature: Mﬂ%&@ﬂﬂ)—

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: ZZ 7\-'»] 202) Date of Approval: =Jul-202)
d Date issued: 22- ‘;Z_,c/- 2ol
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 05-Feb-2019

Effective (Date or

Lot Number): 2 d? - /7 . ﬂﬂ/




) Abbott

Declaration of Conformity

Certificate Identification: DOC-08P6901-SD DLK TPM

Legal Manufacturer’s Name: Abbott GmbH

Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany

;‘::; zﬁeh:;s[}:?:ces gﬂ?” Names and Description of Devices l Classification

08P6901 47868 Alinity ¢ ICT Serum Calibrator Kit Self-declared

Authorized European ' N/A
Representative (name and address)

Storage site of technical {

documentation (name and address) Abbott Laboratories. 1921 Hurd Drive, Irving, Texas 75038, USA

Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking. conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex 111 of the 1VD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: é". K?( /}"f- Signature: Mﬂ}ftﬂm—

Full Name: Claudia Becker Full Name: Tiffini Jenkins

Position: Director Quality Assurance Position: Manager Regulatory Affairs

Date of Approval: 0 Feb <922 Date of Approval: |-Feb-2022
Date Issued: 2 Fel 2822
Place [ssued: 65205 Wiesbaden, Germany
Supersedes: 05-Feb-2019

Effective (Date or

Lot Number): (0P F-Qi'; 2827




) Abbott

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

DOC-08P76, 01R60, 08P77, 08P78-SD DELK TPM

Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

;‘ii:: z:::‘eb:;s Dz:?ces g::[em Names and Description of Devices Classification
08P7640 59238 Alinity c-series ICT Reference Solution | Self-declared
01R6070 56676 Alinity c-series Acid Probe Wash | Self-declared
08P7740 56676 Alinity c-series Acid Wash Self-declared
08P7840 58236 Alinity c-series Alkaline Wash Self-declared

Authorized European

Representative (name and address)

N/A

Storage site of technical
documentation (name and address)

Fisher Diagnostics, a division of Fisher Scientific Company. LLC, a part of
Thermo Fisher Scientific Inc.. 8365 Valley Pike Middletown, VA 22645. USA

Harmonized Standards

Listed in the Technical Documentation

We. the undersigned, hereby declare that the in vitro diag

nostic medical devices described above and bearing

the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European

Parliament and of the Council of 27 October 1998 on In Vitro Diagn

transposed into the laws of the member states.
This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

( '. @[/{‘,’ id Signature:

Signature:
Full Name: Claudia Becker Full Name:
Position: Director Quality Assurance Position:

Date of Approval:

22 Dt’[ «‘70-?} Date of Approval:

Date Issued:
Place Issued:;

Supersedes:

Effective (Date or
Lot Number):

ostic Medical Devices as they are

g dontias

Tiffini Jenkins
Manager Regulatory Affairs
21-Dec-21
22 e 299

65205 Wiesbaden. Germany

24-Aug-2018

22 VXt Jo2|
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACT0498K]
Basic UDI-DI Name: Iron2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
0419820 Tron2 54758 W01010216
Manufacturer . . A ;
(Name and Address) Abbott Ireland Diagnostics Division, Lisnamuck, Longford. Co. Longford Ireland
Manufacturer SRN | IE-MF-000010070
Authorized Representative N/A
(Name and Address)
Authorized Representative SRN | N/A

Produced by (Site of Manufacture)
(Name and Address)

Abbott Ireland Diagnostics Division, Lisnamuck, Longford. Co. Longford Ireland

Notified Body
(Name and Identification Number)

TUV SUD Product Service GmbH, Certification Body,
RidlerstraBBe 65, 80339 Munich Germany
Notified Body Number 0123

Conformity Assessment Procedure

EU Certificate No.
No. V12 054869 0013

Quality Management System
Annex IX Chapters [ and III,

Including an assessment of the technical
documentation for devices concerned on the basis of
representative samples

Common Specifications (CS)

N/A

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices. This declaration is made in accordance with Annex IV of the IVD Regulation and is issued under the sole

responsibility of the manufacturer.

Full Name: David Spellman Full Name: Rosemary McEntire
Director Quality Assurance/Site Quality
Function: Head Function: Manager Regulatory Affairs
Signature; %Aﬂr ] Signature: N < W—E\ k‘&\_—\_,c \Js__!(_
= . = _
Date of Approval: 7 / UOL’ (ol ?5 Date of Approval: <)\ AOV 20523

Signed for, and on
behalf of:

Abbott Ireland Diagnostics Division Lisnamuck, Longford, Co. Longford Ireland

Date Issued:

2l AMov 2023

Lisnamuck, Longford, Co. Longford,

Place Issued: Ireland

09 December 2021
Supersedes:

Effective (Date
or Lot Number):

2 Me) Toi R
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EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name

BG EC JJEKJIAPAILINA 3A CbOTBETCTBUE bazos UDI-DI HaumenoBanue na 6a3os UDI-DI

CS | EUPROHLASEN]I O SHODE Zakladni UDI-DI Nazev zékladniho UDI-DI

DA EU-OVERENSSTEMMELSESERKLZERING Grundleggende UDI-DI Grundleggende UDI-DI-navn

DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name

EL AHAQYH XYMMOPOQEHY. EE Boaowo UDI-DI Ovopasio facwkod UDI-DI

ES DECLARACION UE DE CONFORMIDAD UDI-DI Basico Nombre UDI-DI Bésico

ET ELi vastavusdeklaratsioon Pohi-UDI-DI Pohi-UDI-DI nimi

FR Déclaration de conformité UE TUD-ID de base Nom IUD-ID de base

HR EU IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapveté UDI-DI neve

IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base

LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums

LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio UDI-DI pavadinimas

NO EU-samsvarserklaring Grunnleggende UDI-DI Grunnleggende UDI-DI-navn

PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI

PT DECLARACAO UE DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Basico

RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza

SK EU VYHLASENIE O ZHODE Zékladny UDI-DI Nézov zékladného UDI-DI

SV | EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pé grundliggande UDI-DI

TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI smi

EN Risk Class List Number and Size Code Product and Trade Name

BG Knac ciopen pucka Karanoxen HoMep H KOJ Ha pa3Mepa Vme Ha IPOIYKTA U THPTOBCKO HANMEHOBAHHE

CS Rizikova tfida Katalogové ¢islo a koncové dvojéisli uréujici Nazev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og varemarkenavn

DE Risikoklasse Bestellnummer und Gréfencode Produkt- und Handelsname

EL Katnyopia kwvdvvou Kodwog ITpoiovrog kar Kwdikdg Xvokevaciog IIpoidv kon Epmopikr) Ovopoocio

ES Clase de riesgo Numero de referencia y codigo de tamaiio Producto y marca comercial

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zasti¢eni naziv

HU Kockézati osztaly Listaszam ¢és készletkiszerelés-kod Termék- és kereskedelmi név

IT Classe di rischio Numero di listino e codice formato Prodotto e nome commerciale

LV Riska klase Kataloga numurs un izm&ra kods Produkta nosaukums un tirdzniecibas nosaukums

LT Rizikos klasé Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimai

NO Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Numero de lista e cddigo de apresentagdo Produto e nome comercial

RO Clasa de risc Numar de lista si cod dimensiune Denumirea produsului si denumirea comerciala

SK Rizikova trieda Kataldégové ¢islo Nazov produktu a obchodny nazov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR Risk Sinifi Liste Numarasi ve Boyut Kodu Uriin ve Ticari Ismi
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EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Kog GMDN Kox EMDN IIpousBoauten (Mme u ajgpec) EPH na npousBoauTens
CS | Kod GMDN Kod EMDN Vyrobcee (nazev a adresa) Jediné registracni ¢islo vyrobce
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kwdikésc GMDN Kodiwkés EMDN Kataokevaotg (Ovopa kot Atevbvven) SRN (Movadikog ApiBpds Mntpmov)
(Ovopatoroyio (Ovopatoroyia Kartaokevaom
L0TPOTEYVOLOY KDV LITPOTEYVOLOYIKAOV
TPOIOVI®V) TPOIOVIWV)
ES | Cédigo GMDN Codigo EMDN Fabricante (nombre y direccion) SRN (niimero de registro tinico) del
fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber
FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du fabricant
HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodaca
HU | GMDN-kod EMDN-kod Gyartd (név és cim) Gyarto egyedi regisztracios szama (SRN)
IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico) del
fabbricante
LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotdja vienotais registracijas numurs
(VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy nomenklattiros priemoniy nomenklatiiros
kodas kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Nomenklatury Wyrobow producenta
Medycznych
PT | Cédigo GMDN Codigo EMDN Fabricante (Nome e Morada) Numero unico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume si adresd) SRN producitor
SK | Kod GMDN Kéd EMDN Vyrobca (Nazov a adresa) Jediné registraéné &islo (SRN) vyrobcu
SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (isim ve Adres) Uretici SRN’si
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EN | Authorized Representative (Name and Authorized Representative SRN Produced by (Site of Manufacture)
Address) (Name and Address)
BG | VobaHomolieH npeacTaButen (uMe u EPH Ha ynbJIHOMOIIEHHS TIPEICTaBUTEN IIpousseneHo ot (MsACTO Ha
azpec) IIPOU3BOJICTBO) (MME U ajpec)
CS Zplnomocnény zastupce (nazev a adresa) Jediné registracni ¢islo zplnomocnéného Vyrobeno (misto vyroby)
zastupce (nazev a adresa)
DA | Autoriseret repraesentant (navn og adresse) | Autoriseret repreesentants SRN Produceret af (fremstillingssted)
(navn og adresse)
DE | Bevollméichtigter (Name und Adresse) SRN des Bevollmichtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL E&ovcrodotnpévog Avtimpocwnog (Ovopa | SRN E&ovoiodompévov Aviimposdmou Kataokevaleton amd (Epyootdoio
kot AtehBvvon) TOPAYOYNG)
(Ovopacia kot Atevbvvon)
ES Representante autorizado (nombre y SRN (niimero de registro Gnico) del Producido por (Lugar de fabricacion)
direccion) representante autorizado (Nombre y direccion)
ET | Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootnud (tootmiskoht) (nimi ja aadress)
registreerimisnumber
FR Mandataire (nom et adresse) Numéro d'enregistrement unique du Produit par (site de fabrication)
mandataire (nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje)
ovlastenog zastupnika (Naziv i adresa)
HU | Meghatalmazott képvisel6 (név és cim) Meghatalmazott képviseld egyedi Gyarto (gyartas helye)
regisztracios szama (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario (nome e indirizzo)
LV | Pilnvarotais parstavis (nosaukums un Pilnvarota parstavja vienotais registracijas Razots (raZoSanas vieta)
adrese) numurs (VRN) (nosaukums un adrese)
LT Igaliotasis atstovas (pavadinimas ir Igaliotojo atstovo unikalusis registracijos Pagaminta (gamybos vieta) (pavadinimas
adresas) numeris ir adresas)
NO | Autorisert representant (navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
(navn og adresse)
PL Upowazniony przedstawiciel (nazwa i Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce
adres) upowaznionego przedstawiciela produkcji)
(nazwa i adres)
PT Mandatério (Nome ¢ Morada) Numero unico de registo do mandatario Produzido por (Local de fabrico)
(Nome e Morada)
RO | Reprezentant autorizat (nume si adresa) SRN reprezentant autorizat Produs de catre (locatie productie) (nume
si adresd)
SK | Autorizovany zastupca (ndzov a adresa) Jediné registracné ¢islo (SRN) Vyrobené (miesto vyroby)
autorizovaného zéstupcu (ndzov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och
adress) adress)
TR | Yetkili Temsilci (isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi)

(fsim ve Adres)

Page 4 of 9




EN | Notified Body (Name and Identification Conformity Assessment Procedure
Number)

BG | Horudmummpan opran (1Me u HaeHTHOHUKAMOHEH Iponenypa 3a OlleHKa HAa CHOTBETCTBHETO
HOMeEp)

CS Oznameny subjekt (nazev a identifikaéni ¢islo) Postup posuzovani shody

DA | Bemyndiget organ (navn og Overensstemmelsesvurderingsprocedure
identifikationsnummer)

DE Benannte Stelle (Name und Identifikationsnummer) | Konformititsbewertungsverfahren

EL Kowonompévog Opyavicopdg (Ovopa kot AptOpog Awdikasio a&loldynong cuppdpe®ong
TOVTOTOINGNG)

ES Organismo Notificado (nombre y nimero de Procedimiento de evaluacion de la conformidad
identificacion

ET Teavitatud asutus (nimi ja identifitseerimisnumber) | Vastavushindamismenetlus

FR Organisme notifié¢ (nom et numéro d'identification) | Procédure d’évaluation de la conformité

HR | Prijavljeno tijelo (naziv i identifikacijski broj) Postupak ocjenjivanja sukladnosti

HU | Bejelentett szervezet (név és azonositd szam) Megfeleldségértékelési eljaras

IT Organismo notificato (nome e numero di Procedura di valutazione della conformita
identificazione)

LV Pilnvarota iestade (nosaukums un identifikacijas Atbilstibas novertésanas procedira
numurs)

LT Notifikuotoji jstaiga (pavadinimas ir identifikacinis | Atitikties vertinimo procediira
numeris)

NO | Meldt organ (navn og identifikasjonsnummer) Framgangsmaéte for samsvarsvurdering

PL Jednostka notyfikowana (nazwa i numer Procedura oceny zgodnosci
identyfikacyjny)

PT Organismo Notificado (Nome e Numero de Procedimento de avaliagdo da conformidade
Identificacdo)

RO Organism notificat (nume si numar de identificare) Procedurd de evaluare a conformitétii

SK Notifikovany organ (Nazov a identifikaéné &islo) Postup posudzovania zhody

SV | Anmilt organ (namn och identifikationsnummer) Forfarande for bedomning av §verensstimmelse

TR Onaylanmis Kurulus (isim ve Tanim Numarasi) Uygunluk Degerlendirme Prosediiril
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EN

Quality Management System Annex IX Chapters I and III,
Including an assessment of the technical documentation for devices concerned on the basis of
representative samples

BG

Cucrema 3a ynpasienue Ha kauectBoto IIpunoskenue IX, rnasu I u 111,
BKJIFOYMTEITHO OIIEHKA Ha TEXHUYECKaTa JJOKYMEHTAIUA HA ChOTBETHUTE M3/I€IUs Bb3 OCHOBA Ha
HpeICTABUTEIHN IpooH

CS

Systém fizeni kvality Piiloha IX Kapitoly I a III,
véetné posouzeni technické dokumentace dotéenych prostiedkti na zakladé reprezentativnich vzorka

DA

Kvalitetsstyringssystem Bilag IX kapitel I og III,
Herunder en vurdering af den tekniske dokumentation for relevant udstyr pa baggrund af repraesentative prever

DE

Qualitdtsmanagementsystem Anhang IX Kapitel I und III,
einschlieBlich einer Bewertung der Technischen Dokumentation fiir betroffene Produkte auf der Grundlage
reprasentativer Stichproben

EL

Zoompa Aoyeiptong [Mowmrag Hoapapmpo IX Kepdraro I o 111,
coumepAapfavetat a&loldynon Tov TEXVIKOD AKEAOL Yo TPOidvTa Tov eEeTalovTal e BACT aVIITPOCMTEVTIKA
deiypata

ES

Sistema de Gestion de Calidad Anexo IX, capitulos I 'y III,
se incluye una evaluacion de la documentacion técnica para los productos afectados sobre la base de muestras
representativas

ET

Kvaliteedijuhtimissiisteem IX lisa I ja III peatiikk
Sealhulgas asjaomaste seadmete tehnilise dokumentatsiooni hindamist esindavate valimite pdhjal

FR

Systéme de gestion de la qualité Annexe IX Chapitres I et 111,
Inclut une évaluation de la documentation technique pour les dispositifs concernés, sur la base d’échantillons
représentatifs

HR

Sustav upravljanja kvalitetom Prilog IX., Poglavlja L. i III.,
ukljucujudi ocjenjivanje tehni¢ke dokumentacije za predmetne proizvode na temelju reprezentativnih uzoraka

HU

Mindségiranyitasi rendszer IX. melléklet, 1. és II1. fejezet, ideértve az érintett eszk6zok miiszaki
dokumentacidjanak reprezentativ mintak alapjan valé értékelését

IT

Sistema di gestione della qualita Allegato IX Capitoli I e III,
compresa una valutazione della documentazione tecnica per i dispositivi interessati sulla base di campioni
rappresentativi

LV

Kvalitates vadibas sistéma IX pielikuma I un III nodala,
tostarp attiecigo ieri¢u tehniskds dokumentacijas novertéjums, pamatojoties uz reprezentativiem paraugiem

LT

Kokybés valdymo sistema IX priedo I ir III skyriai,
iskaitant atitinkamy priemoniy techninés dokumentacijos vertinima remiantis tipiniais pavyzdziais

NO

Kvalitetsstyringssystem Vedlegg IX kapittel I og III,
inkludert en vurdering av den tekniske dokumentasjonen for aktuelt utstyr pa grunnlag av representative prover

PL

System Zarzadzania Jakoscia Zatacznik IX, Rozdziaty I oraz III,
w tym ocena dokumentacji technicznej danych wyrobéw na podstawie reprezentatywnych probek

PT

Sistema de gestdo da qualidade Anexo IX Capitulos I e III,
Incluindo uma avaliagdo da documentagio técnica para os dispositivos em questdo com base em amostras
representativas

RO

Sistemul de management al calitatii Anexa IX, Capitolele I si III inclusiv o evaluare a documentatiei tehnice
pentru dispozitivele in cauza pe baza unor probe reprezentative.

SK

Systém riadenia kvality Priloha IX Kapitoly I a III, vratane postidenia technickej dokumentacie prislusnych
pomdcok na zaklade reprezentativnych vzoriek

SV

Kvalitetsledningssystem Bilaga IX Kapitel I och III,
Inklusive en bedomning av den tekniska dokumentationen for berérda produkter som grundar sig pa
representativa urval

TR

Kalite Yonetim Sistemi Ek IX Boliim I ve III
Temsili numuneler bazinda ilgili cihazlar i¢in teknik dokiimantasyonun degerlendirilmesi dahil
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EN EU Certificate No. Common Specifications (CS) Full Name

BG EC Cepruduxat Ne O6uw cnerudpukanuu (OC) [TbIHO HAUMEHOBAHHE
CS Cislo certifikatu EU Spolecné specifikace Cely nazev

DA EU-certifikatnummer Feelles specifikationer Fulde navn

DE Nr. des EU-Zertifikats Gemeinsame Spezifikationen (GS) Vollstindiger Name
EL ApBuédg motonomtikod EE Kowég mpodurypagég (KIT) TIMipng ovopaoio
ES Numero certificado UE Especificaciones comunes Nombre completo
ET EL-i sertifikaadi nr Uhtsed kirjeldused Téisnimi

FR N° certificat UE Spécifications communes Nom complet

HR EU potvrda br. Zajednicke specifikacije (,,CS®) Puni naziv

HU EU-tanusitvany szdma Egységes el6irdsok Teljes név

IT N del certificato UE Specifiche comuni (SC) Nome completo

LV ES sertifikata Nr. Kopigas specifikacijas Pilns nosaukums

LT ES sertifikatas Nr. Bendrosios specifikacijos Vardas ir pavardé
NO EU-sertifikatnr. Felles spesifikasjoner Fullt navn

PL Nr Certyfikatu UE Wspolne specyfikacje Imig i nazwisko

PT Certificado UE N° Especificagdes comuns Nome completo

RO Nr. certificat UE: Specificatii comune (CS) Numele complet

SK Certifikat EU ¢&. Spolo¢né $pecifikacie Cely nazov

SV Nummer pd EU-intyg Gemensamma specifikationer Fullsténdigt namn
TR AB Sertifika Numarasi Genel Spesifikasyonlar (GS) Ad1 Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JUTBKHOCT TloanucaHo 3a M OT UIMETO Ha JlaTa Ha M3/1aBaHe
CS Funkce Podepsano za a jménem Datum vydani

DA | Funktion Underskrevet for og pa vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agurovpyia Ymoypdgetar yio Ko €K HEPOLG TOV/TNG Hpepounvia ékdoong
ES Funcién Firmada por, y en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Viljaandmise kuupdev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU Beosztas Alaird a kovetkezd képviseletében és nevében Kiadas datuma

IT Funzione Firmato a nome e per conto di Data di rilascio

LV Amats Parakstits §adas personas varda IzdoSanas datums
LT Pareigos Subjekto, kurio vardu pasirasoma, pavadinimas ISdavimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Funcao Assinado ¢ em nome de Data de emissdo

RO Functia Semnat pentru si in numele Data eliberarii

SK Funkcia Podpisané za a v mene Datum vydania

SV Funktion Undertecknat for och pa uppdrag av Datum for utfirdande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
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EN Supersedes Signature Date of Approval
BG 3amecTBa TToanuc Jlara Ha ofj00peHue
CS Nahrazuje Podpis Datum schvaleni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikafiotd Yroypaon Huepopnvia éykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupdev
FR Annule et remplace Signature Date de I’autorisation
HR | Zamjenjuje Potpis Datum odobrenja

HU | Hatalytalanitja a kovetkez6 dokumentumot: Alairas Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Alizstdj Paraksts ApstiprinaSanas datums
LT Pakeicia Parasas Patvirtinimo data

NO | Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovagdo
RO | Inlocuitor Semnaturad Data aprobarii

SK Nahradza Podpis Détum schvalenia

SV Ersitter Namnteckning Datum for godkénnande
TR Yerini aldig1 belge Imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha u31aBaHe B cuna o1/3a (1aTa wim HOMep Ha MapTHIa)

CS Misto vydani Uginné od (datum nebo ¢&islo 3arze)

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Giiltig ab (Datum oder Chargenbezeichnung)

EL Tomog ékdoong Xe 1oy and (Huepounvia i ap. moptidog)

ES Expedida en Efectiva (fecha o niimero de lote)

ET Viljaandmise koht Joustumine (kuupéev vdi partiinumber)

FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)

HR Mijesto izdavanja Stupa na snagu (datum ili broj serije)

HU | Kiadés helye Hatalybalépés (datum vagy tételszam)

1T Luogo di rilascio Valido da (data o numero di lotto)

LV IzdoSanas vieta Spéka no (datums vai partijas numurs)

LT Isdavimo vieta Isigalioja (data arba partijos numeris)

NO Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowiazuje od (data lub numer partii)

PT Local de emissdo Efetividade (Data ou niimero de lote)

RO Locul eliberdrii Valabilitate (data sau numarul lotului)

SK Miesto vydania Ucinnost’ od (datum alebo &islo Jarze)

SV Plats for utfardande Verkstilligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirlik (Tarih veya Lot Numarasi)
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EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic Medical Devices. This declaration is
made in accordance with Annex IV of the IVD Regulation and is issued under the sole responsibility of the manufacturer.

BG

Hue, nonynoanucadute, ¢ HACTOSILIOTO JEKIapupaMe, 4€ ropeonucaHOTO(UTe) MeIUIIMHCKO(1) U3/iere(s) 38 HHBUTPO JUArHOCTHKA OTroBapsi(T) Ha
npunoxumute paznopenou Ha Pernament (EC) 2017/746 na Eponeiickus napiaameHt v Ha CbBeta oT 5 anpuit 2017 r. OTHOCHO MEAMLIMHCKUTE U3ACIHSA 33
WHBUTPO AMArHOCTHKA. Ta3m Iexinapanus e HampaBeHa B cboTBeTcTBHE C [Ipunoxenue IV Ha Permamenta 3a IVD u 3a HeliHOTO n31aBaHe OTTOBOPHOCT HOCH
€IMHCTBEHO IIPOU3BOAUTEIISAT.

CS

My, nize podepsani, timto prohlasujeme, ze diagnosticky(-¢) zdravotnicky(-¢) prostfedek (prostfedky) in vitro uvedeny(-¢) vyse je (jsou) ve shod¢ s pfislusnymi
ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostredcich in vitro. Toto
prohlaeni je v souladu s Pfilohou IV nafizeni IVD a je vydéano na vyhradni odpovédnost vyrobce.

DA

Vi, undertegnede, erklarer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de gaeeldende
bestemmelser i Europa-Parlamentets og Rédets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr. Denne erklaering afgives i
overensstemmelse med IVD-forordningens bilag IV og udstedes under fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erkldren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Européischen Parlaments und des Rates vom 5. April 2017 iiber In-vitro-Diagnostika erfiillen. Diese
Erklirung erfolgt gemdB Anhang IV der IVD-Verordnung und wird unter alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, ot vmoypdapovteg, SnA®VOLUE e TO TopdV OTL TA TPOOVAPEPOLEVD SLOYVOGTIKE L0TPOTEXVOLOYIKA TPOTOVTO GUULOPPAVOVTAL UE TIG LoYVOVGESG SLATAEELS
tov Kavoviopov (EE) 2017/746 tov Evponoaikod KowoBoviiov kot tov Zuppoviiov g 5™ Anpiriov 2017 oyetikd e ta in vitro StoyveoTikd
tpoteyvoroykd Tpoidvta. H dimon avth yivetar cdppmva pe to Moapdpmpoe IV tov Kavoviepotd IVD kot ekdideton pe amokAeiotikn evfovn tov
KOTOOKEVOOTH

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnostico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagnostico
in vitro. Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD y es emitida bajo la exclusiva responsabilidad del fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
madruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sitetele. See deklaratsioon on koostatud vastavalt [IVD mééruse IV lisale
ning selle véljastamise eest vastutab ainult tootja.

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux
dispositions applicables du Réglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in
vitro. Cette déclaration est établie conformément a I’ Annexe IV du Réglement DIV sous la seule responsabilité du fabricant.

HR

Mi, niZe potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vijeca od 5. travnja 2017. o in vitro dijagnostickim medicinskim proizvodima.
Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD i izdaje se pod isklju¢ivom odgovornoséu proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszkz(6k) megfelel(nek) az Eurdpai Parlament és a Tanécs in vitro diagnosztikai
orvostechnikai eszk6zokrol szol6 (EU) 2017/746 (2017. aprilis 5.) rendelete (IVD rendelet) vonatkozo rendelkezéseinek. A jelen nyilatkozat megfelel az IVD
rendelet IV. mellékletében foglalt eldirasoknak, és a gyarto kizarolagos feleldssége alapjan keriilt kiadasra.

IT

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) &(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro. Questa
dichiarazione ¢ redatta in conformita all'allegato IV del regolamento IVD ed ¢ rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

Mes, apaksa parakstijusies, ar $o pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piem&rojamajam prasibam par in vitro diagnostikas mediciniskam iericem. ST deklaracija ir sagatavota saskana ar
IVD regulas IV pielikumu un par izdoSanu atbild vienigi razotajs.

LT

Mes, toliau pasira$iusieji (-iusiosios), pareiskiame, kad anks¢iau minéta (-os) in vitro diagnostikos medicinos priemoné (-és) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas. Si deklaracija yra parengta
vadovaujantis IVD reglamento IV priedu ir yra iSduodama tik gamintojo atsakomybe.

NO

Vi, undertegnede, erklaerer herved at utstyret til in vitro-diagnostikk som er anfert ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
radsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk. Denne erklaringen er utarbeidet i overensstemmelse med
vedlegg IV i IVD-forordningen og er utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym oswiadczamy, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spetnia(-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobow medycznych do diagnostyki in
vitro. Niniejsza deklaracja zostata sporzadzona zgodnie z Zatacznikiem IV Rozporzadzenia IVDR i wydana na wytacznag odpowiedzialno$¢ producenta.

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagndstico in vitro descritos acima estdo em conformidade com as disposigdes aplicaveis
do Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagndstico in vitro. Esta
declarac@o ¢ feita em conformidade com o anexo IV do Regulamento IVD e ¢ emitida sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declaram ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro. Prezenta
declaratie este emisa in conformitate cu anexa IV la Regulamentul IVD si este emisa sub responsabilitatea exclusiva a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, Ze diagnostick(-¢) zdravotnicka(-e) pomdcka(-y) uvedend(-€) vyssie je (si)) v zhode s prislusnymi ustanoveniami
Nariadenia Europskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro. Toto vyhlasenie je v sulade
s Prilohou IV k Nariadeniu IVD a vydéava sa na vyhradni zodpovednost’ vyrobcu.

SV

Vi, undertecknade, forsékrar hirmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan dverensstimmer med de tillimpliga
bestimmelserna i Europaparlamentets och radets forordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik. Denna
forsdkran gors i enlighet med bilaga IV till IVD-forordningen och utfardas under tillverkarens enskilda ansvar.

TR

Biz, asagida imzalan bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarin, 2017/746 sayili Avrupa Parlamentosu (AB) Y6netmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu beyan ederiz. Bu beyan IVD Yoénetmeligi Ek IV uyarinca yapilmistir
ve iireticinin miinhasir sorumlulugu altindadir.
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ZERTIFIKAT & CERTIFICATE o

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 054869 0011 Rev. 02

Product Service

Holder of Certificate: Abbott Ireland Diagnostics Division
Lisnamuck
Longford
Co. Longford
IRELAND

Certification Mark:

tuvsud.com/ps-cert

Scope of Certificate: Design and Development, Manufacture and
Distribution of In-Vitro Diagnostic Reagents for
Clinical Chemistry and Imnmunochemistry.

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity

see: www.tuvsud.com/ps-cert?g=cert:Q5 054869 0011 Rev. 02

Report No.: 713280794
Valid from: 2023-09-01
Valid until: 2026-08-31

C@:Lv

Date, 2023-07-14 Christoph Dicks
Head of Certification/Notified Body

w7 ®
Page 1 of 2 TOV

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:Q5%20054869%200011%20Rev.%2002
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ZERTIFIKAT & CERTIFICATE o

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 054869 0011 Rev. 02

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): Abbott Ireland Diagnostics Division
Lisnamuck, Longford, Co. Longford, IRELAND

See Scope of Certificate

Page 2 of 2
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany

Product Service



Management Service

CERTIFICATE

_ The Certification Body
of TUV SUD Management Service GmbH

certifies that

¢ CERTIFICAT

Abbott Ireland Diagnostics Division
Lisnamuck - Longford
Co. Longford
Ireland

has established and applies
a Quality Management System for

Design and Development,
Manufacture and Distribution of
In-Vitro Diagnostic Reagents for

Clinical Chemistry and Immunochemistry.
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An audit was performed, Order No. 707120365.

Proof has been furnished that the requirements
according to

DIN EN ISO 9001:2015

are fulfilled.
The certificate is valid from 2023-09-01 until 2026-08-31.
Certificate Registration No.: 12 100 60456 TMS.

¢ CERTIFICATE &

©s- A O, .

Head of Certification Body TRAEHE
Munich, 2023-06-02

ZERTIFIKAT

TOV SUD Management Service GmbH  Zertifizierungsstelle « Ridlerstrasse 57 » 80339 Miinchen ® Germany
www. tuev-sued.de/certificate-validity-check
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ZERTIFIKAT & CERTIFICATE ¢

‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM\

CERTIFICATE

No. QS6 054869 0012 Rev. 04

America

Certificate Holder: Abbott Ireland Diagnostics Division
Lisnamuck
Longford
Co. Longford
IRELAND

Certification Mark:

Scope of Certificate: Design, Development and Manufacture of In-Vitro
Diagnostic Test Kits and Reagents used in the
Diagnosis of Prenatal Screening, Disease Status,
Cardiatic Markers, Protein Metabolism, Endocrine
Disorders, Renal Dysfunction, Fertility Testing,
Pregnancy Testing and for Therapeutic
Drug Monitoring

Standard(s): ISO 13485:2016

Regulatory Authority(ies):  Australia TGA, Brazil ANVISA, Health Canada, Japan
MHLW / PMDA, USA FDA. See attached for listing of
specific regulatory requirements.

The Certification Body of TUV SUD America Inc. certifies that the quality management system of the
manufacturer listed above has been audited against the stated criteria and found to conform to those
criteria for the scope of certification listed. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:QS6 054869 0012 Rev. 04

TUV SUD America Inc. is an MDSAP Recognized Auditing Organization.

REPs Facility ID: F005102
Report No.: 713319707
Effective Date: 2024-05-28
Expiry Date: 2026-05-30
Page 1 of 2

Date of Issue: 2024-06-05

( Renee Walker )
Director, US Certification Body, MHS

TUV SUD America, Inc. » 401 Edgewater Place Suite #500 » Wakefield + MA 01880 » USA » www.tuvsud.com


http://www.tuvsud.com/
http://www.tuvsud.com/ps-cert?q=cert:QS6%20054869%200012%20Rev.%2004
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ZERTIFIKAT & CERTIFICATE ¢

‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM\

America

CERTIFICATE

No. QS6 054869 0012 Rev. 04

Regulatory Requirements:

Facility(ies):

Facility Scopes:

Page 2 of 2
Date of Issue: 2024-06-05

Audit/Certification Criteria

Australia

Therapeutic Goods (Medical Devices) Regulations 2002
- Schedule 3, Part 1 (excluding Part 1.6) — Full Quality
Assurance Procedure

Brazil

- RDC ANVISA n. 665/2022 - Good Manufacturing Practices
- RDC ANVISA n. 551/2021

- RDC ANVISA n. 67/2009 - Vigilance

Canada
- Medical Device Regulations — Part 1- SOR 98/282

Japan

- MHLW Ministerial Ordinance No. 169 (2004), as amended by
MHLW Ministerial Ordinance No.60 (2021)

- Japan PMD Act (as applicable)

United States

-21 CFR Part 803

- 21 CFR Part 806

- 21 CFR Part 807 — Subparts Ato D
-21 CFR Part 820

Abbott Ireland Diagnostics Division
Lisnamuck, Longford, Co. Longford, IRELAND

Design, Development and Manufacture of In-Vitro
Diagnostic Test Kits and Reagents used in the
Diagnosis of Prenatal Screening, Disease Status,
Cardiatic Markers, Protein Metabolism, Endocrine
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Basic UDI-DI:
Basic UDI-DI Name:
Risk Class:

EU Declaration of Conformity
038074 ACT0499K1.

Lactate Dehydrogenase2

Class C

List Number
and Size Code

Product and Trade Name

GMDN Code EMDN Code

04T9920

Lactate Dehydrogenase2

53072 wWo1010119

0479930

Lactate Dehydrogenase2

53072 wo1010119

Manufacturer
(Name and Address)

Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland

Manufacturer SRN

IE-MF-000010070

Authorized Representative
(Name and Address)

N/A

Authorized Representative SRN

N/A

Produced by (Site of Manufacture)
(Name and Address)

Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland

Notified Body
(Nane and Identification Number)

TUV $tid Product Service GmbH Zertifizierstellen,
Ridlerstralie 65 « 80339 Munich Germany
Notified Body Number 0123

Conformity Assessment Procedure

Quality Management System
Annex IX Chapters I and 1T,

Including an assessment of the technical
documentation for devicas concerned on the basis of
representative samples

EU Certificate No.
No. V12 054869 0013

Commaon Specifications (CS)

N/A

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Disgnostic
Medical Devices. This declaration is made in accordance with Annex IV of the IVD Regulation and is issued under the sole

responsibility of the manufacterer.,

Full Name: _Siobhan Wright

Full Name: _Sandra Gallagher

Director Quality Assurance/Site Quality

Function: Head

Function: _Manager Regulatory Affairs

Signature: J@“m 19\{\‘:‘(' s Signature: _SA;W

Date of Approval: __ 4 - DEC - Lot Date of Approval:

Signed for, and on

13- Dec- Ap2y

behalf of: _Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland

Date Issued:

1%~ DeC - Wb

Place Issued:  Lisnamuck, Longford, Co. Longford,

Ireland

Supersedes: N/A

Effective (Date

or Lot Number): 14 - DeC - Lout
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EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name

BG EC JEKJIAPALIMSA 3A CbOTBETCTBUE bazos UDI-DI HaumenoBanue Ha 6a3oB UDI-DI

CS | EUPROHLASENI O SHODE Zékladni UDI-DI Nazev zdkladntho UDI-DI

DA EU-OVERENSSTEMMELSESERKLZARING Grundleggende UDI-DI Grundleggende UDI-DI-navn

DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name

EL AHAQYH YXYMMOPOQ>HY EE Baowé UDI-DI Ovopacio facuod UDI-DI

ES DECLARACION UE DE CONFORMIDAD UDI-DI Bésico Nombre UDI-DI Bésico

ET ELi vastavusdeklaratsioon Pohi-UDI-DI P6hi-UDI-DI nimi

FR Déclaration de conformité UE IUD-ID de base Nom IUD-ID de base

HR EU IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapveté UDI-DI neve

IT Dichiarazione di conformitd UE UDI-DI di base Nome UDI-DI di base

LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums

LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio UDI-DI pavadinimas

NO EU-samsvarserklering Grunnleggende UDI-DI Grunnleggende UDI-DI-navn

PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI

PT DECLARACAO UE DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Bésico

RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza

SK EU VYHLASENIE O ZHODE Zakladny UDI-DI Nazov zékladného UDI-DI

SV | EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pi grundliggande UDI-DI

TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI Ismi

EN Risk Class List Number and Size Code Product and Trade Name

BG Kiac cniopes pucka Karaso)xeH HoMep U KOJl Ha pazMepa Mme Ha npolyKTa ¥ ThPrOBCKO HAUMEHOBAHUE

CS Rizikova tfida Katalogové ¢islo a koncové dvojéisli uréujici Nazev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og stgrrelseskode Produkt- og varemarkenavn

DE Risikoklasse Bestellnummer und Groencode Produkt- und Handelsname

EL Katnyopia kivdvvov Kwdkog IMpoidvtog kot Kmdikdg Tvokevaoiog TIpoidv kou Epmopikny Ovopacio

ES Clase de riesgo Numero de referencia y cédigo de tamaifio Producto y marca comercial

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zastieni naziv

HU Kockdzati osztily Listaszam és készletkiszerelés-kod Termék- és kereskedelmi név

IT Classe di rischio Numero di listino e codice formato Prodotto e nome commerciale

LV Riska klase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniecibas nosaukums

LT Rizikos klasé Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimai

NO Risikoklasse Bestillingsnummer og stgrrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Nimero de lista e cddigo de apresentacio Produto e nome comercial

RO Clasa de risc Numar de listd si cod dimensiune Denumirea produsului si denumirea comerciala

SK Rizikova trieda Katalogové Cislo Nazov produktu a obchodny ndzov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR | Risk Simifi Liste Numaras1 ve Boyut Kodu Uriin ve Ticari Ismi

Page 1 of 8




EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Kog GMDN Kox EMDN IIpousBoauTes (MMe H ajipec) EPH Ha npousBoauTeis
CS Kéd GMDN Kéd EMDN Vyrobce (ndzev a adresa) Jediné registracni ¢islo vyrobce
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kowdwwéc GMDN Kwduwoés EMDN Kartaokevaotg (Ovopa kot AtevBuven) SRN (Movadikog ApBpog Mntpdov)
(Ovopatoroyio (Ovoportoroyia Katookevaoth
LITPOTEYVOLOYIKDV L0TPOTEYVOLOYIKDV
TPOIOVTIOV) TPOIOVTMV)
ES Cédigo GMDN Coédigo EMDN Fabricante (nombre y direccién) SRN (ntimero de registro tnico) del
fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber
FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du fabricant
HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodaca
HU | GMDN-kéd EMDN-kéd Gyartd (név és cim) Gyart6 egyedi regisztraciés szaima (SRN)
IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico) del
fabbricante
LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotaja vienotais registracijas numurs
(VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy nomenklatiiros priemoniy nomenklatiiros
kodas kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL | Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Nomenklatury Wyrobéw producenta
Medycznych
PT Cédigo GMDN Cdédigo EMDN Fabricante (Nome e Morada) Numero tnico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume si adresa) SRN producitor
SK | Kéd GMDN Kéd EMDN Vyrobca (Ndzov a adresa) Jediné registracné Cislo (SRN) vyrobcu
SV GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si
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EN

Authorized Representative (Name and
Address)

Authorized Representative SRN

Produced by (Site of Manufacture)
(Name and Address)

BG | YobiaHOMomIeH npeacTaButen (UMe H EPH Ha ynmbaHOMOLIEHHS IPEACTaBUTEN ITpousBeneHo oT (MsICTO Ha
azpec) IIPOU3BOJICTBO) (UMeE U afIpec)
CS | Zplnomocnény zastupce (nazev a adresa) Jediné registracni ¢islo zplnomocnéného Vyrobeno (misto vyroby)
zdstupce (ndzev a adresa)
DA | Autoriseret representant (navn og adresse) | Autoriseret repr@sentants SRN Produceret af (fremstillingssted)
(navn og adresse)
DE | Bevollmichtigter (Name und Adresse) SRN des Bevollmichtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL E&ovotodompévog Avimpdcmnog (Ovopa | SRN E&ovciodotnpévov Aviimpocs®mnov Kartaokevaletor omd (Epyostéoio
kot Atevbovon) ToPAY®YNG)
(Ovopacio ko AtghBuvon)
ES Representante autorizado (nombre y SRN (nimero de registro tinico) del Producido por (Lugar de fabricacion)
direccion) representante autorizado (Nombre y direccién)
ET Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootnud (tootmiskoht) (nimi ja aadress)
registreerimisnumber
FR Mandataire (nom et adresse) Numéro d'enregistrement unique du Produit par (site de fabrication)
mandataire (nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje)
ovlastenog zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazott képvisel6 egyedi Gyarto (gyartas helye)
regisztracids szima (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario (nome e indirizzo)
LV | Pilnvarotais parstavis (nosaukums un Pilnvarota parstavja vienotais registracijas | Razots (raZo$anas vieta)
adrese) numurs (VRN) (nosaukums un adrese)
LT | Igaliotasis atstovas (pavadinimas ir Igaliotojo atstovo unikalusis registracijos Pagaminta (gamybos vieta) (pavadinimas
adresas) numeris ir adresas)
NO | Autorisert representant (navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
(navn og adresse)
PL Upowazniony przedstawiciel (nazwa i Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce
adres) upowaznionego przedstawiciela produkcji)
(nazwa i adres)
PT Mandatario (Nome e Morada) Niimero tnico de registo do mandatédrio Produzido por (Local de fabrico)
(Nome e Morada)
RO | Reprezentant autorizat (nume si adresa) SRN reprezentant autorizat Produs de catre (locatie productie) (nume
si adresa)
SK | Autorizovany zastupca (ndzov a adresa) Jediné registracné ¢islo (SRN) Vyrobené (miesto vyroby)
autorizovaného zdstupcu (ndzov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och
adress) adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi)

(Isim ve Adres)
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EN | Notified Body (Name and Identification Conformity Assessment Procedure
Number)

BG | Horudwuimpan opran (ume 1 naeHTH(HUKALHTOHEH Ipouenypa 3a OLEHKA Ha CHOTBETCTBUETO
HOMep)

CS Ozndmeny subjekt (ndzev a identifikacni ¢islo) Postup posuzovani shody

DA | Bemyndiget organ (navn og Overensstemmelsesvurderingsprocedure
identifikationsnummer)

DE Benannte Stelle (Name und Identifikationsnummer) | Konformititsbewertungsverfahren

EL Kowomompévog Opyaviopog (Ovopa kot AptBpog Awdikacio a&lohdynong coppdpemong
TOVTOTOINGNG)

ES Organismo Notificado (nombre y niimero de Procedimiento de evaluacion de la conformidad
identificacion

ET Teavitatud asutus (nimi ja identifitseerimisnumber) | Vastavushindamismenetlus

FR Organisme notifié (nom et numéro d'identification) | Procédure d’évaluation de la conformité

HR | Prijavljeno tijelo (naziv i identifikacijski broj) Postupak ocjenjivanja sukladnosti

HU | Bejelentett szervezet (név és azonosité szdm) Megfeleldségértékelési eljaras

IT Organismo notificato (nome e numero di Procedura di valutazione della conformita
identificazione)

LV Pilnvarota iestade (nosaukums un identifikacijas Atbilstibas novertesanas procediira
numurs)

LT Notifikuotoji jstaiga (pavadinimas ir identifikacinis | Atitikties vertinimo procedira
numeris)

NO | Meldt organ (navn og identifikasjonsnummer) Framgangsmate for samsvarsvurdering

PL Jednostka notyfikowana (nazwa i numer Procedura oceny zgodno$ci
identyfikacyjny)

PT Organismo Notificado (Nome e Nimero de Procedimento de avaliacdo da conformidade
Identificacdo)

RO | Organism notificat (nume si numar de identificare) Procedura de evaluare a conformititii

SK Notifikovany organ (Nazov a identifikacné Cislo) Postup posudzovania zhody

SV Anmilt organ (namn och identifikationsnummer) Forfarande for bedomning av Gverensstimmelse

TR Onaylanmis Kurulus (Isim ve Tanim Numarasi) Uygunluk Degerlendirme Prosediirii
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EN

Quality Management System Annex IX Chapters I and III,
Including an assessment of the technical documentation for devices concerned on the basis of
representative samples

BG

Cucrtema 3a ynpasieHue Ha kadecTBoto [Ipunoxenue IX, rnasu [ u 111,
BKJIFOUMTEIIHO OLIEHKA Ha TEXHUYECKaTa JOKyMEHTalUs HA CbOTBETHUTE U3/IeIUs Bb3 OCHOBA Ha
MPECTABUTEIHU POOU

CS

Systém fizeni kvality Pfiloha IX Kapitoly I a III,
véetné posouzeni technické dokumentace dotéenych prostiedki na zakladé reprezentativnich vzorku

DA

Kvalitetsstyringssystem Bilag IX kapitel I og III,
Herunder en vurdering af den tekniske dokumentation for relevant udstyr pa baggrund af reprasentative prgver

DE

Qualitdtsmanagementsystem Anhang IX Kapitel I und III,
einschlieflich einer Bewertung der Technischen Dokumentation fiir betroffene Produkte auf der Grundlage
reprisentativer Stichproben

EL

Toompa Awayeipiong [owmrag Hapdpmpa IX Kepdrota I o 11,
ovumepAapBaveTol a&loAdyNom TV TEXVIKOD GaKEAOL Yo poidvta mov eetdlovtat pe PAon ovTITPOCOTEVTIK
deiypato

ES

Sistema de Gestién de Calidad Anexo IX, capitulos I y III,
se incluye una evaluacion de la documentacion técnica para los productos afectados sobre la base de muestras
representativas

ET

Kvaliteedijuhtimissiisteem IX lisa I ja III peatiikk
Sealhulgas asjaomaste seadmete tehnilise dokumentatsiooni hindamist esindavate valimite pdhjal

FR

Systeme de gestion de la qualité Annexe IX Chapitres I et 111,
Inclut une évaluation de la documentation technique pour les dispositifs concernés, sur la base d’échantillons
représentatifs

HR

Sustav upravljanja kvalitetom Prilog IX., Poglavlja L. i III.,
ukljucujuéi ocjenjivanje tehnicke dokumentacije za predmetne proizvode na temelju reprezentativnih uzoraka

HU

Mindségiranyitasi rendszer IX. melléklet, 1. és II1. fejezet, ideértve az érintett eszkozok miiszaki
dokumentdcidjdnak reprezentativ mintdk alapjdn val6 értékelését

IT

Sistema di gestione della qualita Allegato IX Capitoli I e III,
compresa una valutazione della documentazione tecnica per i dispositivi interessati sulla base di campioni
rappresentativi

LV

Kvalitates vadibas sisteéma IX pielikuma I un III nodala,
tostarp attiecigo ieri¢u tehniskas dokumentacijas novértéjums, pamatojoties uz reprezentativiem paraugiem

LT

Kokybés valdymo sistema IX priedo I ir III skyriai,
jskaitant atitinkamy priemoniy techninés dokumentacijos vertinimg remiantis tipiniais pavyzdZiais

NO

Kvalitetsstyringssystem Vedlegg IX kapittel I og III,
inkludert en vurdering av den tekniske dokumentasjonen for aktuelt utstyr pa grunnlag av representative prgver

PL

System Zarzadzania Jakos$cia Zatacznik IX, Rozdziaty I oraz III,
w tym ocena dokumentacji technicznej danych wyrobéw na podstawie reprezentatywnych prébek

PT

Sistema de gestdo da qualidade Anexo IX Capitulos I e III,
Incluindo uma avaliacdo da documentagdo técnica para os dispositivos em questdo com base em amostras
representativas

RO

Sistemul de management al calitatii Anexa IX, Capitolele I si III inclusiv o evaluare a documentatiei tehnice
pentru dispozitivele in cauza pe baza unor probe reprezentative.

SK

Systém riadenia kvality Priloha IX Kapitoly I a III, vratane posudenia technickej dokumentacie prislusnych
pomocok na zdklade reprezentativnych vzoriek

SV

Kvalitetsledningssystem Bilaga IX Kapitel I och III,
Inklusive en bedomning av den tekniska dokumentationen for berérda produkter som grundar sig pa
representativa urval

TR

Kalite Yonetim Sistemi Ek IX Bolim I ve IIT
Temsili numuneler bazinda ilgili cihazlar i¢in teknik dokiimantasyonun degerlendirilmesi dahil
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EN EU Certificate No. Common Specifications (CS) Full Name

BG EC Ceprudukar Ne 06w crenmdukampu (OC) IIbJIHO HAMMEHOBAHHE
CS Cislo certifikitu EU Spole¢né specifikace Cely nézev

DA EU-certifikathnummer Felles specifikationer Fulde navn

DE Nr. des EU-Zertifikats Gemeinsame Spezifikationen (GS) Vollstindiger Name
EL ApBudg motomomtikov EE Kowéc mpodiaypapés (KIT) TIApng ovopacio
ES Numero certificado UE Especificaciones comunes Nombre completo
ET EL-i sertifikaadi nr Uhtsed kirjeldused Téisnimi

FR N° certificat UE Spécifications communes Nom complet

HR EU potvrda br. Zajednicke specifikacije (,CS*) Puni naziv

HU EU-tanusitvany szima Egységes eldirasok Teljes név

IT N° del certificato UE Specifiche comuni (SC) Nome completo

LV ES sertifikata Nr. Kopigas specifikacijas Pilns nosaukums
LT ES sertifikatas Nr. Bendrosios specifikacijos Vardas ir pavardé
NO EU-sertifikatnr. Felles spesifikasjoner Fullt navn

PL Nr Certyfikatu UE Wspdlne specyfikacje Imie i nazwisko

PT Certificado UE N° Especificacdes comuns Nome completo

RO Nr. certificat UE: Specificatii comune (CS) Numele complet

SK Certifikat EU &. Spoloéné $pecifikacie Cely nézov

SV Nummer pa EU-intyg Gemensamma specifikationer Fullstindigt namn
TR AB Sertifika Numarasi Genel Spesifikasyonlar (GS) Ad1 Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JUTBXKHOCT IToamucano 3a U OT UMETO Ha JlaTta Ha n3naBane
CS Funkce Podepsano za a jménem Datum vydani

DA Funktion Underskrevet for og pa vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agiovpyia Yroypdoetat yio Kot €K LEPOLS TOV/TNG Hugpounvia ékdoong
ES Funcién Firmada por, y en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Viiljaandmise kuupiev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU Beosztds Alair6 a kovetkezo képviseletében és nevében Kiadds ddtuma

1T Funzione Firmato a nome e per conto di Data di rilascio

LV Amats Parakstits $§adas personas varda Izdo$anas datums
LT Pareigos Subjekto, kurio vardu pasiraSoma, pavadinimas Isdavimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Funcdo Assinado e em nome de Data de emissdo

RO Functia Semnat pentru si in numele Data eliberarii

SK Funkcia Podpisané za a v mene Datum vydania

SV Funktion Undertecknat f6r och pa uppdrag av Datum for utfirdande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
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EN | Supersedes Signature Date of Approval
BG 3amecTBa [Toxmuc Jlara Ha o00peHne
CS Nahrazuje Podpis Datum schvaleni

DA Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikofiotd Yroypaen Huepounvia £ykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupidev
FR Annule et remplace Signature Date de ’autorisation
HR Zamjenjuje Potpis Datum odobrenja

HU | Hatélytalanitja a kovetkez6 dokumentumot: Aldiras J6védhagyés datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts ApstiprinaSanas datums
LT Pakeicia Parasas Patvirtinimo data

NO | Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovacio
RO Inlocuitor Semnatura Data aprobarii

SK Nahrddza Podpis Datum schvdlenia

SV Ersitter Namnteckning Datum for godkénnande
TR Yerini aldig1 belge imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha u3JaBaHe B cuia o1/3a (ara Wiy HOMEp Ha MapTHa)

CS Misto vydani Uginné od (datum nebo &islo Sarze)

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Giiltig ab (Datum oder Chargenbezeichnung)

EL Tomog €kdoong g 1oyb and (Huepounvia 1) ap. moptidog)

ES Expedida en Efectiva (fecha o nimero de lote)

ET Viljaandmise koht Joustumine (kuupéev voi partiinumber)

FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)

HR Mjesto izdavanja Stupa na snagu (datum ili broj serije)

HU | Kiadds helye Hatdlybalépés (datum vagy tételszam)

IT Luogo di rilascio Valido da (data o numero di lotto)

LV IzdoS$anas vieta Speka no (datums vai partijas numurs)

LT Isdavimo vieta Isigalioja (data arba partijos numeris)

NO Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowiazuje od (data lub numer partii)

PT Local de emissdo Efetividade (Data ou nimero de lote)

RO | Locul eliberarii Valabilitate (data sau numarul lotului)

SK Miesto vydania Uginnost od (d4tum alebo &islo Sarze)

SV Plats for utfirdande Verkstilligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirliik (Tarih veya Lot Numarasi)
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EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic Medical Devices. This declaration is
made in accordance with Annex IV of the IVD Regulation and is issued under the sole responsibility of the manufacturer.

BG

Hue, momynoamicanuTe, ¢ HACTOSIIOTO JeKIapupaMe, 4e TOPEonrucaHoTO(HTe) MEAUINHCKO(1) H3aenue(s) 3a MHBUTPO AUArHOCTHKA OTTOBapsI(T) Ha
IpUIOKUMHTe pasnopentu Ha Permament (EC) 2017/746 na Eponetickus napiaameHT u Ha ChBeTa oT 5 anprn 2017 T. OTHOCHO MEIMIIMHCKHUTE U3/ 32
MHBHUTPO AMarHoctuka. Tasu nexiapaius e HarnpaBeHa B cboTBeTcTBHE ¢ [Iprinoxkenue IV Ha Pernamenta 3a IVD u 3a HeliHOTO M3/jaBaHe OTTOBOPHOCT HOCH
€IMHCTBEHO IIPOU3BOAUTEIIAT.

CS

My, niZe podepsani, timto prohlasujeme, Ze diagnosticky(-é) zdravotnicky(-¢) prostiedek (prostredky) in vitro uvedeny(-¢) vyse je (jsou) ve shodé s pfislusnymi
ustanovenimi natizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prosttedcich in vitro. Toto
prohlaseni je v souladu s Pfilohou IV nafizeni IVD a je vydano na vyhradni odpovédnost vyrobce.

DA

Vi, undertegnede, erkl@rer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de geldende
bestemmelser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr. Denne erkleering afgives i
overensstemmelse med IVD-forordningens bilag IV og udstedes under fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erkldren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Europiischen Parlaments und des Rates vom 5. April 2017 iiber In-vitro-Diagnostika erfiillen. Diese
Erkldrung erfolgt gemil Anhang IV der IVD-Verordnung und wird unter alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeic, o1 vmoypaoovies, SNAdvovLe pe TO Tapdv OTL TO TPOAVAPEPOUEVO. SIOYVAOGTIKA LOTPOTEYXVOLOYIKA TPOTOVTO GUILLOPPAVOVTOL LLE TLG 1IGYDOVOES SLUTAEELS
tov Kavoviopov (EE) 2017/746 tov Evponaikod KowoBovriov kot tov Zuppoviiov g 5™ Ampihiov 2017 oyetikd e T in Vitro d1oyvemo Tk
wtpoteyvoloykd tpoidvta. H dnAwon avt yiveton ovpewva pe to Hopdaptnpe IV tov Kavoviopod IVD kot exdideton pe amokieiotiky vfovn tou
KOTOGKEVAGTN

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagndstico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagnéstico
in vitro. Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD y es emitida bajo la exclusiva responsabilidad del fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
médruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sétetele. See deklaratsioon on koostatud vastavalt IVD miéruse IV lisale
ning selle viljastamise eest vastutab ainult tootja.

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux
dispositions applicables du Reglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in
vitro. Cette déclaration est établie conformément a I’Annexe IV du Réglement DIV sous la seule responsabilité du fabricant.

HR

Mi, niZe potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vije¢a od 5. travnja 2017. o in vitro dijagnostickim medicinskim proizvodima.
Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD i izdaje se pod isklju¢ivom odgovornos¢u proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszk6z(6k) megfelel(nek) az Eurépai Parlament és a Tanécs in vitro diagnosztikai
orvostechnikai eszk6zokrél szol6 (EU) 2017/746 (2017. aprilis 5.) rendelete (IVD rendelet) vonatkozo rendelkezéseinek. A jelen nyilatkozat megfelel az IVD
rendelet IV. mellékletében foglalt eldirasoknak, és a gyarto kizardlagos feleldssége alapjan keriilt kiadésra.

IT

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) €(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro. Questa
dichiarazione ¢ redatta in conformita all'allegato IV del regolamento IVD ed ¢ rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

Megs, apaksa parakstijusies, ar $o pazinojam, ka ieprieks apraksita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemérojamajam prasibam par in vitro diagnostikas mediciniskam iericém. Si deklaracija ir sagatavota saskana ar
IVD regulas IV pielikumu un par izdoSanu atbild vienigi razotajs.

LT

Mes, toliau pasirasiusieji (-iusiosios), pareiSkiame, kad anks¢iau minéta (-0s) in vitro diagnostikos medicinos priemoné (-¢s) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas. Si deklaracija yra parengta
vadovaujantis IVD reglamento IV priedu ir yra iSduodama tik gamintojo atsakomybe.

NO

Vi, undertegnede, erkl@rer herved at utstyret til in vitro-diagnostikk som er anfgrt ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
radsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk. Denne erkleringen er utarbeidet i overensstemmelse med
vedlegg IV i IVD-forordningen og er utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym o$wiadczamy, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spetnia(-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobéw medycznych do diagnostyki in
vitro. Niniejsza deklaracja zostata sporzadzona zgodnie z Zatacznikiem IV Rozporzadzenia IVDR i wydana na wyltaczng odpowiedzialno§¢ producenta.

PT

Noés, abaixo assinados, declaramos que os dispositivos médicos para diagndstico in vitro descritos acima estdo em conformidade com as disposicdes aplicdveis
do Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagndstico in vitro. Esta
declaracdo € feita em conformidade com o anexo IV do Regulamento IVD e € emitida sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declaram ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro. Prezenta
declaratie este emisa in conformitate cu anexa IV la Regulamentul IVD si este emisa sub responsabilitatea exclusiva a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, Ze diagnostickd(-€) zdravotnicka(-e) pomdcka(-y) uvedend(-¢) vysSie je (su) v zhode s prislusnymi ustanoveniami
Nariadenia Eurépskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro. Toto vyhldsenie je v silade
s Prilohou IV k Nariadeniu IVD a vydava sa na vyhradna zodpovednost’ vyrobcu.

SV

Vi, undertecknade, forsikrar hiarmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan 6verensstimmer med de tillampliga
bestdmmelserna i Europaparlamentets och radets férordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik. Denna
forsdkran gors i enlighet med bilaga IV till IVD-férordningen och utfirdas under tillverkarens enskilda ansvar.

TR

Biz, agagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarm, 2017/746 sayil1 Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu beyan ederiz. Bu beyan IVD Yénetmeligi Ek IV uyarinca yapilmistir
ve iireticinin miinhasir sorumlulugu altindadir.

End of form
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SEKISUI

DIAGN@STICS

Becanse cvery resull miatters™

DECLARATION OF CONFORMITY

Manufacturer: Sekisui Diagnostics P.E.l. Inc
70 Watts Avenue Charlottetown
Prince Edward Island
C1E 2B9
Canada

European Representative: MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany

Product:
Product Code Name GMDN Code

07P7120 Alinity ¢ Direct LDL Reagent Kit 53395
Classification: General IVD
Conformity Assessment Route:  Annex lll, self-certified

We hereby declare that the above-mentioned products meet the provisions of the Council
Directive 98/79EC for in vitro diagnostic medical devices. All supporting documents are
held by the manufacturer.

Place of Issue: Prince Edward Island, Canada
__E_J
Signature: Ll 5 e ,?‘/_ju g 202
Penny White Date

Senior Manager Regulatory Affairs
Sekisui Diagnostics PEI Inc.

Sekisui Diagnostics P.E. 1. Inc.
70 Watts Avenue

Charlottetown, Prince Edward Island

C1E 289 Canada

Tel 902-566-1396 Fax: 2302-628-6504

www sekisuidiagnostics. com
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cJ

Abbott

Basic UDI-DI:
Baste UDI-DI Namc:
Risk Class:

EU Declaration of Conformity

038074DALD0DIFO

Alinity c-series Maintenance Solution

Class A

List Number
and Size Code

Product and Trade MName

GMDN Code

08P9870

Alinity c-series Maintenance Selutions:

=  Water Bath Additive

56676 W0201010185

= Cleaning Solution

55058

W0Z01610185

Manufacturer
{Name and Address)

Abbott Lahoratories
1915 Hurd Drive
Irving, TX 75038 USA

Manufacturer SRN

1US-MF-000017777

Authorized Representative
{Name and Address}

Abbott GmbH
Max-Planck-Ring 2
65205 Wigsbaden, Germany

Authorized Representagive SRN

DE-AR-000009457

Produced by (Site of Manufacture}
{IName and Address)

Sekisui Diagnostics P.EL Ine.
70 Watts Avenue
Charlottetown

Prince BEdward Island

CI1E 2B9 Canada

Conformity Assessmant Procedure

Annex T and IT1

We, the undersigned, hereby declare thai the in viiro dizgnostic medical device(s) deseribed above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Partiament and of the Councii of 5 April 2017 on In Vitre Diagnostic
Medical Devices; and additionally conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the
Council of & June 2011 on the restriction of the use of certain hazardous substances in electrical and electronic equipment, and to
applicable provisions of Directive 2006/42/EC of the European Patliament and of the Council of §7 May 2006 on machinery, and
amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Aonex VI of the ROHS Directive, and Annex Tl
of the Machinery Directive and is issued under the sole responsibility of the manufacturer,

Fult Name: _Thomas Creel Full Name: _Michele Smith-Waheed
Sr. Director, Instrument and Automation
Function: _Quality Function: _Associate Director, Regulatoty Affairs
Signature: / ﬁ;’?}ﬁ . p /Lbbg Signalure: WM 7 /L'
Drate of Approvat: 2’5’ M o %’.?':'1 Date of Approvak: péy = - ,M Ky =) ™
Signed for, andon  Abbott Laboréforics, 1915 Hurd Dtive, 4
behalf of: Irving, TX 75038
Date Issued: ,7/2 ,;) — ¥l ,72} o Place Issued: _Irving, Texas
/ Effective {Date
Supersedes:  N/A or Lot Number):

ﬂéa’g _ /W/ﬂf ’G"ét;g—



EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name

BG EC AEKJIAPALIMSA 3A CbOTBETCTBHUE Bbazos UDI-DI Hawnmenosanue Ha 6a308 UDI-DI

CS | EU PROHLASENI O SHODE Zakladni UDI-DI Nézev zékladniho UDI-DI

DA EU-OVERENSSTEMMELSESERKLARING Grundleggende UDI-DI Grundleggende UDI-DI-navn

DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name

EL AHAQYH XYMMOPOQXHY EE Boaowo UDI-DI Ovopasio acikod UDI-DI

ES DECLARACION UE DE CONFORMIDAD UDI-DI Bésico Nombre UDI-DI Basico

ET ELi vastavusdeklaratsioon Pohi-UDI-DI Po6hi-UDI-DI nimi

FR Déclaration de conformité UE IUD-ID de base Nom IUD-ID de base

HR EU IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapvet6 UDI-DI neve

IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base

LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums

LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio UDI-DI pavadinimas

NO EU-samsvarserklaering Grunnleggende UDI-DI Grunnleggende UDI-DI-navn

PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI

PT DECLARACAO UE DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Bésico

RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza

SK EU VYHLASENIE O ZHODE Zakladny UDI-DI Nazov zakladného UDI-DI

SV | EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pé grundliggande UDI-DI

TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI Ismi

EN Risk Class List Number and Size Code Product and Trade Name

BG Kiac ciopes pucka KaTanoxen HoMep U KO Ha pa3Mepa ViMe Ha IPOJIyKTa M THPrOBCKO HAUMCHOBAHHUE

CS Rizikova tfida Katalogové ¢islo a koncové dvojéisli uréujici Nazev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og starrelseskode Produkt- og varemearkenavn

DE Risikoklasse Bestellnummer und GréBencode Produkt- und Handelsname

EL Katnyopia kivdvvov Kwdkog [poidvtog kot Kmdikdg Tuokevasiog Mpoidv kou Epumopikny Ovopacio

ES Clase de riesgo Numero de referencia y codigo de tamafio Producto y marca comercial

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zaSti¢eni naziv

HU Kockazati osztaly Listaszam és készletkiszerelés-kod Termék- és kereskedelmi név

IT Classe di rischio Numero di listino e codice formato Prodotto e nome commerciale

LV Riska klase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniecibas nosaukums

LT Rizikos klasé Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimai

NO Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Numero de lista e codigo de apresentagdo Produto e nome comercial

RO Clasa de risc Numar de lista si cod dimensiune Denumirea produsului si denumirea comerciala

SK Rizikova trieda Katalogové Cislo Nézov produktu a obchodny ndzov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR Risk Sinifi Liste Numarasi ve Boyut Kodu Uriin ve Ticari Ismi




EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN

BG | Kox GMDN Kox EMDN IIpousBoauTen (MMe U aapec) EPH na npousBoauTes

CS Ko6d GMDN Kéd EMDN Vyrobcee (ndzev a adresa) Jediné registracni Cislo vyrobce

DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN

DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN

EL | Kodwdg GMDN (Ovopatoroyic | Kwdwdg EMDN (Ovopatoloyio Kartaokevaotg (Ovopa kot SRN (Movadikdg ApiBpos Mntpdov)

LITPOTEYVOLOYIKAV TPOIOVI®V) LOTPOTEYVOLOYIKMV TPOIOVT®V) Aevfouvon) Kotaokevaoth

ES Codigo GMDN Codigo EMDN Fabricante (nombre y direccion) SRN (ntimero de registro tinico) del
fabricante

ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber

FR Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du
fabricant

HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodaca

HU | GMDN-kod EMDN-ko6d Gyarto (név és cim) Gyarto egyedi regisztracids szama
(SRN)

IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico)
del fabbricante

LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotaja vienotais registracijas numurs
(VRN)

LT | Visuotinés medicinos priemoniy Europos medicinos priemoniy Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos

nomenklatiiros kodas nomenklatiiros kodas numeris
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL Kod GMDN Kod Europejskiej Nomenklatury Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Wyrobéw Medycznych producenta

PT Codigo GMDN Codigo EMDN Fabricante (Nome e Morada) Numero tnico de registo do fabricante

RO | Cod GMDN Cod EMDN Producitor (nume si adresa) SRN producitor

SK | Kéd GMDN Kéd EMDN Vyrobca (Nazov a adresa) Jediné registraéné Cislo (SRN) vyrobcu

SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN

TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si




EN | Authorized Representative (Name and Address) | Authorized Representative SRN Produced by (Site of Manufacture)
(Name and Address)
BG | YmbiaHOMOIIEH IpeAcTaBUTEN (MME U aIpec) EPH Ha yIsIHOMOIICHHS IPEACTABUTE IponsBeneHo OT (MACTO HA IPOU3BOACTBO) (MME H
aapec)
CS Zplnomocnény zastupce (nazev a adresa) Jediné registraéni Cislo zplnomocnéného zastupce Vyrobeno (misto vyroby) (ndzev a adresa)
DA | Autoriseret reprasentant (navn og adresse) Autoriseret repraesentants SRN Produceret af (fabrikationssted)
(Navn og adresse)
DE Bevollméchtigter (Name und Adresse) SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL E&ovoiodotnpévog Avtirpdécmnog (Ovopa Kot SRN E&ovctodotnpuévov Avtimposmnon Katookevalerar omd (Epyootdoio mopaywmyng)
Aevbouvon) (Ovopacio kat Aigvbuvon)
ES Representante autorizado (nombre y direccion) SRN (niimero de registro tinico) del representante Producido por (Lugar de fabricacion) (Nombre y
autorizado direccion)
ET Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne registreerimisnumber Tootnud (tootmiskoht) (nimi ja aadress)
FR Mandataire (nom et adresse) Numéro d'enregistrement unique du mandataire Produit par (site de fabrication)
(nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) ovlastenog Proizvodi (Mjesto proizvodnje)
zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazott képviseld egyedi regisztracios Gyarto (gyartas helye)
szdma (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario (nome e indirizzo)
LV | Pilnvarotais parstavis (nosaukums un adrese) Pilnvarota parstavja vienotais registracijas numurs Razots (razo$anas vieta)
(VRN) (nosaukums un adrese)
LT Igaliotasis atstovas (pavadinimas ir adresas) Igaliotojo atstovo unikalusis registracijos numeris Pagaminta (gamybos vieta) (pavadinimas ir
adresas)
NO | Autorisert representant (navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
(navn og adresse)
PL Upowazniony przedstawiciel (nazwa i adres) Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce produkcji)
upowaznionego przedstawiciela (nazwa i adres)
PT Mandatario (Nome e Morada) Numero tnico de registo do mandatario Produzido por (Local de fabrico)
(Nome e Morada)
RO | Reprezentant autorizat (nume si adresa) SRN reprezentant autorizat Produs de citre (locatie productie) (nume si adresa)
SK | Autorizovany zastupca (nazov a adresa) Jediné registracné ¢islo (SRN) autorizovaného Vyrobené (miesto vyroby)
zastupcu (nazov a adresa)
SV Auktoriserad representant (namn och adress) Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi)

(Isim ve Adres)




EN Conformity Assessment Procedure Annex II and III Full Name

BG IIpouiemypa 3a o1leHKa Ha ChOTBETCTBHETO IIpunoxenne II u 111 IIp1HO HaUMEeHOBaHUE
CS Postup posuzovani shody Piiloha II a IIT Cely ndzev

DA | Overensstemmelsesvurderingsprocedure Bilag II og 111 Fulde navn

DE Konformititsbewertungsverfahren Anhang II und IIT Vollstindiger Name
EL Awdikacio a&loldynong cupupudpemong Hapdapnuo IT ko 1T TIANpng ovopocio
ES Procedimiento de evaluacion de la conformidad Anexos Il y III Nombre completo
ET Vastavushindamismenetlus 11 ja III lisa Tdisnimi

FR Procédure d’évaluation de la conformité Annexes II et I1I Nom complet

HR | Postupak ocjenjivanja sukladnosti Prilog II. i III. Puni naziv

HU | Megfeleldségértékelési eljaras 11. és I1I. melléklet Teljes név

IT Procedura di valutazione della conformita Allegati 11 e 111 Nome completo

LV | Atbilstibas novértéSanas procediira 1T un III pielikums Pilns nosaukums
LT Atitikties vertinimo procediira 11 ir 11T priedai Vardas ir pavardé
NO | Framgangsmate for samsvarsvurdering Vedlegg 11 og I1T Fullt navn

PL Procedura oceny zgodnosci Zalacznik 11 oraz 111 Imie i nazwisko

PT Procedimento de avaliagdo da conformidade Anexo Il e 11T Nome completo

RO | Procedura de evaluare a conformitatii Anexa II si ITT Numele complet

SK Postup posudzovania zhody Priloha II a III Cely ndzov

SV Forfarande for bedomning av 6verensstimmelse Bilaga II och III Fullstdndigt namn
TR Uygunluk Degerlendirme Prosediirii Ek I ve 111 Ad1 Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JUTBXKHOCT IToamucaHo 3a U OT UMETO Ha JlaTa Ha u3/1aBaHe
CS Funkce Podepsano za a jménem Datum vydani

DA Funktion Underskrevet for og pa vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agrtovpyia Yroypdgetat yio Kot €K LEPOLG TOV/TNG Huepounvia ékdoong
ES Funcion Firmada por, y en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Véljaandmise kuupiev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU Beosztas Alaird a kovetkezd képviseletében és nevében Kiadas datuma

IT Funzione Firmato a nome ¢ per conto di Data di rilascio

LV Amats Parakstits §adas personas varda IzdoSanas datums
LT Pareigos Subjekto, kurio vardu pasiraSoma, pavadinimas I8davimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Fun¢do Assinado e em nome de Data de emissdo

RO Functia Semnat pentru si In numele Data eliberarii

SK Funkcia Podpisané za a v mene Datum vydania

SV Funktion Undertecknat for och pa uppdrag av Datum for utfidrdande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi




EN Supersedes Signature Date of Approval
BG 3amecTBa TToamnuc JlaTa Ha ogoOpeHue
CS Nahrazuje Podpis Datum schvéleni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikafiotd Yroypaen Hpepounvia éykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupdev
FR Annule et remplace Signature Date de I’autorisation
HR | Zamjenjuje Potpis Datum odobrenja

HU | Hatalytalanitja a kovetkez6 dokumentumot: Alairas Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts ApstiprinaSanas datums
LT Pakeicia Parasas Patvirtinimo data

NO Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovagio
RO Inlocuitor Semnatura Data aprobarii

SK Nahradza Podpis Datum schvélenia

SV Ersitter Namnteckning Datum for godkdnnande
TR Yerini aldig1 belge imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha U3/1aBaHe B cuna o1/3a_(maTa mim HoMep Ha IapTHAA)

CS Misto vydani Uginné od (datum nebo ¢&islo Sarze)

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Giiltig ab (Datum oder Chargenbezeichnung)

EL Tomog ékdoong e 1oyv and (Huepopnvia M ap. maptidog)

ES Expedida en Efectiva (fecha o numero de lote)

ET Viljaandmise koht Joustumine (kuupdev voi partiinumber)

FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)

HR Mjesto izdavanja Stupa na snagu (datum ili broj serije)

HU Kiadas helye Hatdlybalépés (datum vagy tételszam)

IT Luogo di rilascio Valido da (data o numero di lotto)

LV Izdo$anas vieta Spéka no (datums vai partijas numurs)

LT Isdavimo vieta Isigalioja (data arba partijos numeris)

NO Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowigzuje od (data lub numer partii)

PT Local de emissdo Efetividade (Data ou numero de lote)

RO Locul eliberarii Valabilitate (data sau numarul lotului)

SK Miesto vydania Uginnost’ od (d4tum alebo ¢&islo Sarze)

SV Plats for utfirdande Verkstélligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirliik (Tarih veya Lot Numarasi)




EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of S April 2017 on In Vitro Diagnostic Medical Devices; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parliament
and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex II of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

BG

Hue, nonmynoanucanute, ¢ HACTOSIIOTO JEK/IapUpaMe, 4e TOPEONCaHOTO(UTe) MEAUIIMHCKO(H) U3JIeNe(s) 32 MHBUTPO ANArHOCTUKA OTroBapsi(T) Ha
IpUIOKUMHTE pasnopentdu Ha Permament (EC) 2017/746 na EBponeiickus napnaMenT 1 Ha ChBeTa oT 5 anpuin 2017 T. 0OTHOCHO MEIUITMHCKUTE U3/EIUs 3
HMHBUTPO AMATHOCTHUKA; OCBEH TOBA OTroBaps(T) Ha MPHIOKUMHUTE paznopenou Ha Jupexrusa 2011/65/EC na EBponeiickus napnamenT 1 Ha CpBeTa OT 8 1oHH
2011 r. OTHOCHO OrpaHMYEHUETO Ha YIOoTpebaTa Ha ONPEIENICHH OITACHH BEILECTBA B €JIEKTPHYECKOTO U €IEKTPOHHOTO 000pyIBaHE U HA MPHUIIOKHMHUTE
pasnopen6u Ha Jupextua 2006/42/EO na EBponeiickus napaamenT u Ha CpBeTa oT 17 Maif 2006 T. 0OTHOCHO MAIlIMHUTE, U 32 U3MEHEHHUE Ha JlupeKTHBa
95/16/EQ, KakTo € TpaHCIOHHPaHa B HALMOHAIHOTO 3aKOHOATEJICTBO Ha TbPIKABUTE YICHKH.

Tasu nexnapanus ce npaBu B cboTBeTCTBHE C IIpHinoxenue IV Ha Pernamenra 3a IVD, Ipunoxenue VI Ha [lupekTrBaTa 3a orpaHM4aBaHe Ha ONIACHUTE
Bemectsa (ROHS) u [punoxenue 11 na /lupekTHBaTa OTHOCHO MAIIMHUTE U 32 HEWHOTO M3/JaBaHE OTTOBOPHOCT HOCH €AMHCTBEHO IIPOU3BOAUTEIIAT.

CS

My, nize podepsani, timto prohlasujeme, Ze diagnosticky(-¢) zdravotnicky(-¢) prostiedek (prosttedky) in vitro uvedeny(-¢) vyse je (jsou) ve shodé s pfislusnymi
ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostfedcich in vitro; a Ze je (jsou)
dale ve shod¢ s pfisluSnymi ustanovenimi smérnice Evropského parlamentu a Rady 2011/65/EU ze dne 8. ¢ervna 2011 o omezeni pouzivani n¢kterych
nebezpecnych latek v elektrickych a elektronickych zafizenich a s pfislusnymi ustanovenimi smérnice Evropského parlamentu a Rady 2006/42/ES ze dne 17.
kvétna 2006 o strojnich zatizenich a o zméné smérnice 95/16/ES, jak byla provedena ve vnitrostatnim pravu ¢lenskych statti. Toto prohlaseni je v souladu s
Ptilohou IV natizeni IVD, Ptilohou VI smérnice ROHS a Ptilohou II smérnice o strojnich zafizenich a je vydano na vyhradni odpovédnost vyrobce.

DA

Vi, undertegnede, erklarer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de geeldende
bestemmelser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr, ligesom det overholder
geldende bestemmelser i Europa-Parlamentets og Radets direktiv 2011/65/EU af 8. juni 2011 om begransning af brugen af visse farlige stoffer i elektrisk og
elektronisk udstyr samt overholder geeldende bestemmelser i Europa-Parlamentets og Radets direktiv 2006/42/EF af 17. maj 2006 om maskiner og @ndring af
direktiv 95/16/EF, som det er transponeret i medlemsstaternes lovgivning.

Denne erklering afgives i overensstemmelse med IVD-forordningens bilag IV, ROHS-direktivets bilag VI samt maskindirektivets bilag II og udstedes under
fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erkldren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Européischen Parlaments und des Rates vom 5. April 2017 {iber In-vitro-Diagnostika erfiillen und zusétzlich
die entsprechenden Bestimmungen der Richtlinie 2011/65/EU des Européischen Parlaments und des Rates vom 8. Juni 2011 zur Beschrankung der Verwendung
bestimmter geféhrlicher Stoffe in Elektro- und Elektronikgerdten sowie der Richtlinie 2006/42/EG des Europdischen Parlaments und des Rates vom 17. Mai 2006
iiber Maschinen und zur Anderung der Richtlinie 95/16/EG gemiB Umsetzung in den Gesetzen der Mitgliedsstaaten.

Diese Erklarung erfolgt gema Anhang IV der IVD-Verordnung, Anhang VI der RoHS-Richtlinie und Anhang II der Maschinen-Richtlinie und wird unter
alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, ot vmoypapovteg, SNAGVOLLE e TO TapOV OTL T TPOAVAPEPOUEVE. SI0YVAOCTIKE 1OTPOTEYVOLOYIKA TPOTOVTH GUUHOPPAOVOVTAL LE TIG 1I0)YDOVCEG S1aTAEELS
tov Kavovieuot (EE) 2017/746 tov Evponaikot KowoBoviiov kot tov ZopPoviiov g 5™ Anpihiov 2017 oyetikd e ta in vitro S10yveCTIKE 10TpOTEXVOLOYIKA
TPOIOGVTOL KL EMIONG GLUHOPPAOVOVTOL e TS oydovoeg dratdéelg g Odnyiag 2011/65/EE tov Evponaikod KowvoBovAiov kot tov Zvppoviiov g 8™ lovviov
2011 oyeTikd pe TOVG TEPLOPIGUOVG GTN YPTOT) CUYKEKPLUEVAV EMKIVILVOV 0VGIAOV GTOV NAEKTPLKO Kot NAEKTPOVIKO EO0MAGHO, KAOMS Kot L TIG 10X00VCES
Swatd&ers g Odnyiag 2006/42/EK tov Evpanaikot Kowvopoviiov kot tov Zvppoviiov g 17" Moiov 2006 oyetikd e Tov unxovikod eEomhopnd Kot v
tpomomomtikny Odnyia 95/16/EK émwg ot petapéptnke ot vopobesio tmv kpatdv pedv. H Miwon avtn yivetoan copgova pe to Mopdptmpa IV tov
Kavoviopo0 IVD, to Hapaptnpa VI g Odnyiag ROHS kot to Tapdptnua II g Odnylog yio tov pnyovikd eEomhopd kot ekdidetal pe amokAelotikn evfovn
TOV KOTOOKEVAOTY].

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnostico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagnostico
in vitro; y ademas cumple(n) las disposiciones aplicables de la Directiva 2011/65/EU del Parlamento Europeo y del Consejo del 8 de junio de 2011 sobre
restricciones a la utilizacion de determinadas sustancias peligrosas en aparatos eléctricos y electronicos, y las disposiciones aplicables de la Directiva 2006/42/EC
del Parlamento Europeo y del Consejo del 17 de mayo de 2006 sobre maquinaria, y la Directiva de enmienda 95/16/EC tal y como se ha incorporado en las leyes
de los Estados Miembros.

Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD, Anexo VI de la Directiva ROHS y Anexo II de la Directiva de maquinas y es
emitida bajo la exclusiva responsabilidad del fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
madruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sitetele ning lisaks vastab see kohaldatavatele sitetele Euroopa
Parlamendi ja ndukogu 8. juuni 2011. aasta direktiivis 2011/65/EL (teatavate ohtlike ainete kasutamise piiramise kohta elektri- ja elektroonikaseadmetes) ja
Euroopa Parlamendi ja ndukogu direktiivis 2006/42/EU, 17. mai 2006, mis kisitleb masinaid ja millega muudetakse direktiivi 95/16/EU, nagu see on iile vdetud
litkmesriikide seadustesse.

See deklaratsioon on koostatud vastavalt IVD mééruse 1V lisale, ROHS direktiivi VI lisale ja masinadirektiivi II lisale ning see on vilja antud tootja vastutusel.

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux dispositions
applicables du Reglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in vitro, aux
dispositions applicables de la Directive 2011/65/UE du Parlement européen et du Conseil du 8 juin 2011 relative a la limitation de 1’utilisation de certaines
substances dangereuses dans les équipements électriques et électroniques, aux dispositions applicables de la Directive 2006/42/CE du Parlement européen et du
Conseil du 17 mai 2006 relative aux machines et modifiant la Directive 95/16/CE, telles que transposées dans le droit national des Etats membres. Cette
déclaration est établie conformément a I’ Annexe IV du Reéglement DIV, a I’ Annexe VI de la Directive ROHS ainsi qu’a I’ Annexe II de la Directive Machines
sous la seule responsabilité du fabricant.

HR

Mi, nize potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vije¢a od 5. travnja 2017. o in vitro dijagnostickim medicinskim proizvodima; i dodatno primjenjivim odredbama Direktive
2011/65/EU Europskog parlamenta i Vijeca od 8. lipnja 2011. o ograni¢enju uporabe odredenih opasnih tvari u elektri¢noj i elektronickoj opremi, te primjenjivim
odredbama Direktive 2006/42/EZ Europskog parlamenta i Vijec¢a od 17. svibnja 2006. o strojevima zamjenjujuci Direktivu 95/16/EZ kako je pretoceno u zakone
drzava ¢lanica.

Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD, Prilogom VI. Direktive ROHS i Prilogom II. Direktive o strojevima i izdaje se pod isklju¢ivom
odgovornoséu proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszk6z(6k) megfelel(nek) az Eurdpai Parlament és a Tanacs in vitro diagnosztikai
orvostechnikai eszkdzokrél szol6 (EU) 2017/746 (2017. aprilis 5.) rendelete vonatkozé rendelkezéseit; tovabba az Eurdpai Parlament és a Tandcs egyes veszélyes
anyagok elektromos ¢és elektronikus berendezésekben valo alkalmazasanak korlatozasarol szol6 2011/65/EU (2011. junius 8.) irdnyelve (RoHS iranyelv)
vonatkoz6 rendelkezéseit; valamint az Eurdpai Parlament és a Tanacs a gépekrdl és a 95/16/EK iranyelv modositasarol szo16 2006/42/EK (2006. majus 17.)
iranyelve vonatkozo rendelkezéseit a tagallamok jogrendjébe atiiltet6 rendelkezéseknek. A jelen nyilatkozat megfelel az IVD rendelet IV. mellékletében, a RoHS
irdnyelv VL. mellékletében és a gépekrdl sz616 irdnyelv I1. mellékletében foglalt eldirdsoknak, és a gyartd kizardlagos feleldssége alapjan keriilt kiaddsra.




EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of S April 2017 on In Vitro Diagnostic Medical Devices; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parliament
and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex II of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

IT

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) ¢(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro; ¢(sono)
inoltre conforme(i) alle disposizioni applicabili della direttiva 2011/65/UE del Parlamento europeo e del Consiglio dell'8 giugno 2011 sulla restrizione dell’uso di
determinate sostanze pericolose nelle apparecchiature elettriche ed elettroniche, e alle disposizioni applicabili della direttiva 2006/42/CE del Parlamento europeo
e del Consiglio del 17 maggio 2006 relativa alle macchine e che modifica la direttiva 95/16/CE come recepite nelle legislazioni degli Stati membri. Questa
dichiarazione ¢ redatta in conformita all'allegato IV del regolamento IVD, all'allegato VI della direttiva ROHS e all'allegato II della direttiva macchine ed ¢
rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

Mgs, apaksa parakstijusies, ar So pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemérojamajam prasibam par in vitro diagnostikas mediciniskam iericém un papildus prasibam, kas noteiktas
Eiropas Parlamenta un Padomes Direktiva 2011/65/ES (2011. gada 8. junijs) par dazu bistamu vielu izmantoSanas ierobezosanu elektriskas un elektroniskas
iekartas un Eiropas Parlamenta un Padomes Direktiva 2006/42/EK (2006. gada 17. maijs) par masinam, un ar kuru groza Direktivu 95/16/EK, ka ta ieviesta
dalibvalstu tiesibu aktos.

Si deklaracija ir sagatavota saskana ar IVD regulas IV pielikumu, ROHS direktivas VI pielikumu un Direktivas par maginam II pielikumu un par izdosanu atbild
vienigi razotajs.

LT

Mes, toliau pasirasiusieji (-iusiosios), pareiSkiame, kad anks¢iau minéta (-0s) in vitro diagnostikos medicinos priemoné (-és) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas; taip pat ji (jos) atitinka 2011 m.
birzelio 8 d. Europos Parlamento ir Tarybos direktyvos 2011/65/ES dél tam tikry pavojingy medziagy naudojimo elektros ir elektroninéje jrangoje apribojimo
taikomas nuostatas ir 2006 m. geguzés 17 d. Europos Parlamento ir Tarybos direktyvos 2006/42/EB dél masiny, i$ dalies kei¢ian¢ios Direktyva 95/16/EB,
taikomas nuostatas, perkeltas j valstybiy nariy teisés aktus.

Si deklaracija yra parengta vadovaujantis IVD reglamento IV priedu, ROHS direktyvos VI priedu ir Masiny direktyvos II priedu ir yra i$duodama tik gamintojo
atsakomybe.

NO

Vi, undertegnede, erklaerer herved at utstyret til in vitro-diagnostikk som er anfort ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
radsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk, og ytterligere overholder gjeldende bestemmelser i
Europaparlaments- og radsdirektiv 2011/65/EU av 8. juni 2011 om bruksbegrensninger av visse farlige stoffer i elektrisk og elektronisk utstyr, og til gjeldende
bestemmelser i Europaparlaments- og radsdirektiv 2006/42/EF av 17. mai 2006 om maskiner, og endring av direktiv 95/16/EF som innarbeidet i medlemsstatenes
lovgivning.

Denne erkleeringen er utarbeidet i overensstemmelse med vedlegg IV i IVD-forordningen, vedlegg VI i ROHS-direktivet og vedlegg 11 i maskindirektivet og er
utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym o$wiadczamy, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spetnia(-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobow medycznych do diagnostyki in vitro,
a ponadto wymagania Dyrektywy 2011/65/UE Parlamentu Europejskiego i Rady z dnia 8 czerwca 2011 r. w sprawie ograniczenia stosowania niektorych
niebezpiecznych substancji w sprzecie elektrycznym i elektronicznym, Dyrektywy 2006/42/WE Parlamentu Europejskiego i Rady z dnia 17 maja 2006 r. w
sprawie maszyn, zmieniajacej Dyrektywe 95/16/WE, w sposob, w jaki zostaly one wdrozone do ustawodawstwa panstw cztonkowskich.

Niniejsza deklaracja zostata sporzadzona zgodnie z Zatacznikiem IV Rozporzadzenia IVDR, Zalacznikiem VI Dyrektywy ROHS oraz Zatacznikiem II
Dyrektywy Maszynowej i wydana na wylaczna odpowiedzialno$¢ producenta.

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagnostico in vitro descritos acima estdo em conformidade com as disposigdes aplicaveis do
Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnostico in vitro; e
adicionalmente, em conformidade com as disposi¢des aplicaveis da Diretiva 2011/65/UE do Parlamento Europeu e do Conselho, de 8 de junho de 2011, relativa a
restri¢do do uso de determinadas substancias perigosas em equipamentos elétricos e eletronicos, e com as disposigdes aplicaveis da Diretiva 2006/42/CE do
Parlamento Europeu e do Conselho, de 17 de maio de 2006, sobre maquinas e que altera a Diretiva 95/16/CE, conforme transposta nas leis dos Estados membros.
Esta declaragéo ¢ feita de acordo com o Anexo IV do Regulamento IVD, o Anexo VI da Diretiva ROHS e o Anexo II da Diretiva relativa as Maquinas e ¢ emitida
sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declaram ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro; si, in
plus, respecta dispozitiile aplicabile din Directiva 2011/65/UE a Parlamentului European si a Consiliului din 8 iunie 2011 privind restrictia utilizarii anumitor
substante periculoase in echipamentele electrice si electronice si cu dispozitiile aplicabile din Directiva 2006/42/CE a Parlamentului European si a Consiliului din
17 mai 2006 privind utilajele si modificarea Directivei 95/16/CE, transpusa in legile statelor membre.

Prezenta declaratie este emisa in conformitate cu anexa IV la Regulamentul IVD, anexa VI la Directiva ROHS si anexa II la Directiva utilajelor si este emisa sub
responsabilitatea exclusiva a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, ze diagnosticka(-¢) zdravotnicka(-e) pomocka(-y) in vitro uvedena(-¢) vyssie je (sit) v zhode s prislusnymi ustanoveniami
Nariadenia Eurdpského parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro; a Ze je (s) d’alej v zhode

s prislu§nymi ustanoveniami Smernice Eurépského parlamentu a Rady 2011/65/EU z 8. jina 2011 o obmedzeni pouZivania uréitych nebezpetnych latok

v elektrickych a elektronickych zariadeniach a s prislusnymi ustanoveniami Smernice Eurdpského parlamentu a Rady 2006/42/ES zo 17. maja 2006 o strojovych
zariadeniach a o zmene a doplneni Smernice 95/16/ES tak, ako boli transponované do zakonov ¢lenskych statov. Toto vyhlasenie je v stilade s Prilohou IV

k Nariadeniu IVD, Prilohou VI k Smernici ROHS a Prilohou II k Smernici o strojovych zariadeniach a vydéava sa na vyhradnu zodpovednost vyrobcu.

SV

Vi, undertecknade, forsdkrar harmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan 6verensstimmer med de tillimpliga
bestammelserna i Europaparlamentets och radets férordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik samt dven
overensstimmer med de tillimpliga bestimmelserna i Europaparlamentets och radets direktiv 2011/65/EU av den 8 juni 2011 om begrénsning av anvdndning av
vissa farliga &mnen i elektrisk och elektronisk utrustning samt med de tilldmpliga bestdimmelserna i Europaparlamentets och radets direktiv 2006/42/EG av den 17
maj 2006 om maskiner och om @ndring av direktiv 95/16/EG (omarbetning) som inforlivats i medlemsstaternas lagstiftning.

Denna forsékran gors i enlighet med bilaga IV till IVD-forordningen, bilaga VI till ROHS-direktivet samt bilaga II till maskindirektivet och utférdas under
tillverkarens enskilda ansvar.

TR

Biz, agsagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarmn, 2017/746 sayil1 Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu ve ayrica elektrikli ve elektronik cihazlarda belirli tehlikeli maddelerin
kullaniminin simirlandirilmasina iliskin 8 Haziran 2011 tarihli Konseyin ve 2011/65/EU sayili Avrupa Parlamentosu Direktifinin ilgili hiikiimlerine, makinelere
iligkin 17 May1s 2006 tarihli Konseyin ve 2006/42/EC sayil1 Avrupa Parlamentosu Direktifinin ilgili hiikiimlerine ve iiye devlet yasalarina aktarilan 95/16/EC
say1li ek Direktife uygun oldugunu beyan ederiz.

Bu beyan IVD Yoénetmeligi Ek IV, ROHS Direktifi Ek VI ve Makineler Direktifi Ek II uyarinca yapilmistir ve tireticinin miinhasir sorumlulugu altinda
yayinlanmigtir.




End of form



) Abbott

Declaration of Conformity

Certificate Identification: DOC-08P6001-SD DLK TPM

Legal Manufacturer’s Name: Abbott GmbH

Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbersand | GMDN | . ; ;

Siis Codé of Devices | Code Names and Description of Devices Classification
l§

08P6001 47868 | Alinity ¢ Multiconstituent Calibrator Kit Self-declared

Authorized European ! N/A
Representative (name and address) |

PG T e aanl Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA
documentation (name and address)

Harmonized Standards Listed in the Technical Documentation

We, the undersigned. hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking. conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex 11 of the 1VD Directive and is issued under the sole
responsibility of the manufacturer.

=
' L~
Signature: [ k’(}d\'--} Signature: Ll dent il
v

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: 02 —-Ft"}) -20-23 Date of Approval: |-Féb-2022
Date Issued: o2 Feir_) 2222
Place Issued: 65205 Wiesbaden. Germany
Supersedes: 19-Aug-2019

Effective ( Date or

Lot Number): T2 ‘F‘c‘h 2":\2—2




] Abbott

Declaration of Conformity

Certificate Identification: DOC-09P1401, 09P1403-SD DELK TPM

Legal Manufacturer’s Name: Abbott GmbH

Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbersand | GMDN — : B |
Size Code of Devices | Code Names and Description of Devices Classification
09P1401 53356 Alinity ¢ Lipid Multiconstituent Calibrator Kit Self-declared
09P1403 53356 Alinity c Lipid Multiconstituent Calibrator Kit Self-declared

Authorized European

Representative (name and address)
Storage site of technical . 5 :
documentation (name and address) Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA

Harmonized Standards Listed in the Technical Documentation

| NA ]

—

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states,

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

_—
Signature: [ Ped }L'{.f Signature; .QJ ‘ J“H jl,( N4 Wy

Full Name; Claudia Becker Full Name: Tiffini Jenkil;s

Position: Director Quality Assurance Position: Manager Regulatory Affairs

Date of Approval: 2 :Dt’c' u?pm?l Date of Approval: 2!~ Dec-7 |
Date Issued: ,,)_? ,D{.{.' ‘\9(?4?,
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 19-Feb-2018-

o™ 98 Tuy 3891




a ABBOTT

Declaration of Conformity

Certificate Fdentification: 08Pig
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division
Legal Manufacturer®s Address: Lisnamuck, Longford, Co. Longford, Ireland.
List Nembers GMDN Code Names and Description of Devices Classificatien
and Size Code
of Devices
08P1925 . _
08P1934 46795 Magnesium Self-declared
Authorized Enropean N/A

Representative (name and address)

Storage of technical documentation | Abbott Irefand Diagnostics Division, Lisnamuck, Longford, Co.
(name and address) Longford, Ireland.

Harmonized Standards Listed in the Technical Dacumentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the (aws of the member states.

This declaration is made in accordance with Auncex K of the IVD Directive and is issned under the sole
responsibility of the manufacturer,

Signature: /{7 ST mféfw Signature: Atﬂf;u" (4 L_‘_‘;

Full Name " Full Name .

(printed): o Siobhan Wright (printed): Lorrz_ainc Whllne_y .

Position: Director Quakity Assurance/  Position: Director Regulatory Affairs
Site Quality Head

Date of ’bﬁ’J!W"’bo’Ll Date of 26 X 72021

Approvak Approval:

Date Issued: T~ JAN - a2 Place issued AIDD, Longford

Supersedes; 13 July 2020 Effective (Dae) - gan - v




a ABBOTT

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer's Address:

04T81

Abbott Ireland Diagnostics Division

[Lisnamuck, Longtord, Co. Longford, Ircland.

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
0418120 53989 Total Protein2 Scif-declared
04T8130 53989 Total Protein2 Sclf-declared
Authorized Europecan Not Applicable

Representative (name and address)

Storage of technical documentation

(name and address)

Abbott Ireland Diagnostics Division, l.isnamuck, I.ongford, Co.

Longtord, Ircland.

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex IIT of the IVD Directive and is issucd under the sole
responsibility of the manufacturer.

Signature: Signature:
Full Name . . Full Name . .
(printed): Siobhan Wright (printed): Lorraine Whitney
Position: Director Quality Assurance/ ~ Position: DireatoriReguiatcry yXifakrs
Site Quality Head
Date of . 23-OLT Qo - Date of ) 22 ot 2020
Approval: Approval:
Datelssued: 22 - 007 -0 Place Issucd: Abbott Ircland Diagnostics Division,
Lisnamuck, L.ongford, Co. Longtord, Ireland.
Supersedes:  Not Applicable Etfective Date: 2-v0 - A

(@)

_fér/wba M}'\M)




a ABBOTT

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

04U06

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers

GMDN Code

Names and Description of Devices Classification
and Size Code
of Devices
04U0620 53462 Triglyceride2 Self-declared
Authorized European Not Applicable

Representative (name and address)

Storage of technical documentation
(name and address)

Abbott Ireland Diagnostics Division, Lisnamuck, Longford. Co.

Longford, Ireland.

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: KL_;‘QQEV A% '; W Signature:
Full Name ¢ Full Name .
(printed): Siobhan Wright (printed): Thomas Breslin
Position. Director Quality Assurance/ ~ Position: Mamuger Rogulstary Alsiry
Site Quality Head
Date of QY - JUn - P Lt Date of 25 —Tvn& -202/
Approval: Approval:
Date Issued: We - Jun/- el Place Issued: Abbott [reland Diagnostics Division,

Supersedes:  Not Applicable

Lisnamuck, Longford, Co. Longford, Ireland.

Effective Date: Zg—Tukf = 202/




a ABBOTT

Declaration of Conformity

Certificate Ideatification: Q4u09
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division
Legal Manufacturer’s Address: Lisnamuck, Longford, Co. Longford, Ireland.

List Nambers GMDN Code Names and Description of Devices [ Classification

and Size Code

of Devices .

0400920 53583 Uric Acid?2 Self-deciared
04170930 53583 Uric Acid2 Self-declared
Authorized European Not Applicable
Represenfative (name and address)
Storage of technical documentation | Apbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.
(name and address) Longford, trefand.
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the Jaws of the member states,

This declaration is made in accordance with Annex 1Kl of the IVD Directive and is issited under the sole
responsibility of the manufacfurer.

.
Signature; /(t&?@@ LS\{ GQ]/\/ Sipnature: /4 YA 64{,:_,‘{7,2:,

Full Name " - Full Name < :
(printed): Siobhan Wright (printed): Lorraine Whitney
Position: Director Quality Assurance/  Position: Director Regulatory Affairs
Site Quality Head
Date of 1§ - NOVO Date of (¢ tov 2020
Approval: Approval:
Date Issued; 1§ M -0 Place [ssued: Abboit Ireland Diagnostics Division,

Lisnamuck, Longford, Co. Longford, Ireland.
Supersedes:  Not Applicable Effective Date: 1€ —ANDV - T




) Abbott
L e
Declaration of Conformity

Certificate Identification: DOC-08P1620, 08P1630-SD DELK TPM
Legal Manufacturer’s Name: Abbott GmbH
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers and GMDN . . .
Size Code of Devices' | Code Names and Description of Devices Classification
08P1620 53590 Alinity ¢ Urea Nitrogen Reagent Kit Self-declared
08P1630 53590 Alinity ¢ Urea Nitrogen Reagent Kit Self-declared
Authorized European N/A

Representative (name and address)

Storage site of technical ; g ;
documentation (name and address) Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA.

Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex I11 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: C : EJMI— Signature: { 2“ [N/ {zgﬂt&!ﬂ )

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: 22 7%’ 202/ Date of Approval: [=Ju]) =202
f Date [ssued: 2- ;7’/’% 2021
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 05-Jan-2018

Effective (Date or
Lot Number): .;? 2 - M 2024
z




=)

Abbott
EU Declaration of Conformity
Basic UDI-DL: 033074DALON0ZEQ
Basic UDI-BY Name: Almity ¢ Processing Module
Risk Class: Class A
List Number GMDN Code EMDN Code
and Size Code Product and Trade Mame .
03Ra7-01 Alinity ¢ Processing Module 56676 Wo201010108
Manufacturer | Abboti Laboratories
(Name and Address) [ 1915 Hurd Drive
Irving, TX 75038 USA
Manufacturer SRN | US-MF-000017777
Authorized Representative | Abbott GmbH
{Name and Address) | Max-Planck-Ring 2

65205 Wieshaden, Germany

Authorized Representative SRM

DE-AR-000009457

Produced by (Site of Manufacihure)
{(Name and Address)

Canon Medical Systemns Corporation
1385, Shimoishizami, Otawara-shi,
Tochigi 324-8550, Japan

Conformity Asscssment Procedure

Annex 1 and 31

We, the undersigned, hereby declare that the in vitro diagnastie medical deviee{s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 Aprit 2017 on In Vitro Diagnostic
Medical Devices; and additionally conforms agplicable provisious of Directive 2011/65/EU of the European Parliament and of the
Council of 8 June 2011 on the testriction of the use of certain hazardous substances in electrical and electronic equipment, and to
applicable provisions of Directive 2006/42/EC of the European Parliament and of the Council of 17 May 2006 or machinery, and
amending Directive 95/16/EC as transposed mto the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex V1 of the ROHS Directive, and Annex IT
of the Machinery Directive and is issued under the sole responsibility of the maouiacturer.

Full Name: Thomas Creel Full Name: Michcle Smith-Waheed
51, Dircetor, Thstrument and Automation
Function: Quality B Function: _Associate Director, Rggulatory Affairs

Signature: %ﬁ-j’ﬁ CLM/(

Signature: MMVCL/«KLJL_

Date of Approval: ;’2 3 M.ZL? e _(;h&";?

behatf of:

2/ _
23 -—W#}/ -2 R

Daie of Approval:
Signed for, and on  Abbott Labositories, 1915 Hurd Drive,
hving, TX 75038
Date [ssued: J? - M A t/ h&’( & 3\;} Place Tssued: Trving, Texas
! Effective (Date
N/A or Lot Number):

Supersedes:

L=~ Mﬂ/V PR



EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name

BG EC AEKJIAPALIMSA 3A CbOTBETCTBHUE Bbazos UDI-DI HawnmMenosanue Ha 6a308 UDI-DI

CS | EU PROHLASENI O SHODE Zakladni UDI-DI Nézev zékladniho UDI-DI

DA EU-OVERENSSTEMMELSESERKLARING Grundleggende UDI-DI Grundleggende UDI-DI-navn

DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name

EL AHAQYH YXYMMOPOQ>HY EE Boaowo UDI-DI Ovopasio facikod UDI-DI

ES DECLARACION UE DE CONFORMIDAD UDI-DI Bésico Nombre UDI-DI Basico

ET ELi vastavusdeklaratsioon Pohi-UDI-DI Po6hi-UDI-DI nimi

FR Déclaration de conformité UE IUD-ID de base Nom IUD-ID de base

HR EU IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapvet6 UDI-DI neve

IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base

LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums

LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio UDI-DI pavadinimas

NO EU-samsvarserklaering Grunnleggende UDI-DI Grunnleggende UDI-DI-navn

PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI

PT DECLARACAO UE DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Bésico

RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza

SK EU VYHLASENIE O ZHODE Zakladny UDI-DI Nazov zakladného UDI-DI

SV | EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pa grundliggande UDI-DI

TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI Ismi

EN Risk Class List Number and Size Code Product and Trade Name

BG Kiac ciopes pucka KaTanoxen HoMep U KO Ha pa3Mepa ViMe Ha IPOJIyKTa M THPrOBCKO HAUMCHOBAHHUE

CS Rizikova tfida Katalogové ¢islo a koncové dvojéisli uréujici Nazev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og starrelseskode Produkt- og varemearkenavn

DE Risikoklasse Bestellnummer und Gréencode Produkt- und Handelsname

EL Katnyopia kivdvvov Kwdkog poidvtog kar Kmdikdg Tvokevasiog Mpoidv kou Epmopikn Ovopacio

ES Clase de riesgo Numero de referencia y codigo de tamafio Producto y marca comercial

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zaSti¢eni naziv

HU Kockazati osztaly Listaszam és készletkiszerelés-kod Termék- és kereskedelmi név

IT Classe di rischio Numero di listino e codice formato Prodotto e nome commerciale

LV Riska klase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniecibas nosaukums

LT Rizikos klasé Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimai

NO Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Numero de lista e codigo de apresentagdo Produto e nome comercial

RO Clasa de risc Numar de lista si cod dimensiune Denumirea produsului si denumirea comerciala

SK Rizikova trieda Katalogové Cislo Nézov produktu a obchodny ndzov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR Risk Sinifi Liste Numarasi ve Boyut Kodu Uriin ve Ticari Ismi




EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN

BG | Kox GMDN Kox EMDN IIpousBoauTen (MMe U aapec) EPH na npousBoauTes

CS | Kéd GMDN Koéd EMDN Vyrobcee (ndzev a adresa) Jediné registracni Cislo vyrobce

DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN

DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN

EL | Kodwdg GMDN (Ovopatoroyic | Kwdwdg EMDN (Ovopatoroyio Kartaockevaotg (Ovopa kot SRN (Movadikdg ApiBpog Mntpdov)

LITPOTEYVOAOYIKAV TPOIOVI®V) LOTPOTEYVOLOYIKMV TPOIOVT®V) Aevfouvon) Kotaokevaoth

ES Codigo GMDN Codigo EMDN Fabricante (nombre y direccion) SRN (ntimero de registro tinico) del
fabricante

ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber

FR Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du
fabricant

HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodaca

HU | GMDN-kod EMDN-ko6d Gyarto (név és cim) Gyarto egyedi regisztracids szama
(SRN)

IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico)
del fabbricante

LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotaja vienotais registracijas numurs
(VRN)

LT | Visuotinés medicinos priemoniy Europos medicinos priemoniy Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos

nomenklatiiros kodas nomenklatiiros kodas numeris
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL Kod GMDN Kod Europejskiej Nomenklatury Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Wyrobéw Medycznych producenta

PT Codigo GMDN Codigo EMDN Fabricante (Nome e Morada) Numero tnico de registo do fabricante

RO | Cod GMDN Cod EMDN Producitor (nume si adresd) SRN producitor

SK | Kéd GMDN Kéd EMDN Vyrobca (Nazov a adresa) Jediné registraéné Cislo (SRN) vyrobcu

SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN

TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si




EN | Authorized Representative (Name and Address) | Authorized Representative SRN Produced by (Site of Manufacture)
(Name and Address)
BG | YmbiaHOMOIIEH IpeiCcTaBUTEN (MME U apec) EPH Ha yIsIHOMOIICHHS IPEACTABUTE IponsBeneHo OT (MACTO HA IPOU3BOACTBO) (MME H
aapec)
CS Zplnomocnény zastupce (nazev a adresa) Jediné registraéni Cislo zplnomocnéného zastupce Vyrobeno (misto vyroby) (ndzev a adresa)
DA | Autoriseret reprasentant (navn og adresse) Autoriseret repraesentants SRN Produceret af (fabrikationssted)
(Navn og adresse)
DE Bevollméchtigter (Name und Adresse) SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL E&ovoiodotnpévog Avtirpdcmnog (Ovopa Kot SRN E&ovctodotnpuévov Avtimposmnon Katookevalerar omd (Epyootdoio mopoaywmyng)
AevBouvon) (Ovopacio kot Atgvbuvon)
ES Representante autorizado (nombre y direccion) SRN (niimero de registro Ginico) del representante Producido por (Lugar de fabricacion) (Nombre y
autorizado direccion)
ET Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne registreerimisnumber Tootnud (tootmiskoht) (nimi ja aadress)
FR Mandataire (nom et adresse) Numéro d'enregistrement unique du mandataire Produit par (site de fabrication)
(nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) ovlastenog Proizvodi (Mjesto proizvodnje)
zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazott képviseld egyedi regisztracios Gyarto (gyartas helye)
szdma (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario (nome e indirizzo)
LV | Pilnvarotais parstavis (nosaukums un adrese) Pilnvarota parstavja vienotais registracijas numurs Razots (razo$anas vieta)
(VRN) (nosaukums un adrese)
LT Igaliotasis atstovas (pavadinimas ir adresas) Igaliotojo atstovo unikalusis registracijos numeris Pagaminta (gamybos vieta) (pavadinimas ir
adresas)
NO | Autorisert representant (navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
(navn og adresse)
PL Upowazniony przedstawiciel (nazwa i adres) Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce produkcji)
upowaznionego przedstawiciela (nazwa i adres)
PT Mandatario (Nome e Morada) Numero tnico de registo do mandatario Produzido por (Local de fabrico)
(Nome e Morada)
RO | Reprezentant autorizat (nume si adresa) SRN reprezentant autorizat Produs de citre (locatie productie) (nume si adresa)
SK | Autorizovany zastupca (nazov a adresa) Jediné registracné ¢islo (SRN) autorizovaného Vyrobené (miesto vyroby)
Zastupcu (nazov a adresa)
SV Auktoriserad representant (namn och adress) Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi)

(Isim ve Adres)




EN Conformity Assessment Procedure Annex II and III Full Name

BG IIpouieypa 3a O1leHKa Ha ChOTBETCTBHETO IIpunoxenue I u 111 IIp1HO HaUMEeHOBaHUE
CS Postup posuzovani shody Piiloha II a IIT Cely ndzev

DA | Overensstemmelsesvurderingsprocedure Bilag II og 111 Fulde navn

DE Konformititsbewertungsverfahren Anhang I und IIT Vollstindiger Name
EL Awdikacio a&loldynong cupupudpe®ong Hapdaptnua IT ko ITT TIANpng ovopocio
ES Procedimiento de evaluacion de la conformidad Anexos Il y III Nombre completo
ET Vastavushindamismenetlus 11 ja III lisa Tdisnimi

FR Procédure d’évaluation de la conformité Annexes II et I1I Nom complet

HR | Postupak ocjenjivanja sukladnosti Prilog II. i III. Puni naziv

HU | Megfeleldségértékelési eljaras 11. és I1I. melléklet Teljes név

IT Procedura di valutazione della conformita Allegati 11 e 111 Nome completo

LV | Atbilstibas novértéSanas procediira 1T un III pielikums Pilns nosaukums
LT Atitikties vertinimo procediira 11 ir 11T priedai Vardas ir pavardé
NO | Framgangsmate for samsvarsvurdering Vedlegg 11 og IIT Fullt navn

PL Procedura oceny zgodnosci Zalacznik 11 oraz 111 Imie i nazwisko

PT Procedimento de avaliagdo da conformidade Anexo I e 11T Nome completo

RO | Procedura de evaluare a conformitatii Anexa II si I1T Numele complet

SK Postup posudzovania zhody Priloha II a III Cely ndzov

SV Forfarande for bedomning av 6verensstimmelse Bilaga II och III Fullstdndigt namn
TR Uygunluk Degerlendirme Prosediirii Ek II ve 111 Ad1 Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JUTBXKHOCT IToamucaHo 3a U OT UMETO Ha JlaTa Ha u3/1aBaHe
CS Funkce Podepsano za a jménem Datum vydani

DA Funktion Underskrevet for og pa vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agrtovpyia Ymoypdgetat yio Kot €K LEPOLG TOV/TNG Huepounvia ékdoong
ES Funcion Firmada por, y en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Véljaandmise kuupiev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU Beosztas Alaird a kovetkezd képviseletében és nevében Kiadas datuma

IT Funzione Firmato a nome ¢ per conto di Data di rilascio

LV Amats Parakstits §adas personas varda IzdoSanas datums
LT Pareigos Subjekto, kurio vardu pasirasoma, pavadinimas I8davimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Fun¢do Assinado e em nome de Data de emissdo

RO Functia Semnat pentru si In numele Data eliberarii

SK Funkcia Podpisané za a v mene Datum vydania

SV Funktion Undertecknat for och pa uppdrag av Datum for utfidrdande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi




EN Supersedes Signature Date of Approval
BG 3amecTBa TToamnuc JlaTa Ha ogoOpeHue
CS Nahrazuje Podpis Datum schvéleni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikafiotd Yroypaen Hpepounvia éykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupdev
FR Annule et remplace Signature Date de I’autorisation
HR | Zamjenjuje Potpis Datum odobrenja

HU | Hatalytalanitja a kovetkez6 dokumentumot: Alairas Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts ApstiprinaSanas datums
LT Pakeicia Parasas Patvirtinimo data

NO Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovagio
RO Inlocuitor Semnatura Data aprobarii

SK Nahradza Podpis Datum schvélenia

SV Ersitter Namnteckning Datum for godkdnnande
TR Yerini aldig1 belge imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha U3/1aBaHe B cuna o1/3a_(maTa mim HoMep Ha IapTHAA)

CS Misto vydani Uginné od (datum nebo ¢&islo Sarze)

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Giiltig ab (Datum oder Chargenbezeichnung)

EL Tomog ékdoong e 1oyv and (Huepounvia M ap. maptidog)

ES Expedida en Efectiva (fecha o numero de lote)

ET Viljaandmise koht Joustumine (kuupdev voi partiinumber)

FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)

HR Mjesto izdavanja Stupa na snagu (datum ili broj serije)

HU Kiadas helye Hatalybalépés (datum vagy tételszam)

IT Luogo di rilascio Valido da (data o numero di lotto)

LV Izdo$anas vieta Spéka no (datums vai partijas numurs)

LT Isdavimo vieta Isigalioja (data arba partijos numeris)

NO Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowigzuje od (data lub numer partii)

PT Local de emissao Efetividade (Data ou numero de lote)

RO Locul eliberarii Valabilitate (data sau numarul lotului)

SK Miesto vydania Uginnost’ od (d4tum alebo ¢&islo Sarze)

SV Plats for utfirdande Verkstélligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirlik (Tarih veya Lot Numarasi)




EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of S April 2017 on In Vitro Diagnostic Medical Devices; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parliament
and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex II of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

BG

Hue, nonmynoanucanute, ¢ HACTOSIIOTO JICK/IapUpaMe, 4e TOPEONHCaHOTO(UTe) MEAUIIMHCKO(H) U3/IeNe(s) 32 MHBUTPO ANArHOCTUKA OTroBapsi(T) Ha
IpUIOKUMHTE pasnopentdu Ha Permament (EC) 2017/746 na EBponeiickus napnamenT 1 Ha ChBeTa oT 5 anpuin 2017 T. OTHOCHO MEJUITMHCKUTE U3JEUs 32
HMHBUTPO AUATHOCTHKA; OCBEH TOBA OTrOBaps(T) Ha NPHIOKUMHUTE paznopenou Ha Jupexrusa 2011/65/EC na EBponeiickus napnamenT 1 Ha CpBeTa OT 8 1oHH
2011 r. OTHOCHO OrpaHMYEHUETO Ha YIOTpeOaTa Ha ONPEENICHH OITACHH BEILECTBA B €JIEKTPHYECKOTO U €IEKTPOHHOTO 000pyIBaHE U HA MPHUIIOKHMHUTE
pasnopen6u Ha Jupextua 2006/42/EO na EBponeiickus napaamenT u Ha CpBeTa oT 17 Maif 2006 T. 0OTHOCHO MAIlIMHUTE, U 32 U3MEHEHHUE Ha JlupeKTHBa
95/16/EQO, KakTo € TpaHCIOHHPaHA B HALMOHAIHOTO 3aKOHOJATEJICTBO Ha TbPIKABUTE YICHKH.

Tasu nexnapanus ce npaBu B cboTBeTCTBHE C IIpHrnoxenue IV Ha Pernamenra 3a [VD, Ipunoxenue VI Ha JlupekTrBaTa 3a orpaHM4aBaHe Ha OIIAaCHUTE
semectsa (ROHS) u [punoxenue 11 na /lupekTrBaTa OTHOCHO MAIIMHUTE U 32 HEWHOTO M3/jaBaHE OTTOBOPHOCT HOCH €AMHCTBEHO IIPOU3BOAUTEIIAT.

CS

My, nize podepsani, timto prohlasujeme, Ze diagnosticky(-¢) zdravotnicky(-¢) prostiedek (prosttedky) in vitro uvedeny(-¢) vyse je (jsou) ve shodé s pfislusnymi
ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostfedcich in vitro; a Ze je (jsou)
dale ve shod¢ s pfisluSnymi ustanovenimi smérnice Evropského parlamentu a Rady 2011/65/EU ze dne 8. ¢ervna 2011 o omezeni pouzivani n¢kterych
nebezpecnych latek v elektrickych a elektronickych zafizenich a s pfislusnymi ustanovenimi smérnice Evropského parlamentu a Rady 2006/42/ES ze dne 17.
kvétna 2006 o strojnich zatizenich a o zméné smérnice 95/16/ES, jak byla provedena ve vnitrostatnim pravu ¢lenskych statti. Toto prohlaseni je v souladu s
Ptilohou IV natizeni IVD, Ptilohou VI smérnice ROHS a Ptilohou II smérnice o strojnich zafizenich a je vydano na vyhradni odpovédnost vyrobce.

DA

Vi, undertegnede, erklarer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de geldende
bestemmelser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr, ligesom det overholder
geldende bestemmelser i Europa-Parlamentets og Radets direktiv 2011/65/EU af 8. juni 2011 om begransning af brugen af visse farlige stoffer i elektrisk og
elektronisk udstyr samt overholder geeldende bestemmelser i Europa-Parlamentets og Radets direktiv 2006/42/EF af 17. maj 2006 om maskiner og @ndring af
direktiv 95/16/EF, som det er transponeret i medlemsstaternes lovgivning.

Denne erklering afgives i overensstemmelse med IVD-forordningens bilag IV, ROHS-direktivets bilag VI samt maskindirektivets bilag II og udstedes under
fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erkldren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Européischen Parlaments und des Rates vom 5. April 2017 {iber In-vitro-Diagnostika erfiillen und zusétzlich
die entsprechenden Bestimmungen der Richtlinie 2011/65/EU des Europdischen Parlaments und des Rates vom 8. Juni 2011 zur Beschriankung der Verwendung
bestimmter gefahrlicher Stoffe in Elektro- und Elektronikgerdten sowie der Richtlinie 2006/42/EG des Europdischen Parlaments und des Rates vom 17. Mai 2006
iiber Maschinen und zur Anderung der Richtlinie 95/16/EG gem#B Umsetzung in den Gesetzen der Mitgliedsstaaten.

Diese Erklarung erfolgt gema Anhang IV der IVD-Verordnung, Anhang VI der RoHS-Richtlinie und Anhang II der Maschinen-Richtlinie und wird unter
alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, ot vmoyppovteg, SNAGVOLLE e TO POV OTL T TPOAVAPEPOUEVE. SIOYVAOCTIKE LOTPOTEYVOLOYIKA TPOTOVTE GUUHOPPAOVOVTAL LE TIG 1o)YD0VCES S1aTAEELS
tov Kavovieuot (EE) 2017/746 tov Evponaikot KowoBovAiov kot tov ZupPoviiov g 5™ Anpihiov 2017 oyetikd e ta in vitro S10yveoTIKE 10TpOTEXVOLOYIKA
TPOIOGVTO KL EMIONG GLUHOPPAOVOVTOL L TS oydovoeg dratdéelg g Odnylag 2011/65/EE tov Evponaikod KowvoBovAiov kot tov Zvppovdiov g 8™ lovviov
2011 oyeTikd pe TOVG TEPLOPIGUOVG GTN YPTOT) CLYKEKPLUEVAV EMKIVILVOV 0VGIOV GTOV NAEKTPLKO Kot NAEKTPOVIKO EO0MAGHO, KAOMS Kot L TIG 10X00VCES
Swatd&ers g Odnyiag 2006/42/EK tov Evpanaikot Kowvopoviiov kot tov Zvppoviiov g 17" Moiov 2006 oyetikd e Tov unxovikod eEomhopnd Kot v
tpomomomtikny Odnyia 95/16/EK émwg awth petapéptnke ot vopobesio tmv kpatdv peddv. H dMiwon avtn yivetoan copgova pe to Mopdptmpa IV tov
Kavoviopo0 IVD, to Hapaptnpa VI g Odnyiag ROHS kot to Tapdptnua II g Odnylog yia tov pnyovikd eEomhopd kot ekdidetal pe amokAelotikn evhovn
TOV KOTOOKEVAOTY].

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnostico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagnostico
in vitro; y ademas cumple(n) las disposiciones aplicables de la Directiva 2011/65/EU del Parlamento Europeo y del Consejo del 8 de junio de 2011 sobre
restricciones a la utilizacion de determinadas sustancias peligrosas en aparatos eléctricos y electronicos, y las disposiciones aplicables de la Directiva 2006/42/EC
del Parlamento Europeo y del Consejo del 17 de mayo de 2006 sobre maquinaria, y la Directiva de enmienda 95/16/EC tal y como se ha incorporado en las leyes
de los Estados Miembros.

Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD, Anexo VI de la Directiva ROHS y Anexo II de la Directiva de maquinas y es
emitida bajo la exclusiva responsabilidad del fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
madruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sitetele ning lisaks vastab see kohaldatavatele sitetele Euroopa
Parlamendi ja ndukogu 8. juuni 2011. aasta direktiivis 2011/65/EL (teatavate ohtlike ainete kasutamise piiramise kohta elektri- ja elektroonikaseadmetes) ja
Euroopa Parlamendi ja ndukogu direktiivis 2006/42/EU, 17. mai 2006, mis kisitleb masinaid ja millega muudetakse direktiivi 95/16/EU, nagu see on iile vdetud
litkmesriikide seadustesse.

See deklaratsioon on koostatud vastavalt IVD maééruse IV lisale, ROHS direktiivi VI lisale ja masinadirektiivi II lisale ning see on vilja antud tootja vastutusel.

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux dispositions
applicables du Reglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in vitro, aux
dispositions applicables de la Directive 2011/65/UE du Parlement européen et du Conseil du 8 juin 2011 relative a la limitation de 1’utilisation de certaines
substances dangereuses dans les équipements électriques et électroniques, aux dispositions applicables de la Directive 2006/42/CE du Parlement européen et du
Conseil du 17 mai 2006 relative aux machines et modifiant la Directive 95/16/CE, telles que transposées dans le droit national des Etats membres. Cette
déclaration est établie conformément a I’ Annexe IV du Réglement DIV, a I’ Annexe VI de la Directive ROHS ainsi qu’a I’ Annexe II de la Directive Machines
sous la seule responsabilité du fabricant.

HR

Mi, nize potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vije¢a od 5. travnja 2017. o in vitro dijagnostickim medicinskim proizvodima; i dodatno primjenjivim odredbama Direktive
2011/65/EU Europskog parlamenta i Vijeca od 8. lipnja 2011. o ograni¢enju uporabe odredenih opasnih tvari u elektri¢noj i elektronickoj opremi, te primjenjivim
odredbama Direktive 2006/42/EZ Europskog parlamenta i Vijec¢a od 17. svibnja 2006. o strojevima zamjenjujuci Direktivu 95/16/EZ kako je pretoceno u zakone
drzava clanica.

Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD, Prilogom VI. Direktive ROHS i Prilogom II. Direktive o strojevima i izdaje se pod isklju¢ivom
odgovornoséu proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszk6z(6k) megfelel(nek) az Eurdpai Parlament és a Tanacs in vitro diagnosztikai
orvostechnikai eszkdzokrél szol6 (EU) 2017/746 (2017. aprilis 5.) rendelete vonatkozé rendelkezéseit; tovabba az Eurdpai Parlament és a Tandcs egyes veszélyes
anyagok elektromos ¢és elektronikus berendezésekben valo alkalmazasanak korlatozasarol sz6l6 2011/65/EU (2011. junius 8.) irdnyelve (RoHS iranyelv)
vonatkoz6 rendelkezéseit; valamint az Eurdpai Parlament és a Tanacs a gépekrdl és a 95/16/EK iranyelv modositasarol szol6 2006/42/EK (2006. majus 17.)
iranyelve vonatkozo rendelkezéseit a tagallamok jogrendjébe atiiltet6 rendelkezéseknek. A jelen nyilatkozat megfelel az IVD rendelet IV. mellékletében, a RoHS
irdnyelv VL. mellékletében és a gépekrdl sz616 irdnyelv I1. mellékletében foglalt eldirdsoknak, és a gyartd kizardlagos feleldssége alapjan keriilt kiaddsra.




EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of S April 2017 on In Vitro Diagnostic Medical Devices; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parliament
and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex II of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

IT

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) ¢(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro; ¢(sono)
inoltre conforme(i) alle disposizioni applicabili della direttiva 2011/65/UE del Parlamento europeo e del Consiglio dell'8 giugno 2011 sulla restrizione dell’uso di
determinate sostanze pericolose nelle apparecchiature elettriche ed elettroniche, e alle disposizioni applicabili della direttiva 2006/42/CE del Parlamento europeo
e del Consiglio del 17 maggio 2006 relativa alle macchine e che modifica la direttiva 95/16/CE come recepite nelle legislazioni degli Stati membri. Questa
dichiarazione ¢ redatta in conformita all'allegato IV del regolamento IVD, all'allegato VI della direttiva ROHS e all'allegato II della direttiva macchine ed ¢
rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

Mgs, apaksa parakstijusies, ar So pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemérojamajam prasibam par in vitro diagnostikas mediciniskam iericém un papildus prasibam, kas noteiktas
Eiropas Parlamenta un Padomes Direktiva 2011/65/ES (2011. gada 8. junijs) par dazu bistamu vielu izmantoSanas ierobezosanu elektriskas un elektroniskas
iekartas un Eiropas Parlamenta un Padomes Direktiva 2006/42/EK (2006. gada 17. maijs) par masinam, un ar kuru groza Direktivu 95/16/EK, ka ta ieviesta
dalibvalstu tiesibu aktos.

Si deklardcija ir sagatavota saskana ar IVD regulas IV pielikumu, ROHS direktivas VI pielikumu un Direktivas par maginam II pielikumu un par izdosanu atbild
vienigi razotajs.

LT

Mes, toliau pasirasiusieji (-iusiosios), pareiSkiame, kad anks¢iau minéta (-0s) in vitro diagnostikos medicinos priemoné (-és) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas; taip pat ji (jos) atitinka 2011 m.
birzelio 8 d. Europos Parlamento ir Tarybos direktyvos 2011/65/ES dél tam tikry pavojingy medziagy naudojimo elektros ir elektroninéje jrangoje apribojimo
taikomas nuostatas ir 2006 m. geguzés 17 d. Europos Parlamento ir Tarybos direktyvos 2006/42/EB dél masiny, i$ dalies kei¢ian¢ios Direktyva 95/16/EB,
taikomas nuostatas, perkeltas j valstybiy nariy teisés aktus.

Si deklaracija yra parengta vadovaujantis IVD reglamento IV priedu, ROHS direktyvos VI priedu ir Masiny direktyvos II priedu ir yra i$duodama tik gamintojo
atsakomybe.

NO

Vi, undertegnede, erkleaerer herved at utstyret til in vitro-diagnostikk som er anfort ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
radsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk, og ytterligere overholder gjeldende bestemmelser i
Europaparlaments- og radsdirektiv 2011/65/EU av 8. juni 2011 om bruksbegrensninger av visse farlige stoffer i elektrisk og elektronisk utstyr, og til gjeldende
bestemmelser i Europaparlaments- og radsdirektiv 2006/42/EF av 17. mai 2006 om maskiner, og endring av direktiv 95/16/EF som innarbeidet i medlemsstatenes
lovgivning.

Denne erkleeringen er utarbeidet i overensstemmelse med vedlegg IV i IVD-forordningen, vedlegg VI i ROHS-direktivet og vedlegg 11 i maskindirektivet og er
utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym o$wiadczamy, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spetnia(-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobow medycznych do diagnostyki in vitro,
a ponadto wymagania Dyrektywy 2011/65/UE Parlamentu Europejskiego i Rady z dnia 8 czerwca 2011 r. w sprawie ograniczenia stosowania niektorych
niebezpiecznych substancji w sprzecie elektrycznym i elektronicznym, Dyrektywy 2006/42/WE Parlamentu Europejskiego i Rady z dnia 17 maja 2006 r. w
sprawie maszyn, zmieniajacej Dyrektywe 95/16/WE, w sposob, w jaki zostaly one wdrozone do ustawodawstwa panstw cztonkowskich.

Niniejsza deklaracja zostata sporzadzona zgodnie z Zatacznikiem IV Rozporzadzenia IVDR, Zalacznikiem VI Dyrektywy ROHS oraz Zatacznikiem II
Dyrektywy Maszynowej i wydana na wylaczna odpowiedzialno$¢ producenta.

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagnostico in vitro descritos acima estdo em conformidade com as disposigdes aplicaveis do
Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnostico in vitro; e
adicionalmente, em conformidade com as disposi¢des aplicaveis da Diretiva 2011/65/UE do Parlamento Europeu e do Conselho, de 8 de junho de 2011, relativa a
restri¢do do uso de determinadas substancias perigosas em equipamentos elétricos e eletronicos, e com as disposigdes aplicaveis da Diretiva 2006/42/CE do
Parlamento Europeu e do Conselho, de 17 de maio de 2006, sobre maquinas e que altera a Diretiva 95/16/CE, conforme transposta nas leis dos Estados membros.
Esta declaragao ¢ feita de acordo com o Anexo IV do Regulamento IVD, o Anexo VI da Diretiva ROHS e o Anexo II da Diretiva relativa as Maquinas e ¢ emitida
sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declaram ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro; si, in
plus, respecta dispozitiile aplicabile din Directiva 2011/65/UE a Parlamentului European si a Consiliului din 8 iunie 2011 privind restrictia utilizarii anumitor
substante periculoase in echipamentele electrice si electronice si cu dispozitiile aplicabile din Directiva 2006/42/CE a Parlamentului European si a Consiliului din
17 mai 2006 privind utilajele si modificarea Directivei 95/16/CE, transpusa in legile statelor membre.

Prezenta declaratie este emisa in conformitate cu anexa IV la Regulamentul IVD, anexa VI la Directiva ROHS si anexa II la Directiva utilajelor si este emisa sub
responsabilitatea exclusiva a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, ze diagnosticka(-¢) zdravotnicka(-e) pomocka(-y) in vitro uvedena(-¢) vyssie je (si1) v zhode s prislusnymi ustanoveniami
Nariadenia Eurdpského parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro; a Ze je (s) d’alej v zhode

s prislu§nymi ustanoveniami Smernice Eurpského parlamentu a Rady 2011/65/EU z 8. jina 2011 o obmedzeni pouZivania uréitych nebezpetnych latok

v elektrickych a elektronickych zariadeniach a s prislusnymi ustanoveniami Smernice Eurdpského parlamentu a Rady 2006/42/ES zo 17. maja 2006 o strojovych
zariadeniach a o zmene a doplneni Smernice 95/16/ES tak, ako boli transponované do zakonov ¢lenskych statov. Toto vyhlasenie je v stilade s Prilohou IV

k Nariadeniu IVD, Prilohou VI k Smernici ROHS a Prilohou II k Smernici o strojovych zariadeniach a vydéava sa na vyhradnu zodpovednost vyrobcu.

N

Vi, undertecknade, forsékrar harmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan 6verensstimmer med de tillimpliga
bestammelserna i Europaparlamentets och radets férordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik samt dven
overensstimmer med de tillimpliga bestimmelserna i Europaparlamentets och radets direktiv 2011/65/EU av den 8 juni 2011 om begrénsning av anvdndning av
vissa farliga dmnen i elektrisk och elektronisk utrustning samt med de tillimpliga bestdimmelserna i Europaparlamentets och radets direktiv 2006/42/EG av den 17
maj 2006 om maskiner och om é@ndring av direktiv 95/16/EG (omarbetning) som inforlivats i medlemsstaternas lagstiftning.

Denna forsékran gors i enlighet med bilaga IV till IVD-forordningen, bilaga VI till ROHS-direktivet samt bilaga II till maskindirektivet och utférdas under
tillverkarens enskilda ansvar.

TR

Biz, agsagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarin, 2017/746 sayil1 Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu ve ayrica elektrikli ve elektronik cihazlarda belirli tehlikeli maddelerin
kullaniminin simirlandirilmasina iliskin 8 Haziran 2011 tarihli Konseyin ve 2011/65/EU sayili Avrupa Parlamentosu Direktifinin ilgili hiikiimlerine, makinelere
iligkin 17 Mayz1s 2006 tarihli Konseyin ve 2006/42/EC sayil1 Avrupa Parlamentosu Direktifinin ilgili hiikiimlerine ve iiye devlet yasalarina aktarilan 95/16/EC
say1li ek Direktife uygun oldugunu beyan ederiz.

Bu beyan IVD Yoénetmeligi Ek IV, ROHS Direktifi Ek VI ve Makineler Direktifi Ek II uyarinca yapilmistir ve tireticinin miinhasir sorumlulugu altinda
yayinlanmigtir.
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QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

This is to certify that: Abbott Laboratories
1915 Hurd Drive
Irving
Texas
75038
USA

Holds Certificate Number: FM 762425

and operates a Quality Management System which complies with the requirements of ISO 9001:2015 for the
following scope:

Design, development, manufacture, distribution and refurbishment of in vitro
diagnostic analyzers for immunoassay and clinical chemistry systems used in the
diagnosis, management, and detection of cancer, autoimmune status, cardiac
markers, pregnancy, endocrine disorders, and for therapeutic drug monitoring.

For and on behalf of BSI:

Matt Page, Managing Director Assurance - UK & Ireland

Original Registration Date: 2019-12-18 Effective Date: 2022-12-18
Latest Revision Date: 2022-12-16 Expiry Date: 2025-12-17
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This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.
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This is to certify that: Abbott Laboratories
1915 Hurd Drive
Irving
Texas
75038
USA

Holds Certificate Number: MD 762422

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

Design, development, manufacture, distribution and refurbishment of in vitro diagnostic
analyzers for immunoassay and clinical chemistry systems used in the diagnosis, management,
and detection of cancer, autoimmune status, cardiac markers, pregnancy, endocrine disorders,
and for therapeutic drug monitoring.

For and on behalf of BSI: q\""‘““"‘"’" \ 3 %

Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2022-06-13 Effective Date: 2022-12-18
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Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.
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This is to certify that: Abbott Laboratories
1915 Hurd Drive
Irving
Texas
75038
USA

Facility ID Number: F005921

Holds Certificate No: MDSAP 762409

The company listed on this certificate has been audited to and found to conform with ISO 13485:2016 including the
following country specific requirements:

Australia: Therapeutic Goods (Medical Devices) Regulations, 2002, Schedule 3 Part 1 (excluding Part 1.6) - Full
Quality Assurance Procedure

Brazil: RDC ANVISA n. 16/2013, RDC ANVISA n. 23/2012, RDC ANVISA n. 67/2009

Canada: Medical Devices Regulations - Part 1 - SOR 98/282

Japan: MHLW Ministerial Ordinance 169, Article 4 to Article 68, PMD Act

USA: 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 - Subparts A to D

Please see scope page.

For and on behalf of BSI: qz-aﬂ-b-*-—t_ \\-uds\«a%/(

Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2019-12-18  Effective Date: 2022-12-18 Expiry Date: 2025-12-17
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This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.
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Design, Development, Manufacture, Refurbishment, and Distribution of In Vitro Diagnostic Medical Devices
for Immunoassay and Clinical Chemistry Systems. Desigh and Manufacture of In Vitro Diagnostic Medical
Devices used in the Diagnosis, Management and Detection of Cancer, Autoimmune Status, Cardiac
Markers, Endocrine Disorders, and for Therapeutic Drug Monitoring.
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An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.



Specificatii tehnice dispozitiv medical automat biochimic, model Alinity ¢ (ABBOTT/SUA)

Sistem complet automat, compact, pentru determinarea testelor de biochimie, cu tehnologie avansata, cu mai multe lungimi de unda de
citire pentru a acoperi toate intervalele de testare.

Sistem deschis care permite configurarea de metode noi.

Sistemul permite dezvoltarea ulterioara prin conectarea la un sistem de imunologie sau la o linie de automatizare completa al laboratorului
(biochimie, imunologie, hematologie si coagulare)

Capacitate de lucru: 1350 teste/ora

Principii de masurare: fotometric, turbidimetric, potentiometric si teste calculate.

Capacitate de stocare a reactivilor, calibratorilor si controalelor in aparat, la temperatura 2-10 °C : 70 pozitii cu refrigerare plus ISE (Na+,
K+, Cl-).

Sistemul permite incarcarea continua a reactivilor si consumabilelor fara a fi necesara trecerea instrumentului in pauza sau standby. De
asemenea, sistemul permite indepartarea continua a deseurilor, fara a fi necesara trecerea instrumentului in pauza sau standby

Cuve de citire cu viata lunga de utilizare minim 1 an, cu spalare automata si verificarea fotometrica automata a puritatii fiecarei cuve,
pentru toate lungimile de unda.

Tipuri de probe: ser, plasma, urina, LCR, sange integral si materii fecale. Sistemul semnalizeaza factorii de interferenta din proba (ser
lipemic, icteric si hemolizat) fara a utiliza reactiv suplimentar.

Capacitate de incarcare totala de 150 probe in rack-uri care permit lucrul cu o varietate de tuburi : aliquot-uri, tuburi de 10-16 mm largime
si pana la 100 mm inaltime, probe pediatrice, probe cu coduri de bara, fara sa necesite adaptoare

Pastrarea la bordul apararatului in caruselul de refrigerarea a calibratorilor si a controalelor cu posibilitatea de programare automata a
calibrarilor si protocoalelor de rulare a controalelor la anumite intervale de timp, fara interventia/ prezenta operatorului

Sistemul are capacitatea de a procesa probe in regim de urgenta, permitand mai multe cai de prioritizare: individuala a probei sau prin
configurare de pozitii fixe de incarcare probe STAT.

Retestare automata, dilutie automata, testare complementara (test reflex).

Alinity c utilizeaza reactivi lichizi, gata de utilizare, (pentru a evita erorile de reconstituire), cu liniaritati mari, marcati cu cod de bare
bidimensional.

Sistemul ne necesita virfuri de unica folosinta. Alinity c are tehnologia SmartWash Technology.

Detector de cheaguri, senzor de bule de aer si spuma, de obstacole; detectie nivel de proba pentru fiecare unitate de pipetare- ac de reactiv
si ac de proba.

Modulul de ioni (Na+,K+,Cl-) — este incorporat in modulul de biochimie, cu mentenanta automata, fara a necesita calibrare continua, cu
aplicatii pentru ser, plasma, urina, cu o capacitate de testare de 60 000 determinari/modul.




Liniaritate extinsa pentru enzime

Inventarierea permanenta a reactivilor, consumabilelor si reziduurilor prin intermediul softului.

Control de calitate incorporat, cu posibilitate de accesare in orice moment (graficele Levey Jennings, calculul DS, CV).

Software-ul poseda, pe langa metodele standard stocate, pozitii deschise pentru programarea a noi aplicatii sau protocoale de lucru

Posibilitate arhivare electronica pentru rezultate, controale, calibrari, back-up.
Posibilitate de stocare a 200.000 de rezultate de pacienti pe unitatea de stocare interna a sistemului

Posibilitate de inregistrare a etapelor de intretinere a analizorului (prin software, cu posibilitate de printare)

Interfata informationala bidirectionala, cu posibilitatea de legare la reteaua informatica a laboratorului

Monitorizare permanenta a statusului testelor si a probelor in lista de lucru.

Posibilitate printare rezultate per pacient sau per total

Posibilitatea de monitorizare si diagnoza la distanta (prin Internet) cu posibilitatea de configurari si interventii tehnice preventive si
proactive garantand functionarea continua a aparatului.

Posibiltate de instalare de soft ce permite optimizarea consumului de reactiv prin transferul acestora intre diferite sisteme similare,
asigurand si trasabilitatea lor.

Aparatul se va livra cu toate accesoriile necesare (UPS, statie de apa)

Sistemul, cu toate subansamblele: modul procesare, modul ISE, modul incarcare probe, este un sistem compact, care ocupa un spatiu cat
mai mic, conform cerintelor laboratorului, incadrandu-se intr-o suprafata dreptunghiulara cu dimensiunile de 134 cm (lungime) x 117 cm
(latime)

Consum maxim de apa 30 l/ora

Mentenanta sistemului poate fi facuta automat.

Livrarea aparatului se va efectua in termen de 60 zile din data semnarii contractului de achizitie.
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