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. Basic UDI-DI: |
w&gﬁﬁéﬁﬁ-m Name:

A /’\ fity ¢ Processing Module

Risk Class: Class A
List lqumber Product and Trade Name GMDN Code EMDN Code
and Size Code
03R67-01 Alinity ¢ Processing Module 56676 W0201010108
Manufacturer | Abbott Laboratories
(Name and Address) | 1915 Hurd Drive
Irving, Texas 75038 USA
Manufacturer SRN | US-MF-000017777
Authorized Representative | Abbott, GmbH
(Name and Address) | Max-Planck-Ring 2

65205 Wiesbaden

Authorized Representative SRN

DE-AR-000009457

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

Canon Medical Systems Corporation
1385 Shimoishigami, Otawara-Shi
Tochigi 324-8550, Japan

Conformity Assessment Procedure

Annex I and II1

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; 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 11 of the Machinery Directive and is issued under the sole responsibility of the manufacturer.

Kevin Richardson Amanda Peoples
Full Name: Full Name:
Director, Instrument Quality ch?atory Affairs Project Manager
Function: - Function:
Signature: %a./ /@v Signature: \M
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Date of Approval: é = ﬂ‘g —%2 < Date of Approval:

Abbott Laboratories, 1915 Hurd Drive,
Signed for,and on Irving, TX 75038 USA

behalf of:

Irving, Texas

Date Issued: / / - ,A/O(‘; / - c9~6 5 Y Place Issued:

12 September 2024 Effective (Date

Supersedes: or Lot Number):

/1~ April - 2028
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bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

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. 67/2009, RDC ANVISA n. 665/2022 - Good Manufacturing Practices, RDC ANVISA n.
551/2021

Canada: Medical Devices Regulations - Part 1 - SOR 98/282

Japan: MHLW MO No 169 (2004), as amended by MHLW MO No 60 (2021), 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: QM \\-\-V\S\'\-é%

Graeme Tunbridge, Senior Vice President Global Regulatory & Quality

Original Registration Date: 2019-12-18 Effective Date: 2024-12-09 Expiry Date: 2027-11-01

Page: 1 of 2
DSAP
MEDICAL DEVICE SINGLE AUDIT PROGRAM . - ™
BSI Group America Inc. is an MDSAP recognised auditing organization ma kl n g EXCQ| |e n Ce a h a b I t

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.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MDSAP+762409&ReIssueDate=09%2f12%2f2024&Template=inc

Certificate No: MDSAP 762409

Registered Scope:

Design, development, manufacture, and distribution 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.

Design, development, and manufacture of In Vitro Diagnostic products including instruments, reagents,

and accessories for Hematology.

Original Registration Date: 2019-12-18  Effective Date: 2024-12-09 Expiry Date: 2027-11-01
Page: 2 of 2

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.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MDSAP+762409&ReIssueDate=09%2f12%2f2024&Template=inc

bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

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, reagents, and accessories for immunoassay, clinical chemistry, and hematology
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: QM \\*-V\S\'\-é%

Graeme Tunbridge, Senior Vice President Global Regulatory & Quality

Original Registration Date: 2022-06-13 Effective Date: 2024-12-12
Latest Revision Date: 2024-12-12 Expiry Date: 2027-11-01
& Page: 1 of 1
g ..making excellence a habit’

0003

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.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+762422&ReIssueDate=12%2f12%2f2024&Template=uk

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 Abbctt

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 . S
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 ¢m/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 plL
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
AbbottlLink
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 million'

Reagent Capacity Up 1o 280 refiigerated resgent cartrdges anboard plus potented U 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* e

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: 90-264V, 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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CLINICAL CHEMISTRY,
IMMUNOASSAY AND INTEGRATED

SYSTEMS TO TRANSFORM
YOUR LABORATORY

| T

Clinical Chemistry | Immuncassay | Hematology | Transfusion ] Molecular | Point of Care I Professional Services

ALINITY.COM AI i n itg ci-series




INFORMATICS POINT OF CARE

| Alinity PRO* i-STAT Alinity J

Achieve measurably better healthcare performance with our personalized solutions consisting

of our resourceful advocates, harmonized systems and intelligent insights.

e

RESOURCEFUL ADVOCATES HARMONIZED SYSTEMS INTELLIGENT INSIGHTS

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

enterprise-level view to develo systems, assays, informatics and services, supported by informatics
b4 ) YS ) Y
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, 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-perferming laboratories run at their best, today and into the future.

Alinity c Alinity i

Clinical Chemistry Immunoassay

Alinity ci-series
Integrated Clinical Chemistry
and Immunoassay




IMPROVE OPERATIONS ACROSS PLATFORMS

WITH

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

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

l Acid Wash
r B o =2 o =
Tz iakaroas
ICT Module
[ a
If! Detergent A Py
] e (D W o

@ s @0

. a0

l Alialine Wash

oK =

N

Alinity -

Alinity ci-series

lntegrated Clinical Chemistry and Immunoassay

Alinity

Alinity h-series
Hematology

Alinity s

Blood and Plasma Screemng

Alinity m

Molecular



~

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.




/d \ 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.

L T

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

Simp“]ty and streamline interactions with systems thoughtfu“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.

PRIORITY SAMPLE |
PROCESSING

REAGENT AND
SAMPLE MANAGER

SYSTEM SOFTWARE

DEDICATED PRETREATMENT PATH

CONTINUOUS
ACCESSTO
REAGENTS
AND SUPPLIES

ERROR-PROOF
REAGENT LOADING

ONBOARD CALIBRATORS
AND CONTROLS

Alinity

I

Alinity

SYSTEM CONTROL

MODULE

Alirity i

e
w LN

3

INCREASED LOAD-UP
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 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.

Consolidated Real-time Dashboards

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

immediate notifications.

“Plan My Day” Checklists
. Forward-looking “Plan My Day“ checklists

help minimize planned downtime.

Real-time Mobile Notifications’

- Management of alert preferences is simplified
through Dn/ogtoggle switches, allowing
customization of what information staff receives
to efficiently explore date and identify problems.

SHARE REAGENTS BETWEEN
SYSTEMS AND REDUCE WASTE

- Reduce waste and inventory
management by enabling staff
to seamlessly transfer inventory

between systems.

11 *Alinity PRQO is available with the Alinity-ci series and Alinity s.
TMobile notifications are currently supported for Android™ devices using the Chrome™ browser.




Alinity ci-series

YOUR PERSONALIZED SOLUTION — ALINITY

SIMPLIFYING DIAGNOSTICS AND
REDEFINING LABORATORY PERFORMANCE

Achieve measurably better healthcare performance with our personalized solutions, consisting of our
resourceful advocates, harmonized systems and intelligent insights.

| view to develop personalized




Alinity

ci-series

ALINITY | Clinical Chemistry | Immunoassay | 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 ¢

f R EAL

-

Immunoassay

Informatics
Alinity PRO

Alinity i

i =
Hematology

Alinity hs
Alinity hq

Point of Care
i-STAT Alinity

Transfusion
Alinity s

Molecular
Alinity m

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:’

L2 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.

x: FLEXIBILITY

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

@® Scalable design

® Multiple track-connectivity options

Open informatics and automation

oﬂ 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 CLST

guidelines, ensuring clear performance
parameter definitions

HARMONIZED SYSTEMS
ACROSS ALL KEY
LABORATORY DISCIPLINES

Alinitg 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
i% Standardize operations in your lab and across your network through
common intuitive processes across systems.
SCALABLE SYSTEMS
P Discover flexible solutions that help you adapt to the day-to-day
k} 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.



& \ 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
STATsS, replacing solutions, and utilizing the
user interface are just a few of the critical in-
teractions that are consistent across systems.

Alinitg ci-series
Integrated Clinical Chemistry and Immunoassay

Alinity h-series Alinity s
Hematology Blood and Plasma
Screening

Alinitg ci-series

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



D3 | 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.



Qf' | 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

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.

CLOT AND BUBBLE DETECTION

Sample pressure differential
technology can detect bubbles, foam,
and clots to confirm sample integrity
and aspiration accuracy.

SMARTWASH TECHNOLOGY

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

FLEXRATE

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

CHEMIFLEX

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

SAMPLE INTERFERENCE
INDICES

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

to interference.

Alinitl__l ci-series
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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

.I Alinity «

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 STATs

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

Alinitl__l ci-series

9



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

® Forward-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:

RESOURCEFUL ADVOCATES HARMONIZED SYSTEMS W

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”

Clinical
Chemistry
Alinity ¢

Immunoassay
Alinity |

Informatics
Alinity PRO

& UNIFORMITY across the laboratory

- FI.EX!BILITT to adapttoa
=N  changing environment

ﬂ\ OPERATIONAL PRODUCTIVITY

to improve performance and workflow

Hematology
Alinity hs
Alinity hq

Point of Care
I-STAT Alinity

Transfusion
Alinity s

Molecular
Alinity m

CONFIDENCE
ft'

in systems and performance

ACHIEVE MEASURABLY BETTER HEALTHCARE PERFORMANCE. AI i n itl_.l 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

s
MIX 5%
Paper from mm;.‘
responsible sources

e

CHOOSE TRANSFORMATION

Achieve measurably better healthcare performance

ABBOTTDIAGNOSTICS.com/ALINITY

Alinity, Alinity ei-series, Alinity c, Alinity 1, Alinity h-series, Alinity hs, Alinity hq,
Alinity s, Alinity m, i-STAT Alinity, Alinity PRO, FlexRate, SmartWash, CHEMIFLEX
and Choose Transformation are trademarks of Abbott Laboratories in various jurisdictions.

© 2017 Abbott Laboratories. ADD-00058926_EN Alinity ci-serie brochure Aug 2017
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ZERTIFIKAT 4 CERTIFICATE

Management Service

CERTIFICATE

_ The Certification Body
of TUV SUD Management Service GmbH

certifies that

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.

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.

A% £ 9 (( DAKKS
& = Deutsche
IONAREAN Akkreditierungsstelle
D-ZM-14143-01-00

Head of Certification Body
Munich, 2023-06-02

TOV SUD Management Service GmbH e 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:

. 15013485

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

‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM\

CERTIFICATE

No. QS6 054869 0012 Rev. 04

=)

America

Regulatory Requirements:  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
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Facility(ies): Abbott Ireland Diagnostics Division
Lisnamuck, Longford, Co. Longford, IRELAND

Facility Scopes: 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
REPs Facility ID: F005102

Page 2 of 2
Date of Issue: 2024-06-05

( Renee Walker )
Director, US Certification Body, MHS

ZERTIFIKAT & CERTIFICATE ¢

o @
TUV
TUV SUD America, Inc. » 401 Edgewater Place Suite #500 » Wakefield + MA 01880 » USA » www.tuvsud.com
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACU0430IT
Basic UDI-DI Name: Albumin BCG2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
0413020 Albumin BC(G2 59071 W01010201
0413030 Albumin BCG2 59071 W01010201

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 SUD Product Service GmbH,
(Name and ldentification Number) | Ridlerstralie 63, 80339 Munich, Germany
Nolified Body Number 0123

Quality Management System EU Certificate No.
Annex IX Chapters I and 11, No, V12 054869 0013
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: David Spellman Full Name: _Sandra Gallagher
Director Quality Assurance/ Site Quality
Function: Head Function: _Manager Regulatory Affairs
Signature; M Signature: . théfﬂ/((f
Cad =
Date of Approval: el SEPL Ao i Date of Approval: OG- SEFL- Deoai

Signed for, and on
behalfof: _Abbott treland Diagnostics Division Lisnamuck, L.ongford Co. Longford Ireland

Datc [ssued: /O S = /’ 2o ‘1’ Place Issued: _Lisnamuck. Longford Co. Longford Ireland
Effective (Date o
Supersedes:  13-Mar 2023 ot Lot Number): /0 S& T Yy

Page 1 of 9




EU Declaration of Conformity

Basic UDI-DI:
Basic UDI-DI Name:
Risk Class:

038074ACT0483K5
Alkaline Phosphatase2
Class B

List Number
and Size Code

Product and Trade Name GMDN Code EMDN Code

04T8320

Alkaline Phosphatase2 W01010105

52929

04T8330

Alkaline Phosphatase2 Wwo01010105

52929

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
(Name and Identification Number)

TUV Std Product Service GmbH Zertifizierstellen,
RidlerstraBe 65 » 80339 Munich Germany
Notified Body Number 0123

Conformity Assessment Procedure

EU Certificate No.
No. V12 054869 0013

Quality Management System
Annex IX Chapters I and I11,

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: Siobhan Wright

Full Name: _Sandra Gallagher

Director Quality Assurance/Site Quality

Function: Head

Function: _Manager Regulatory Affairs

Signature: /l. Mo Qﬂa (JJP h— Signature: __ 3. G:-J%:;f Zc/
Date of Approval: __ b - DEC - LOL Date of Approval: lb- DeC- 202/
Signed for, and on
behalf of: _Abbott Ireland Diagnostics Division Lisnamuck, Longford, Co. Longford Ireland
Date Issued: s - 08 - Lo Place Issued: {.;muck, Longford, Co. Longford,
Supersedes: N/A ofmﬂm lb- 0cC - Loy

Page1of1



Declaration of Conformity

Certificate Identification: 04784
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division
Legal Manufacturer’s Address: Lisnamuck, Longford, Co. Longford, Ircland.
List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
04T8420 52025 Alanine Aminotransferase? Seif-declared
04T8430 52925 Alanine Amninotransferase2 Self-declared
Authorized European Not Applicable

Represeniative (name and address)

Storage of techmcal documentation | Appbort Ireland Diagnostics Division, Lisnamuck, Longford, Co.
(name and address) 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/LC of the European
Parliament and of the Council of 27 Cetober 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: /&W i%\r;g W Signature: W

Full Name  _. ) Full Name /

(printed): Siobhan Wright (printed): mas Breslin
Position: Director Quality Assurance/  Position: Manager Regulatory Affairs
Site Quality Head
Date of 12 - Ser- 11 Date of 12-5£p 2021
Approval: Approval:
Date Issucd: 13- &P - Wl Place Issued:  Abbott Ireland Diagnostics Division,

Lisnamuck, Longford, Co. Longford, frcland.
Supersedes:  Not Applicable Eifective Date: A -§eP- Lotf




a ABBOTT

Declaration of Conformity

Certificate Identification:

04785

Legal Manufacturer's Name: Abbolt Ireland Diagnostics Division
Lepal Manufacturer's Address: Lisnamuck, Longford, Co. Longford, Ireland.
List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
04T8520 52941 Amylase2 Self-declared

Representative

Authorized European

(name and address)

Not Applicable

Storage of tech
(name and add

nical documentation
ress)

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 IIT of the IVD Directive and is issued under the sole
responsibility of the manufacturer.,

Signature; /_f@@\wju J/a\i 3 l’v‘f Signature:

Full Name . : Full Name

(printed): Slubhan Wright (printed):

Position: Director Quality Assurance/ ~ Posilion:
Site Quality Head

Date of a‘b -OLr - 13 Date of

Approval: Approval:

Date Issued: AR§-0U - ]/“ Place Issued:

Supersedes:  Not Applicable

EfTective Date:

F

/é)h«;f'b' (JC{_,‘ ’L‘&’/\
.

Lorraine Whitney

Director Regulatory Affairs

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

AY-04 -70




SENTINEL

Mod. 98 - Rev.4 - Data:03/09/2013

EC DECLARATION OF CONFORMITY

for in vitro diagnostic medical device (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 01R0422 Description: Alinity ¢ Pancreatic Amylase Reagent Kit

EDMA: 11.01.01.08

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
III of such Directive and its Italian transposition (legislative decree nr. 332/2000).

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. is designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex IIT of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive.

DICHIARAZIONE DI CONFORMITA’ CE

per dispositivo medico diagnostico in vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, immunochimica, coagulazione, biologia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita che il dispositivo

REF: 01R0422 Descrizione: Alinity ¢ Pancreatic Amylase Reagent Kit

EDMA: 11.01.01.08

soddisfa i requisiti essenziali applicabili richiesti dall’Allegato I della Direttiva 98/79/CE, come prescritto
dall’Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilita che il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non € incluso nell'elenco A e B dell’Allegato II della Direttiva

3. & progettato, fabbricato e immesso in commercio nell'ambito dell’applicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato III della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autorita Competente il fascicolo tecnico di prodotto, specificato
nell’Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di
almeno dieci anni dalla data di produzione dell’ultimo lotto

2. avere istituito e di mantenere un'idonea procedura per garantire la sorveglianza post-vendita richiesta dalla
Direttiva.

Sentinel CH. SpA f Date / Data
A Legal Representativ(f 2 = /ﬁ 3
Un Legale Rappresentant O1 [ - 2.} to7 >

Ugo De Luga / 47 L~"—

/s
V4
/

/
o’ /
IS(/:’Dr %1:2008 - ISO 13485:2003 - EN ISO 13485:2012 - ISO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004

sentinel



DRC-726

I | CE DECLARATION OF CONFORMITY
v BIOklt Edition 5

A Werfen Company P-172 Page 1 of 2

C € DECLARATION OF CONFORMITY

Manufacturer: BIOKIT, S.A.
Hersteller Fabricante Av. Can Montcau, 7
Fabricante Producent 081886 Llica d’Amunt
Fabricant Tillverkare Barcelona

Produttore Karaokeuaoric Spain

Biokit hereby declares that the product(s) listed below conform to the European Union directive
and standards identified in this declaration.

Biokit erkldrt, dass die aufgefiifhrten Produki(e) mit den Bestimmungen der angegebenen EU-Richtiinien und mit den aufgefiihrien
normativen Dokumenten in Ubereinstimmung sind.

Biokit doclara por la presente que los produclofs) abajo mencionados, estén conformes con las directivas y normas Europeas
identificadas en esta declaracién.

Biokit déclare par la présente, que le(s) produit(s) sous-mentionné(s), est (sont} conforme(s) aux directives el normes Eurapéennes
identifibes dans cefte déclaration.

Biokit dichiara con la presente che iifi) prodotto(i) sottomenzionato(i) é(sono) conformi alla direltiva e agli standard specificati in
questa dichiarazione.

Biokit declara pelo presente que o(s) produto(s) abaixo mencionado(s) esta/estdo conforme a Directiva e normas da Comissdo
Europeia especificadas nesta declaragao.

Biokit erklasrar herved, at det (de} nedenfor anfarte produki(er) er i overensstemmelse med de EU-direktiver og standarder, der er
anfert i denne erklzering.

Biokit bekréftar hérmed att nedan uppréknade produkt{er} &r férenlig(a) med de EU-direktiv och standarder som identifieras i denna
deklaration

H Biokit pe To mapdv dnAwver ot TO TPCIGV(—TA) MOV GVapEPOVIa) KOTWTEPW CUULOHpWOvOVTl pE Tav obnyia T Eupwmaikic
Evworng kar ra TpdTuITa Tou TrapariBeviar oy mapouoa ShAwon.

EU Directive:
EU-Richtlinie Direcliva UE Directive Européenne Direltiva Europea Direcliva UE EU-Direktiv EU Direktiv Odnyia EE

IVD - 98/79/EC (27/10/1998)

Standard(s):

Normen und Richtlinien Estandar(es) Norme(s) Norma(e) Padréo/Padrées Standard(er) Standard{er) Mporumo(-a)

SO 13485




W\ Biokit

A Werfen Company

CE DECLARATION OF CONFORMITY

DRC-726

Edition 5

P-172

Page 2 of 2

Notified Body:

Benannte Stelle Organismo Notificado Organisme Notifié  QOrganismo Notificato Organismo Nolificado Teknisk Kontroflorgon
Anméit Organ Kowomoimuévos Opyaviaudc

Name: Other Devices Code: N/A

¢ Certificate N°. N/A

Product(s):

Annex Il

Produkt(e) Producto(s) Produit(s) Prodotfo(i) Produto(s) Produkt(er) Produkt(er) Hpotbv(-ma)

Product(s)
Produktfe)
Producto(s}
Produil(s
Prodotto(i)

Produto(s}
Produkt{er)
Produkt{er)
Mpoiov(-ta)

P/N

01R0620

Alinity ¢ ASO Reagent (300 test)

01R0630

Alinity c ASO Reagent (780 test)

01R0601

Alinity c ASO Standard

(_\

\

Aot 204 201

Signature
Pau Planas
CEQ

Biokit, S.A

\

Date




a ABBOTT

Declaration of Conformity

Certificate Identification: 04T86
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division
Legal Manufacturer’s Address: Lisnamuck, Longford, Co. Longford, Ireland.
List Numbers GMDN Code Namtes and Description of Devices Classification
and Size Code
of Devices
04T8620 52954 Aspartate Aminotransferase? Self-declared
04 30 52954 Aspartate Aminotransferase2 Seli-declared
Authorized European Not Applicable
Representative (name and address)
Storage of technical documentation | Apbott Ireland Diagnostics Division, Li Longford, Co.
(name and address) Longford, Ireland.
Harmonized Standards Listed in the Technical 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
Parhament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member siates.

This declaration is made in accordance with Annex 111 of the ¥VD Directive and is issued under the sole
respounsibility of the manufacturer.

[t .

Signature: ,,g wohern 1S LQ)W Signature: —
Full Name \ Full Name T
(printed): Siobkan Wright (printed): Thomias Breslin
Position: Director Quality Assurance/  Position: Manager Regulatory Affairs

Site Quality Head
Date of 13 -JEF - 11t Date of ! 7" S Ef)'.goe I
Approval: Approval:
Date Issned: 13 -3¢/ - Lot Place Issued:  Abbott Ireland Diagnostics Division,

Lisnamuck, Longford, Co. Longford, Ireland.
Supersedes:  Not Applicable Effective Date: (2 —J&e-1LoL(




| Abbott

0l

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 A : ’ ;
S Cale ot Bivices 1 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 ; i :
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 III of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

5
Signature: [ , jﬁﬂ%r Signature: Tl by ek

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: Zz 7@/ 20 Z/ Date of Approval: l1-Jul- 202/
( Date Issued: : 2 - //,744/ ~ ¢ P
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 19-Feb-2019

Effective (Date or

Lot Number): o '(/7{(/ . /\_ﬂcf ;F’ﬁ




) 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 c 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.

. o
Signature: ’7- /é“L Signature: / g JM”

Full Name: Joerg Amborn Full Name: Noah Lermer

Position: Director, Quality Assurance Position: Director Regulatory Affairs

Date of Approval: ’2{;' 20 L{q(/ - 049 Date of Approval: AZZ' %-Z‘*f = ,,Zt/f/
Date Issued: 4/,/ = o/;:/ i,;?ﬁ/n
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 27-Feb-2019

Effective (Date or 5 —
Lot Number): /'Z‘ (/d/ﬂ? “o?l?
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACT0487KD
Basic UDI-DI Name: Calcium?2
Risk Class: Class B

List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code

04T8720 Calcium2 45789 W01010303

04T8730 Calcium?2 45789 W01010303

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 SUD Product Service GmbH,
(Name and Identification Number) | Ridlerstrae 65, 80339, Munich, Germany
Notified Body Number 0123

Quality Management System EU Certificate No.

Annex IX Chapters I and II1, No. V12 054869 0013
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: John Lennon Full Name: Rosemary McEntire
Function: Quality Manager Function: J9»1::111ager Regulatory Affairs
Signature: AQ\M\ \J\___A * Signature: < : t\&{' ‘é,\_&_,t’;kft_
Date of Approval: a S WER = N 2oL Date of Approval: ng M&UJ QLJ_)_A(—

Signed for, and on
behalf of:  Abbott Ireland Diagnostics Division Lisnamuck, Longford, Co. Longford Ireland

Date Issued: Place [ssued: Lisnamuck, Longford, Co. Longford,
2L\ = Monew ~ 20l Ireland
Effective (Date _ )
Supersedes: N/A or Lot Number): _ -\ Mauh D024
)

e~ Y QA Duedtror Ae\egﬂ\«o\ﬂ.
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EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DE Name

BG EC JEKNAPALM 3A CBOTBETCTBHE bazos UDEDI Hapmenosanne na 6azos UT-DI

C$ | EU PROHLASENI O SHODE Zakladni UDL-DI Nézev ziklzdniho UDL-DI

DA EU-OVERENSSTEMMELSESERKLARING Grundlzggende UDI-DI Grundlzggende UDI-DI-nayn

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

EL AHAQYH 2YMMOPQPQEHE EE Bogkd UDI-BI Ovounoig fasikot UDI-DI

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

ET ELi vastavusdeklaratsioon Pghi-UDI-DI P5hi-UDI-DI nimi

FR Déclaration de conformité UE IUD-ID de base Nom IUD-1D de base

HR EU [ZJAVA O SUKLADNOSTI Qsnovni UDI-D] Naziv osnoynog UDI-DI

HU | CU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapveté UDI-DI neve

1T Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base

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

LT ES ATITIKTIES DEKLARACITA Bazinis UDI-DI Bazinio UDI-Di pavadinimas

NGO EU-samsvarserklering Grunnleggende UDI-DI Grunnleggende UDI-DI-navn

PL DEKLARACJA ZGODNOSCI UE Kod Bagic UDI-Di Nazwa kodu Basic UDI-DIL

PT DECLARACAQ UE DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Basico

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

SK | EU VYHLASENIE O ZIQDE Ziktadny UDIL-DI Nazov zékladného UDI-DI

5V EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundlaggande UDI-DI1 Namn pd grundldgeande UDI-DI1

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

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

BG Knac cnopen pHexa KaTanoxen HOMED W KO HA pazMepa LMe Ha POIYKTa M THPTOBCKO HAMMEHOBAHME

cs Rizikova tiida Katalogové ¢islo a koncové dvajéisli uréujici MNazev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og varemarkenavn

DE Risikoklasse Bestellnummer und Grofiencede Produkt- und Handelsname

EL .. .| Koopyopioge@dyon o Kwdueog Ipoidvrog ko Kodixog Zuokenaoias [Tpaidy xaz Egropkn Ovopucia

ES Clase de riesgo Numero de referencia y codigo de tamafio Producte v marca comercial

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de rnisque Référence Nom de produit et de marque

HR Klasa rizika Katalodki broj i oznaka pakiranja Naziv proizvoda i zadiiceni naziv

HU Kockazati osztaly Lisiaszam és készletkiszerelés-kod Termék- és kereskedelmi név

1T Classe di rischie Numere di listino e codice formato Prodotto & nome commerciale

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

LT Rizikos klasé Katalogo numeris ir dydZzio kedas Gaminio ir prekvbinis pavadinimai

NO Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produkiu 1 nazwa handlowa

PT Classe de risco Nimero de lista e cédigo de apresentagiio Produto e nome comercial

RO Clasid de risc Numdr de listi si cod dimensiune Denumirea produsului si denumirea comerciala

SK Rizikova trieda Katalogove ¢islo Nazov produkiu a obchodny ndzov

SV Riskklass Listnummer och storlckskod Produkt och firmanatun

TR Risk Simnufi Liste Numaras1 ve Boyut Kodu Uriin ve Ticarl Ismi
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EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Kox GMDN Koa EMDN [TpousBoguTen (HME W aapec) EPH Ha npox3B0AHTENS
CS | Kod GMDN Kad EMDN Vyrobee (ndzev a adresa) Jeding registraéni ¢islo vyrobee
DA | GMDN-kede ENMDN-kade Fabrikant {navn og adresse} Fabnikants SEN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kedwog GMDN Kedixog EMDN Kuraokevaotc (Ovopn ko AetBovan) SRN (Moveducos AptBpdg Mntpdou)
(Ovopatoioyia (Ovoparoroyia Koetaokeouot)
L TPOTEVOADYIKOY 1ATPOTEYVOLOTIK DY
TPOIOVTEHY) TPOIGVIHIV)
ES | Cédigo GMDN Cadigo EMDN Fabricante (nombre y direccién) SRN (niimera de registro Gnico) del
fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikzalne registreerimisnumber
FR_| Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du [abricant
HR | GMDN kod EMDN kod Proizvodat (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodaca
HU | GMDN-kad EMDN-kad Gyarto (név és cim) Gvarto egyedi regisziracids szama (SRN)
IT Codice GMDN Codice EMDN Fabbricante {nome e indirizzo) SRN (numero di registrazione unico) del
fabbricante
LYV | GMDN kods EMDN kods Razotdjs (nosaukums un adrese) RaZotdja vienetais registracijas numurs
{VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy nomenklatiiros priemoniy nomenklatdros
kodas kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse} Produsentens SRN
PL. | Kod GMDN Kod Europeijskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyiny
Nomenklatury Wyrobdw producenta
Medycznych
PT | Cédigo GMDN Codigo EMDN Fabricante (Nome ¢ Morada) Numero Gnico de registo do fabricants
RO | Cod GMDN "~ T Cod EMDN- | “Produedtor (nume $i adresa) SRN-produciitor--—--- SR
SK | Kod GMDN Kad EMDN Vyrobea (Nézov a adresa) Jediné registratné Cislo (SRN) vyrobeu
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 | Ynbanomowlcs NpefcTABHTEN (MME H EPH Ba yUbTHOMOLISHHS IPENCTABHIEN [pouseeeHo oT (MACTC Ha
aapec) NPOM3BOACTBO) {HME K aapec)
CS | Zplnomocnény zastupce {nazev a adresa) Jediné registraini ¢islo zplnomocnéného Vyrobeno {misto vyroby)
zastupee (ndzev a adresa)
DA | Autoriseret repreesentant (navh og adresse) | Autoriseret reprasentants SRN Produceret af (fremstillingssted)
(navn og adresse)
DE | Bevollmichtigter (Name und Adresse) SRN des Bevollmachtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL | Efovcodotnuévos Aviinpdomnos (Ovour | SRN EZovowdomuévou Avimpoginon Kataokendletat and (Epyestamo
weit Aienovon) TAPUAYWDYHC)
(Ovouaoia xon Ailsvduven)
ES Representante autorizado {(nombre y SRN {namero de registro tnico) del Producido por (Lugar de fabricacion)
direccion) representiante autorizado {Nombre v direccion)
ET | Volitatud esindaja (nim: ja aadress) Volitatud esindaja unikaalne Tootnud {tootmiskoht) (nim! 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)
ovla§tenog zastupnika (Naziv 1 adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazott képviseld egyedi Gyarté (gyartas helye)
regisziracids szama (SRN) (név ¢s cim)
IT Mandatario (nome e indirizxo} SRN (numero di registrazione unico} del Prodotto da (sito di fabbricazione)
mandatario (nome e indirizzo)
LV | Pilnvarotais parstivis {nosaukums un Pilnvarota parstivia vicnotais registricijas | RaZots (raZoSanas vieta)
adrese) numurs (VRN) {nosaukums un adrese}
LT | Jgaliolasis atstovas (pavadmlmds ir [oalloto_]o atstove unikalusis reg1slracuos Pagaminta (gamybos yieia) (pavadmlmas
o] - adresasy - ~MMmeris - - |-ir adresas)- - -
NO | Autonisert represcntant (navn og adresse) Den autoriscrte representantens SRN Predusert av {prod ukSJonssted}
{navn og adresse)
PL | Upowazniony przedstawiciel {nazwa i Niepowtarzalny numer rejestracyjny Wyprodukowano przez (migjsce
adres) upowaznionego prredstawiciela produkeji)
(nazwa i adres)
PT ] Mandatiric (Nome e Morada) Ninnero tnico de registo do mandatirio Produzido por (Local de fabrice)
(Nome ¢ Morada)
RO | Reprezentant autorizat {nume $1 adresd) SRN reprezentant autorizat Produs de citre (locatie productie) (nume
51 adresd)
SK | Autorizovany zastupca (ndzov a adresa) Jeding registratné £islo (SRN) Vyrobené (mieste vyroby}
autorizovaného zastupcu (ndzov a adresa)
SV | Auktoriserad representant {pamn och Auktoriserad representants SRN Tillverkas av (tillverkningsert) (namn och
adress) adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilei SRINsi Uretici (Uretim Tesisi}

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

BG | Horudmunpan oprag (ume K HIEHTHOHKALROHEH Tpoueaypa 33 OUSHKA HA CHOTBETCTBHETO
HOMED)

cs Qznameny subjekt (nazev a identifikaéni &islo} Postup posuzovini shody

DA | Bemyndiget organ (navn og Overensstemmelsesvurderingsprocedure
identifikationsnummer)

DE | Benanate Stelle (Name und Identifikationsnummer) | Konformititsbewertungsvertzhren

EL Kowvorompévos Opyaviapds (Ovopa katl AptOudg Mwudixacia afloAdynans GULUEPPOGTS
wuToneinong)

ES Organismo Notificado {nombre y niimero de Procedimiento de evaluacion de la conlormidad
identificacion

ET Teavitatud asutus (nimi ja identifitscerimisnumber} | Vastavushindamismenetius

FR Organisme notifié¢ (nom et numéro d'identification) | Procedure d’évaluation de {a conformité

HR | Prijavljeno tijelo (naziv 1 identifikacijski broj} Postupak ocjenjivanja sukladnosti

HU Bejelentett szervezet (név és azonositd szam) Megfelelbséoditékelési eljaras

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

LV | Pilnvarota iestade (nosaukums un identifikdcijas Atbilstibas novértéianas procediira
numurs)

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

NO Meldt organ (navn og identifikasjonsnummer) Framgangsméte for samsvarsvurdering

PL Jednostka noty [ikowana (nazwa [ numer Procedura cceny zgodnosel
identyfikacyjny}

PT Organismo Notificado (Nome e Namero de Procedimento de avaliaciio da conformidade
[dentificagdo)

RO | Organism notificat (nume si numar de identificare) | Procedurd de evaluare a conformitiis

SK 7| Notifikovany organ (Nazov a identifikalné ¢isloy | Postup posudzovania zhody

SV Anmalt organ (namn och identifikationsnummer) Forfarande (6r bedémning av overensstimmelse

TR | Onaylanms Kurulus (Isim ve Tanim Numarast) Uygunluk Degerlendirme Prosediiril

Page S of 9




EN

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

BG

CreTenma 3a ynpasnende Ha kauecTsoto [punoienne [X, rass [ n 111,
BIJIICHHTETHO OLIEHKA HA TEXHHYCCKATA NOKYMEHTALIMA HE CLOTBETHHTE H3ACIHE Bh3 OCHOBA Hi
TIpeJCTABRTCIIHY npodu

Ccs

Systém Fizeni kvality Ptiloha IX Kapitoly L a 111,
vietné posouzeni technické dokumentace dotéenych prostfedki na ziklad& reprezentativnich vzorkli

DA

Kvalitetsstyringssystem Bilag [X kapite! [ og III,
Herunder en vurdering af den tekniske dokumentation for relevant udstyr pd baggrund af representative prever

DE

Qualitdtsmanagementsystem Anhang [X Kapitel T und 111,
cinschlieBlich einer Bewertung der Technischen Dokumentation fiir betroffene Produkte auf der Grundlage
reprasentativer Stichproben

EL

Inatnua Awgyeipiong [Mowonrog Hopaprnpe 1X Keediow [ o I11
copmeptapfiverot eE10hdymarn 100 TEQAKOS QuKEloD Yio TROvIN oL sfetdlovial pe Baon aVImposORELTIKG
deiyuata

ES

Sistema de Gestidn de Calidad Anexo IX, capitulos [y 11,
se incluye una evaluacion de la documentacién téenica para los productos afectades sobre la base de muestras
representativas

ET

Kvaliteedijuhtimissiisteern IX lisa I ja ILI peatitkk
Scalhulgas asiaomaste seadmete tehnilise dokumentatsiooni hindamist esindavate valimite pohjal

FR

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

HR

Sustav upravljanja kvalitetom Prilog 1X., Poglavlja 1. 1 IIL.,
ukljuéujuci ocjenjivanje tehniCke dokumentacije za predmetne proizvode na temelju reprezentativaih uzoraka

HU

Mméségirényitési rendszer IX. me]léklet L és I[I ['ejezet ideértve az érintett eszkozok miiszaki

It

Sistema.di gestione.della-gualita Allegato. [X Capitoli-i e-I1],
compresa una valutazione della documentazione tecnica per i dlspOSItlvl interessati SU.lld. base dl campioni
rappresentativi

LY

Kvalitates vadibas sistéma IX piclikuma [ un III nodala,
tostarp attiecigo jeridu tehniskas dokumenticijas novert&jums, pamatojoties uz reprezentativiem paraugiem

LT

Kokybes valdymo sistema [X priedo I ir I1I skyriai,
jskaitant atitinkamy priemoniy techninés dokumentacijos vertinima remiantis tipiniais pavyzdZiais

NO

Kyvalitetsstyringssystem Vedlegg IX kapittel I og 111,
mkludert en vurdering av den tekniske dokumentasionen for aktuelt utstyr pd grunnlag av representative praver

PL

System Zarzgdzania Jakoscia Zalacznik [X, Rozdzialy [ oraz 111,
w tym ocena dokumentacji techniczne] danych wyrobdw na podstawie reprezentatywnych probek

PT

Sistema de gestdo da qualidade Anexo IX Capitulos 1 e TII,
Incluindo uma avalia¢fio da documentagiio téenica para os dispositivos em questdo com basc em amostras
representativas

RO

Sistemul de management al calititii Anexa IX, Capitolele 1 §i 111 inclusiv o evaluare a documentatiei tehnice
pentry dispozitivele in cauzi pe baza unor probe reprezentative.

SK

Systém riadenia kvality Priloha IX Kapitoly I a 11, vratane posidenia technickej dokumentdcie prisludnych
pomdcok na zaklade reprezentativiych vzorick

A%

Kvalitetsledningssystem Bilaga 1X Kapitel I och I11,
Inklusive en bedémning av den tekniska dokumentationen for berorda produkter som grundar sig pa
representativa urval

TR

Kalite Yénetim Sistemi Ex IX Bolim i ve 111
Temsili numuneler bazinda ilgili cihazlar i¢in teknik dokiimantasyonun degerlendinlmesi dahil
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EN EU Certificate No. Common Specifications {CS) Full Name

BG EC Ceprudurar Ne O0mH cneunduxanuu (OC) IThiTHO HRHMEHOBAHHE
C§ Cislo certifikatu EU Speletné specifikace Cely nazev

DA EU-certifikatnummer Falies specifikationer Fulde navn

DE Nr. des EU-Zertifikats Gemeinsame Spezifikaticnen (GS) Vollstandiger Name
EL ApBuog meomomnxod EE Kowée zpodwypupés (KIT) [Twipng ovopecio
LS Namero certificado UE Especificaciones comunes Nombre completo
ET EL-i sertifikaadi nr Uhtsed kirjeldused Tiisnimi

FR N° ¢ertificat UE Specifications communes Nom complet

HR | EU potvrda br. Zajednicke specifikacije (L,CS™) Puni naziv

HU EU-tanusitvany szama Egységes eldirasok Teljes név

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

LV ES sertifikita Nr. Kopigas specifikdcijas Pilpns nosaukums

LT ES sertitikates Nr. Bendrosios specifikacijos Vardas ir pavardé
NO EU-sertifikatnr. Felles spesifikasjoner Fullt nayn

PL Nr Certyfikatu UE Wspalne specyfikacic Imig i nazwisko

PT Certificado UE N° EspecificacGes comung Nome completo

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

SK Certifikét EU &. Spoloéné §pecifikdcie Cely nazov

SV Nummer pd EU-intyg Gemensamma specifikationer Fullsténdigt namn
TR AB Sertifika Numaras! Genel Spesifikasyonlar (GS) Ad: Soyvady

EN Fungtion Signed for, and on behalf of Date Issued

BG JnekHoCT Tonnecane 3a 0 OT UMETO Ha Jlara Ha w3nasakc
CS Funkce Podepsano za a jménem Datum vydéni

DA | Funktion Underskrevet for og pa vegne af Udstedelsesdato

DE Funktion Unterzeichnet filr und im Auftrag von Datum

EL AEITODpYi YToypapaTat Yo Kol 8K UEpouE ToN/ g Hiiepopvia xdoong
ES- ! Funeion -Firmada por, v ennombre-de--—- - e ~Fecha - e
=T TFunktsioon Alla kirjutanud {kelle poolt ja nimel) Vialjaandmise kuupidev
FR Fonction Signe par et au nom de Dalte d'¢tablissement
HR Funkcija Potpisano za { v ime Datum izdavania
HU ! Beosxtas Aldird a kovetkezd képviseletében és nevében Kiadas datuma

[T Funzione Firmalo a nome e per conto di Data di rilascio

LV Amats Parakstits 3adas personas varda Izdosanas datums
LT Pareigos Subjekte, kurio vardu pasiradoma, pavadiniimas [§davimo data

NO Funksjon Signert for, og pd vegne av Utstedelsesdato

PL Funkcra Podpisano w imieniu Data wydania

PT Fungdo Assinado e em nome de Data de emissdo

RO Functia Semnati pentru si in numele Data eliberérii

SK Funkcia Podpisané za a v mene Détum vydania

SV Funktion Undertecknat for och pd uppdrag av Datum for utfirdande
TR Gisrevi Namina ve temsilen imza Dazenienme Tarihi
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EN | Supersedes Signature Date of Approval
BG 3JamectBa Toarnue Jlata Ha ox00peHue
[ohy Nahrazuje Podpis Datum schvileni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avixedistd Ymoypospt] Huspopnvio Eykpiong
ES Sustituye Firma Fecha de aprobacién
ET Asendab Allkiri Heakskiitmise kuupdev
FR Annule et remplace Signature Date de I’autorisaticn
HR Zamienjuje Potpis Datum odobrenja

HU | Hatalytalanitja a kévetkezd dokumentumot: Alairas Jovahagyés datuma
IT Sostituisce Firma Data di approvazione
LV Alzstd) Paraksts Apstipring$anas datums
LT Pakeiéia Paragas Patvirtinime data

NO Erstatier Signatur Godkjenningsdato

PL Zasigpuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovacéo
RO Inlocuitor Semndturd Data aprobirii

SK Nahradza Podpis Déatum schvilenia
SV Ersatter Namnteckning Datum for godkénnande
TR | Yerini aldiz1 belge imza Cnay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MscTo Ha U3naBaHe B cuna o133 (1aTa WAH HOMEP Ha TIAPTHAR)

Cs Misto vvdani Utinné od {datum nebo &isle SarZe)

DA | Udstedelsessted Ikrafitreedeise {dato eller lotnummer)

DE Ort Giiltig ab (Datum oder Chargenbezeichnung)

Gl Tdrog Exdosng Tz 1wy and (Huspoprpvia 1) ap. woptidog)

ES Expedida en Efectiva (fecha o numero de lote)

ET | Viljaandmise Koht - “Talistuming (Kutpssy voi partiininiber)

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

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

HU : Kiadds helye Hatalybalépés (datum vagy téteiszam)

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

LV [zdo3anas vieta Speka no {datums vai partijas aumurs)

LT [3davimo vieta Isigalioja (data arba partijos numeris)

NO | Utstedelsessted Gielder fra (dato eller lotnummer)

PL Miejsce wydania Obowigzuje od (data lub numer partii)

PT Local de emissdo Efetividade {Data ou numeroc de lote}

RO Locul aliberiini Valabilitate (data sau numdrul lotului)

SK Miesto vydania Ucinnost’ od (datum alebo Gislo Zar¥e}

SV Plats for utfirdande Verkstalligt (datum eller lothummer}

TR Dizeniendigi Yer Yirtirhiik (Tarih veya Lot Numarast)
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EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s} deseribed ahove conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2617 on In Viire 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, nonynoanueanuTe, ¢ HACTOAMOTO ACKTAPHPAME, Y€ TOPEoNHCaHOTO{HTE) MEHIMHCKO(H) HANENHC(3) 38 WHBHTPO AMArHOCTHKR OTroBapx(1) Ha
OpHnoKKMMUTE pasnopendu Ha Permament (EC) 2017/746 ra Esponefickua mapaaMent 1 va Cesetd 0T 5 anpust 2017 r. OTHOCHO MEAMNMHCKHTE H3NESTHA 33
HHBHTPO AMArHOCTHKE, Tasu nexnapanus & Hanpasewa b CLOTBETCTBHE ¢ [IpuaoucHue [V na Pernamenta 3a IVD 1 32 HelHOTO H3aBaHe OTTOBOPHOCT HOCH
EAHHCTRCHC [IPOW3BOANTEIINT.

(o

My, niZe podepsani, timto prohladujeme, Ze diagnosticky(-¢} zdravotnicky(-¢) prosifedek (prostiedky} in vitro uvedeny{-€) vy3e je (jsou) ve shodg s ptislugnymi
ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostfedeich in vitro. Toto
prohlageni je v souladu s Ptilohou [V natfzeni 1VD a je vydéno na vyhradni odpovednost virobee.

DA

Vi, undertegnede, erklzrer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de gazldende
bestemimelser | Europa-Parlamentets og Rédets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr. Denne erklaring afgives i
overensstemmelse med [VD-forordningens bilag IV og udstedes under fabrikantens encansvar,

DE

Wir, die Unterzeichner, erkldren hiermit, dass das oben beschriebene [n-vitro-Diagnostikum/dic oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Vererdnung {EU} 2017/746 des Europaischen Parlaments und des Rates vom 5. April 2017 dber In-vitro-Diagnostika erfiilien, Diese
Erklarung erfolgt gemél Anhang IV der [IVD-Verordnung und wird unter alleiniger Verantwortung des Herstellers ausgestellt.

Epeic, o1 vnoypapoviss, SnAGVOUKRE pe 10 Tapdy 71 Ti TPoavVEPEPGHEVE SEYVEGTIKG I TPOTEXVOROTIKG TPOTIVIH SVUPOPPHVOVIAL 1E TIG 1oyDoVsEs Slatadas
ou Kavovieuov (EE) 2017/746 tov Evperaikol Kowopouliov xat tov Zvufoviion g 5™ Anpidion 2017 oystikd us to in vitro Siwyvoctixg
wTpoteyvoroykd epoidvre. H dheon avtn yiverm ooupmva pe 1o Mopaprpa IV tov Kevoviepob 1VD wat exdiberol pe onokheistikh eudovn tos
KETUGKEDGGTT

ES

Nosotros, los ebajo firmantes, por la presente declaramos gue el{los) producto(s) sanitario(s) para diagnostico in vitre descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consgjo del 5 de abril de 2017 sobre productos sanitarios para diagnostico
i vitro. Lsta declaracién se realiza en conformidad con el Anexo [V de! Replamento VD vy es emitida bajo la exclusiva responsabilidad del fabricante.

ET

Meie, aliakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Furoopa Parlamendi ja ndukogu 5. aprilli 2017. 2asta
méaruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele satetele. See deklaratsioon on koostatud vastavalt [VD madruse 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 Reéglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnestic in
vitre, Cetle déclaration est établic conformément a I’ Annexe IV du Réglement DIV sous la seule responsabilité du (abricant.

HR

M, niZe potpisani, ovim putem izjavijujemo da su gore navedeni in vire dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vije¢a od 3. travnja 2017, ¢ in vitro dijagnostitkim medicinskim proizvodima. T e
Ova je izjava sastavliena u skladu s Prilogom 1V. Uredbe IVD i izdaje s¢ pod iskljudivom odgovomoiéu proizvodada.

HU

Alulirottak czennel kijelentjik, hogy a fent leirt in vitre orvostechnikai eszkoz{k) megfelel{nek) az Eurdpai Parlament ¢s a Tandcs in vitro diagnosztikai
orvostechnikal eszktzokrol szold (EU) 2017/746 (2017, aprilis 5.} rendelete (IVD rendelet) vonatkozo rendelkezésenek. A jelen nyilatkozat megfelel az IVD
rendelet [V. mefléklciében foglalt eldirasoknak, és a gyarto kizarolages feleldssége alapjan keriilt kiadasra.

Noi, i sottoscritti, con la presente dichiariamo che il(i} dispositivo(i) medico-diagrostico(i) iz vitro sopra descritto{i) &(sono) conforme(i) alle disposizieni
applicabili del regolamento (UE) 2017/746 del Parlamento curopeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro. Questa
dichiarazione & redatta in conformita all'allegato I'V del regolamento TVD ¢d & rilasciata sotio la responsabilitd esclusiva del fabbricante.

LV

M@s, apaksa parakstijuies, ar So pazmojam, ka ieprieks aprakstita(-s) i vitro diagnostikas mediciniska(-s) ierfce(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017 gada 5. aprilis) piem&rojamajdm prasibam par /n vitro diagnostikas mediciniskam ierfcém. 8T deklardcija ir sagatavota saskand ar
[VD reguilas IV plelikumu un par izdo3anu atbild vienigi raZotijs.

LT

Mes, toliau pasiraSiusieji (-iusiosios), paretSkiame, kad anksZiau minéta (-os} in vitro diagnostikos medicinos priemon¢ (-¢s) atitinka 2017 m. baland#io 5 d.
Eurepes Parlamente ir Tarybos reglamento (ES) 2017/746 dél in vitre diagnostikos medicinos priemoniy taikyiinas nuostatas. S{ deklaracija yra parenata
vadovaujantis IVD reglamento 1V priedu ir yra :§duodama tik gamintojo atsakomybe.

NO

Vi, undertegnede, erklerer herved at utstyret til in vitro-diagnostikk som er anfart ovenfor, er i samsvar med gjeldende bestemmelser | Europaparlaments- og
ridsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til fz vitro-diagnostikk. Denne erkleringen er utarbeidet | overensstemmelse med
vedlegg IV i IVD-forerdningen og er utstedt under produsentens encansvar.

PL

My, nizej podpisani, niniejszym oswiadezamy, z¢ wymieniony(-2) powyzej wyrob{wyroby) medyczny(-e) do diagnestyki in vitro spetnia{-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrebow medyeznych do diagnostyki in
vitro. Niniejsza deklaracja zostala sporzadzona zgodnie z Zatgeznikiem IV Rozporcadzenia IVDR i wydana na wylaczng odpowiedzialnosé producenta.

PT

Nos, abaixo assinados, declaramos que os dispesitivos meédicos para diagnostico in vitre descritos acima estdo em conformidade com as disposigées aplicaveis
do Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivas médicos para diagndstico in vitre. Esta
declaracéc é feita em conformidade com o anexe I'V do Regulamento [VD e & emitida sob a exclusiva respensabilidade do fabricante.

RO

Subsemnatii, declardm c& dispozitivul (dispozitivele) medical{e) pentru diagnostic in vitro descrise mai sus sunt conforme cn dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consilivlui din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro. Prezenta
declaratie este emisd in conformitate cu anexa IV la Regulamentul [VI2 si csle emisd sub responsabilitatea exclusivi a producitorului.

SK

My, dolupadpisani, tymto vyhlasujeme, Ze diagnosticka(-¢) zdravotnicka{-e) pomécka(-y) uvedena{-¢) vy33ie je {s2) v zhode s pristulnymi ustanoveniami
Nariadenia Eurdpskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro. Toto vyhlasenie je v silade
5 Prilohou 1V k Nanadeniu IVD a vydava sa na vyhradnil zodpovednost’ vyrobeu

S5V

Vi, undertecknade, forsdkrar hirmed att den eller de medicintekniska produkter {or in vitro-diagnostik som beskrivs ovan dverensstimmer med de tillimpliga
bestammelserna | Europaparfamentets och radets forordning (EU) 2017/746 av den 5 april 2017 om mediciniekniska produkier for in vitro-diagnostik. Denna
forsakran gors i enlighet med bilaga IV till [VD-férordningen och utfardas under tillverkarens enskilda ansvar.

TR

Biz, agafiida imzalar bulunan,-yukarnida belirtilen-in-vitro diagnostik tibbi cihazlann, 2017/746 sayili Avrupe Parlamentosu (AB) Yonetmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konscyinin ilgili hukumlerine uygun oldugunu beyan edeniz. Bu beyan IVD Yonetmeligi Ek [V uyaninca yapilmistir
ve dreticinin manhasir sorumlulugu altindadir.
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_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 Wo01010205
04T8830 Cholesterol2 53359 W01010205

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 SUD Product Service GmbH,
(Name and Identification Number) | RidlerstraBe 65, 80339 Munich, Germany
Notified Body Number 0123
Quality Management System EU Certificate No.
Annex I[X Chapters I and I11, No. V12 054869 0013
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: _David Spellman Full Name: Rosemary McEntire
Director Quality Assurance/ Site Quality
Function: Head Function: _Manager Regulatory Affairs
Signature: j% Signature: . | \é&\.{
Date of Approval: 21 OCT 2w Date of Approval: 3 \ OCV QQ‘Q\A}

Signed for, and on
behalf of: _Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland

Date Issued: 3| 9T 2=z 4 Place Issued: _Lisnamuck, Longford Co. Longford Ireland
Effective (Date
Supersedes; 25-Sep-2023 or Lot Number): 2L ©OCT z2o72 G
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| Abbott

L

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

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
Representative (name and address)

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 I1I of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

O el

Signature: Signature:

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

Date of Approval: @'H;% ] 2 22, Date of Approval: 29- ﬁ;p}’ - 2022

iffuot ol

Manager Regulatory Affairs

Date Issued:

Place Issued:

Supersedes:

Effective (Date or
Lot Number):

31-Dec-2016

05~ fay -2027

as Aﬁj 200

65205 Wiesbaden, Germany




SENTINEL

Mod. 98 - Rev.4 - Data:03/09/2013

EC DECLARATION OF CONFORMITY

for in vitro diagnostic medical device (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 09P9522 Description: Alinity ¢ CK-MB Reagent Kit

EDMA: 11.01.01.14

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
IIT of such Directive and its Italian transposition (legislative decree nr. 332/2000).

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. is designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex III of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive.

DICHIARAZIONE DI CONFORMITA’ CE

per dispositivo medico diagnostico /n vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, immunochimica, coagulazione, biologia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita che il dispositivo

REF: 09P9522 Descrizione: Alinity ¢ CK-MB Reagent Kit

EDMA: 11.01.01.14

soddisfa i requisiti essenziali applicabili richiesti dall’Allegato I della Direttiva 98/79/CE, come prescritto
dall’Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilitd che il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non & incluso nell'elenco A e B dell’Allegato II della Direttiva

3. & progettato, fabbricato e immesso in commercio nell’ambito dell‘applicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato III della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autoritd Competente il fascicolo tecnico di prodotto, specificato
nell’Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di
almeno dieci anni dalla data di produzione dell’ultimo lotto

2. avere istituito e di mantenere un'idonea procedura per garantire la sorveglianza post-vendita richiesta dalla
Direttiva.

Sentinel CH. SpA Date / Data
A Legal Representjet}/ y .
Un Legale Rappre ryth 24/ "”f/ Lo 72
2o -
Ugo De Luc;,a/ & P,
/
2

~

ISO -90 1:2008 - ISO 13485:2003 - EN ISO 13485:2012 - ISO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004

sentinel:



SENTINEL

Mod. 98 - Rev.4 - Data:03/09/2013

EC DECLARATION OF CONFORMITY

for in vitro diagnostic medical device (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 09P9532 Description: Alinity ¢ CK-MB Reagent Kit

EDMA: 11.01.01.14

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
III of such Directive and its Italian transposition (legislative decree nr. 332/2000).

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. is designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex I1I of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive.

DICHIARAZIONE DI CONFORMITA’ CE

per dispositivo medico diagnostico in vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, immunochimica, coagulazione, biologia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita che il dispositivo

REF: 09P9532 Descrizione: Alinity ¢ CK-MB Reagent Kit

EDMA: 11.01.01.14

soddisfa i requisiti essenziali applicabili richiesti dall’Allegato I della Direttiva 98/79/CE, come prescritto
dall’Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilita che il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non é incluso nell'elenco A e B dell’Allegato II della Direttiva

3. & progettato, fabbricato e immesso in commercio nell’ambito dell‘applicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato III della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autorita Competente il fascicolo tecnico di prodotto, specificato
nell’Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di
almeno dieci anni dalla data di produzione dell’ultimo lotto

2. avere istituito e di mantenere un‘idonea procedura per garantire la sorveglianza post-vendita richiesta dalla
Direttiva.

Sentinel CH. SpA / Date / Data
A Legal Representative
Un Legale Rapprésentante

:"é,’/’f”f/?i- 7%
Ugo De LUQ%' 7 /2@%-1 /

IS0 9001:2008 - ISO 13485:2003 - EN ISO 13485:2012 - ISO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - 1SO 14001:2004

sentinelc



SENTINEL

Mod. 98 - Rev.4 - Data:03/09/2013

EC DECLARATION OF CONFORMITY

for /n vitro diagnostic medical device (IVvD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 09P9501 Description: Alinity ¢ CK-MB Calibrator Kit

EDMA: 11.50.03.02

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
IIT of such Directive and its Italian transposition (legislative decree nr. 332/2000).

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. is designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex III of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive.

DICHIARAZIONE DI CONFORMITA’ CE

per dispositivo medico diagnostico in vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, immunochimica, coagulazione, biologia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita che il dispositivo

REF: 09P9501 Descrizione: Alinity ¢ CK-MB Calibrator Kit

EDMA: 11.50.03.02
soddisfa i requisiti essenziali applicabili richiesti dall’Allegato 1 della Direttiva 98/79/CE, come prescritto
dall'Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilita che il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non e incluso nell'elenco A e B dell’Allegato II della Direttiva

3. & progettato, fabbricato e immesso in commercio nell'ambito dell'applicazione di un sistema qualit3
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato III della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autoritd Competente il fascicolo tecnico di prodotto, specificato
nell’Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di
almeno dieci anni dalla data di produzione dell’ultimo lotto

2. avere istituito e di mantenere un‘idonea procedura per garantire la sorveglianza post-vendita richiesta dalla
Direttiva.

Sentinel CH. SpA , Date / Data

A Legal Representatn/.;e Ii ' 7/-? o

Un Legale Rappresentante
/ 1 7
Ugo De Luea “° M//L—\

/ /.,

150790 1:2008 - ISO 13485:2003 - EN ISO 13485:2012 - ISO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004

sentineldi:



SENTINEL

Mod. 98 - Rev.4 - Data:03/09/2013

EC DECLARATION OF CONFORMITY

for /in vitro diagnostic medical device (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 09P9510 Description: Alinity ¢ CK-MB Control Kit

EDMA: 11.50.02.01

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
IIT of such Directive and its Italian transposition (legislative decree nr. 332/2000).

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. s designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex ITII of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive.

DICHIARAZIONE DI CONFORMITA’ CE

per dispositivo medico diagnostico in vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, immunochimica, coagulazione, biologia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita che il dispositivo

REF: 09P9510 Descrizione: Alinity ¢ CK-MB Control Kit

EDMA: 11.50.02.01

soddisfa i requisiti essenziali applicabili richiesti dall'Allegato I della Direttiva 98/79/CE, come prescritto
dall’Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsability che il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non & incluso nell'elenco A e B dell’Allegato II della Direttiva

3. & progettato, fabbricato e immesso in commercio nell'ambito dell'applicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato I1I della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autoritd Competente il fascicolo tecnico di prodotto, specificato
nell'Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di
almeno dieci anni dalla data di produzione dell'ultimo lotto

2. avere istituito e di mantenere un‘idonea procedura per garantire la sorveglianza post-vendita richiesta dalla
Direttiva.

Sentinel CH. SpA 7 Date / Data
A Legal Representative/ B3, o N/_z’ N

L i Ll [T O 17
Un Legale Rap;:)re,senflgant4}3_14‘/;’L

Ugo De Luca

g
Ve
ISO 90/1:2008 ISO 13485:2003 - EN ISO 13485:2012 - ISO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004

sentinel
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACT0491K4
Basic UDI-DI Name: Creatinine2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
04T9120 Creatinine2 53251 W01010207
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)
(Name and Address)

Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland

Notified Body
(Name and Identification Number)

TUV SUD Product Service GmbH,
Ridlerstralie 63, 80339 Munich, Germany
Notified Body Number 0123

Conformity Assessment Procedure

Quality Management System

Annex [X Chapters I and III,
Including an assessment of the technical

documentation for 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) 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:
Director Quality Assurance/ Site Quality
Function: Head Function:
Signature: M/ Signature:
7
Date of Approval: [0 SEF 202§ Date of Approval:

Signed for, and on

Sandra Gallagher

Manager Regulatory Affairs

3 &ﬂag&

CG - SEF-Zp2dy

behalf of: _Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland

Date Issued:

(O SEp oty

Supersedes:  13-Mar-2023

Effective (Date
or Lot Number):

Place Issued: _Lisnamuck. Longford Co. Longford Ireland

(o SFP 2oT 4
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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.

. =3
List Numbers GMDN Code Names and Description of Devices Classification
and Size Code |

of Devices 4

04T9620 53030 Gamma-Glutamyl Transferase2 Self-declared

NE—.

04T9630 53030 Gamma-Glutamyl Transferase2 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 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: );‘ GEQ/»?L L%\({gt-/’ Signature:

Full Name : ; Full Name
(printed): Siobhan Wright (printed):
Position: Director Quality Assurance/ ~ Position:

Site Quality Head
Date of D~ S§eY- Lot Date of
Approval: Approval:
Date Issued: O - SO pols Place Issued:
Supersedes:  ngt Applicable Effective Date:

—
Thomas Breslin

Manager Regulatory Affairs

09 - Sep - 2021

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

09 - Sep - 2021




) Abbott

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 - . : g
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 ; ] ;
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 III of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: / ; K(é[éf Signature: ,2(“[{2[ %{gzﬂgﬁ

Full Name: Claudia Becker Full Name: Tiffini Jenkins

Position: Director Quality Assurance Position: Manager Regulatory Affairs

Date of Approval: ZZ 7‘,{,’ 2 ¢ ,Z/ Date of Approval: 1= J11]-2021

{ y
Date Issued: 22- 741/‘ % P
7

Place Issued: 65205 Wiesbaden, Germany
Supersedes: 13-Oct-2017
Effective (Date or g4 P
Lot Number); (_?z:" '/jdz/’ < b//?(,/'

&




Abbott EU Declaration of Conformity

Basic UDI-DI: 038074ACP0O775]9
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 Ww01010215
07P7530 Alinity ¢ Ultra HDI Reagent 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)
(Name and Address)

Sekisui Diagnostics P.E.IL. Inc.
70 Watts Avenue
Charlottetown

Prince Edward Island

C1E 2B9

Canada

Notified Body
(Name and Identification Number)

TUV SUD Product Service GmbH Zertifizierstellen
Ridlerstrafie 65, 80339 Miinchen, Germany
Notified Body Number 0123

Conformity Assessment Procedure

Quality Management System EU Certificate No.
Annex IX Chapters I and III, No. V12 010051 0137
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 Reguldtory Affairs
Signature: (’ P@[ /s ZCH Signature: /%/3,5 g é ,W &‘
Date of Approval: N2 0c+-202F Date of Approval: ,4 A / Cecd / pa<24

Signed for, and on

behalf of: Abbott GmbH, Wiesbaden, Germany

Date Issued: /72 0 ct ,?OZ E Place Issued: 65205 Wiesbaden, Germany

Supersedes: 08-Jul-2022

Effective (Date

or Lot Number): /47- //:’/" 2&[5’
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074 ACT0498K]
Basic UDI-DI Name: Iron2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
0479820 Iron2 54758 W01010216
Manufacturer : ; iR ;
(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,
RidlerstraBe 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 111,

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: ,//[%/"“'f Signature: & e MQ#\JI \J\_Q_
= _ P
Date of Approval: 7 [ rUQL’ o} Date of Approval: <) \ QC}\J 203

Signed for, and on
behalf of:

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

Date Issued:

2: ,U')l/ 2ot

Lisnamuck, Longford, Co. Longford,

Place Issued: Ireland

09 December 2021
Supersedes:

Effective (Date
or Lot Number):

2| Moy 2023
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cJ

Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074 ACT0498K]
Basic UDI-DI Name: Iron2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
0479820 Iron2 54758 W01010216
Manufacturer : ; iR ;
(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,
RidlerstraBe 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 111,

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: ,//[%/"“'f Signature: & e MQ#\JI \J\_Q_
= _ P
Date of Approval: 7 [ rUQL’ o} Date of Approval: <) \ QC}\J 203

Signed for, and on
behalf of:

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

Date Issued:

2: ,U')l/ 2ot

Lisnamuck, Longford, Co. Longford,

Place Issued: Ireland

09 December 2021
Supersedes:

Effective (Date
or Lot Number):

2| Moy 2023

Page 1 of 9
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACT0499K1.
Basic UDI-DI Name: Lactate Dehydrogenase?
Risk Class: Class C

List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code

0479920 Lactate Dehydrogenase2 53072 Wo1010119

04T9930 " Lactate Dehydrogenase2 53072 wo01010119

Manufactorer | Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland
(Name gnd Address)

Manufacturer SRN | IE-MF-000010070

Authorized Representative | N/A
(Name and Address)

Auvthorized Representative SRN | N/A

Produced by (Site of Manufacture) | Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Jreland
(Name and Address)

Notified Body | TUV 80id Product Service GmbH Zertifizierstellen,
(Name and Identification Number) | RidlerstraBe 65 » 80339 Munich Germany

Notified Body Number 0123
Quazlity Management System EU Certificate No.
Annex IX Chapters [ and III, No. V12 054869 0013

Conformity Ass t Proced
rmity Assessmen ure 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 vitra diagnostic medicat 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 manufacturer.

Full Name: _Siobhan Wright Full Name: _Sandra Gallagher
Director Quality Assurance/Site Quality
Function: _Head Function: _Manager Regulatory Affairs
Signature: f&m N ‘if; b Signature: _S._@&éf
Date of Approval: 14 - De¢ - Lot ¢ Date of Approval: 13~ Dec- o2}
Signed for, and on
behalf of: _Abbott Ireland Disgnostics Division, Lisnamuck, Longford, Co. Longford Ireland
Date Issued: Place Issued: Lisnamuck, Longford, Co. Longford,
1% - 0eC - LOL Treland
Effective (Date
Supersedes: _N/A or Lot Number): |\ - DEC - LOLI

Page 1 0f1



SEKISUI

DIAGN@STICS

Because every result matters™
DECLARATION OF CONFORMITY
Manufacturer: Sekisui Diagnostics P.E.I. 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
Signature: L =T o 6. T, # - 2 2
Penny White Date

Senior Manager Regulatory Affairs
Sekisui Diagnostics PEI Inc.

Sekisui Diagnostics P.E.I. Inc.
70 Watts Avenue

Charlottetown, Prince Edward Island

C1E 289 Canada

Tel: 902-566-1396 Fax: 902-628-6504

www sekisuidiagnostics.com
Page 1 of1
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACU0400J]

Basic UDI-DI Name: Lipase2

Risk Class: Class C
List Number Product and Trade Name GMDN Code | EMDN Code

and Size Code
0410020 Lipase2 53108 W01010123

04U0001 Lipase2 Calibrator 53109 W0101050302

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) | Abboit [reland Diagnostics Division Lisnamuck, Longford, Co. Longford Ireland
{(Name and Address) ‘

Notified Body | TUV SUD Product Service GmbH,
(Name and Identification Number) | Ridlerstrafle 65, 80339, Munich, Germany
Notified Body Number 0123

Quality Management System f EU Certificate No.
Annex IX Chapters I and III, Ne. V12 054869 0013

Conformity Assessment Procedure

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

representative samples i

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 VD Regulation and is issued under the sole
responsibility of the manufacturer,

Fuli Name: David Spellman Full Name: _Rosemary McEntire
Function: _Director Quality Assurance Function: Manager Regulatory Affairs
Signature: % Signature: ‘{, ¢ LJL(‘éy\R\_D_

Date of Approval: / 0( [)5 < 1o (f Date of Approval: lq QQ:, &Eﬁ'

Signed for, and on
behalf of: __Abbott Irefand Diagnostics Division Lisnamuck, Longford, Co. Longford Ireland

Place Issued: Lisnamuck, Longford, Co. Longford,

/C% !)6(. ﬁoz—(r Ireland

Effective (Date
Supersedes: N/A or Lot Number): / C? [D.r.f_ C Zo 2 (7(

Date Issued:
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a ABBOTT

Declaration of Conformity

Certificate kdentification: 03P19
Legal Manufacturer’s Name: Abbott Diagnoslics __vision
Legal Manufacturer’s Address: Lisnamuck, Longford, Co. Lengford, Ireland.
Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices

gggﬁ 46793 Magnesium Self-declared

Authorized Enropean N/A

Representafive (name and address)

Storage of technical decumentation
(nawe 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 Octaber 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in secordance with Annex III of the IVD Directive and is issuned under the sole

responsibility of the manufacturer.

Signature: /( ST \/%%(]Sfffv' Signature:

Full Name

Full Name

(printed). Siﬁhfn Wright ~ (printed):
Position: Director Quality Assurance/  Position:

Site Quality Head
Date of 1~ J-‘W”bﬁu Date of
Approvak: Approvat:
Date Issued: W~ JAN - U Place Issued
Supersedes: 13 July 2020 Effective (Date)

Lover Chil

Lorraine Whitaey
r ry

26 Sl 2074

AIDD, Longford

W~ gan-Tael
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACU0403JQ
Basic UDI-DI Name: _Phosphorus2
Risk Class: Class B
List Number GMDN Code | EMDN Code
and Size Code Product and Trade Name
04U0320 Phosphorus2 59123 Ww01010307
04U0330 Phosphorus2 59123 Ww01010307
Manufacturer | Abbott Ircland Diagnostics Division Lisnamuck, Longford, Co. Longford Ircland
(Name and Address)
Manufacturer SRN | 1E-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 Siid Product Service GmbH Certification Body,
(Name and Identification Number) RidlerstraBe 65 « 80339 Munich, Germany
Notified Body Number 0123
Quality Management System EU Certificate No.
Annex IX Chapters I and III, No. V12 054869 0013
Conformity ure 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: _Sandra Gallagher

Function: Director Quality Assurance/ Site Quality Function:

Manager Regulatory Affairs

Head
Signature: Mf Signature: S faz’é-c.;@’

Date of Approval: /7 e 273 Date of Approval: | F-APR-2022 .
Signed for, and on
behalfof:  Abbott Ireland Diagnostics Division Lisnamuck, Longford, Co. Longford Ireland
Date Issued: / —7 ; /'h’J £ 20272 Place Issued: {.ri:muck, Longford, Co. Longford,
Effective (Date
Supersedes: _N/A or Lot Number): 4 /ﬁ”/£ o2 3




SENTINEL

Mod. 98 - Rev.4 - Data:03/09/2013

EC DECLARATION OF CONFORMITY
for in vitro diagnostic medical device (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 07P5620 Description: Alinity ¢ CRP Vario Reagent Kit

EDMA: 12.11.01.09

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
I1I of such Directive and its Italian transposition (legislative decree nr. 332/2000).

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. s designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex III of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive.

DICHIARAZIONE DI CONFORMITA’ CE

per dispositivo medico diagnostico in vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, immunochimica, coagulazione, biologia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita che il dispositivo

REF: 07P5620 Descrizione: Alinity c CRP Vario Reagent Kit

EDMA: 12.11.01.09

soddisfa i requisiti essenziali applicabili richiesti dall’Allegato I della Direttiva 98/79/CE, come prescritto
dall’Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilita che il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non & incluso nell'elenco A e B dell’Allegato II della Direttiva

3. € progettato, fabbricato e immesso in commercio nell’ambito dell'applicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato I1I della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autorita Competente il fascicolo tecnico di prodotto, specificato
nell'Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di
almeno dieci anni dalla data di produzione dell’'ultimo lotto

2. avere istituito e di mantenere un‘idonea procedura per garantire la sorveglianza post-vendita richiesta dalla
Direttiva.

Date / Data

Un Légale Ra fesentante S /O‘é /,Z_; A4

ISO 9001:2008 - ISO 13485:2003 - EN ISO 13485:2012 - ISO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004

sentineldi:



SENTINEL

EC DECLARATION OF CONFORMITY

for in vitro diagnostic medical device (IVD) - Directive 98/79/EC

Mod. 98 - Rev.4 - Data:03/09/2013

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 07P5601 Description: Alinity c CRP Vario Wide Range Calibrator Kit

EDMA: 12.50.03.13

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
IIT of such Directive and its Italian transposition (legislative decree nr. 332/2000).

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. is designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex III of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive.

DICHIARAZIONE DI CONFORMITA' CE

per dispositivo medico diagnostico /n vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, immunochimica, coagulazione, biologia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita che il dispositivo

REF: 07P5601 Descrizione: Alinity c CRP Vario Wide Range Calibrator Kit

EDMA: 12.50.03.13

soddisfa i requisiti essenziali applicabili richiesti dall’Allegato I della Direttiva 98/79/CE, come prescritto
dall’Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilita che il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non € incluso nell'elenco A e B dell’Allegato II della Direttiva

3. & progettato, fabbricato e immesso in commercio nell'ambito dell’applicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato III della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autorita Competente il fascicolo tecnico di prodotto, specificato
nell'Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di
almeno dieci anni dalla data di produzione dell’ultimo lotto

2. t«;:;{\fere istituito e di mantenere unidonea procedura per garantire la sorveglianza post-vendita richiesta dalla
Diretfiva.

Sé@l CH.SpA Date / Data
?.éﬁal presentative
rT,.’L)egale, appresentante > 3o / o¢ / o 4 77_

/ Filippo/ De Luca
/ f

f [

/
/' IS0 9001:2008 - I1SO 13485:2003 - EN ISO 13485:2012 - ISO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004
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SENTINEL

Mod. 98 - Rev.4 - Data:03/09/2013

EC DECLARATION OF CONFORMITY

for jn vitro diagnostic medical device (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 07P5602 Description: Alinity c CRP Vario High Sensitivity Calibrator Kit

EDMA: 12.50.03.13

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
I1I of such Directive and its Italian transposition (legislative decree nr. 332/2000).

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. is designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex III of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive.

DICHIARAZIONE DI CONFORMITA’ CE

per dispositivo medico diagnostico /n vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, immunochimica, coagulazione, biologia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita che il dispositivo

REF: 07P5602 Descrizione: Alinity ¢ CRP Vario High Sensitivity Calibrator Kit

EDMA: 12.50.03.13

soddisfa i requisiti essenziali applicabili richiesti dall’Allegato I della Direttiva 98/79/CE, come prescritto
dall’Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilita che il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non & incluso nell'elenco A e B dell’Allegato II della Direttiva

3. e progettato, fabbricato e immesso in commercio nell'ambito dellapplicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato I1I della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autorita Competente il fascicolo tecnico di prodotto, specificato
nell’Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di
almeno dieci anni dalla data di produzione dell’'ultimo lotto

2. avere istituito e di mantenere un‘idonea procedura per garantire la sorveglianza post-vendita richiesta dalla
Direttiva.

/
Sentine} CH. Sp Date / Data

A Legal Represerifative : .
Un'Legale Rapprésentante ~ i D/C’io/z:i [+
Filippo De LL; a

!50900h1{08—1501343&2003-ENISOL34&&2012«ISOIB#B&ZOOBCMDCAS-B50H5A51800h2007~1501400k200ﬂ
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SENTINEL

DIAGNOSTICS

Mod. 98 - Rev.4 - Data:03/09/2013

EC DECLARATION OF CONFORMITY
for in vitro diagnostic medical device (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 07P5621 Description: Alinity ¢ CRP Vario Reagent Kit
EDMA: 12.11.01.09

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
III of such Directive and its Italian transposition (legislative decree nr. 332/2000).

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. s designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex III of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive.

DICHIARAZIONE DI CONFORMITA’ CE
per dispositivo medico diagnostico /in vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, immunochimica, coagulazione, biologia
molecolare e test rapidi per immunologia e serologia” dichlara sotto la propria responsabilita che il dispositivo

REF: 07P5621 Descrizione: Alinity ¢ CRP Vario Reagent Kit

EDMA: 12.11.01.09

soddisfa i requisiti essenziali applicabili richiesti dall’Allegato I della Direttiva 98/79/CE, come prescritto
dall’Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilita che il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non ¢ incluso nell'elenco A e B dell’Allegato II della Direttiva

3. e progettato, fabbricato e immesso in commercio nell'ambito dell'applicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato III della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autorita Competente il fascicolo tecnico di prodotto, specificato
nell’Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di
almeno dieci anni dalla data di produzione dell’ultimo lotto

2. avere istituito e di mantenere un‘idonea procedura per garantire la sorveglianza post-vendita richiesta dalla
Direttiva.

Sentinel CH. SpA | Date / Data

A Legal Represent/a’tive

Un Legale Rappr/es?k/ant (2 \W\ 2o\%
i [Ten—

Ugo De Luc?‘
74

/
/
/

/
/

IS0 9001:2015 -~ ISO 13485:2016 & EN ISO 13485:2016 - IS0 13485:2016 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2015
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Mod. 98 - Rev.4 - Data:03/09/2013

EC DECLARATION OF CONFORMITY
for in vitro diagnostic medical device (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having Its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 07P5624 Description: Alinity c CRP Vario Reagent Kit
EDMA: 12.11.01.09

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
I1T of such Directive and its Italian transposition (legislative decree nr. 332/2000).

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. s designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex III of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive.

DICHIARAZIONE DI CONFORMITA’ CE
per dispositivo medico diagnostico Jin vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, immunochimica, coagulazione, biologia
molecolare e test rapidi per immunologia e serologia” dichiara sotto |a propria responsabilita che il dispositivo

REF: 07P5624 Descrizione: Alinity ¢ CRP Vario Reagent Kit

EDMA: 12.11.01.09

soddisfa i requisiti essenziali applicabili richiesti dall’Allegato I della Direttiva 98/79/CE, come prescritto
dall’Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilita che Il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non ¢ incluso nell'elenco A e B dell’Allegato II della Direttiva

3. & progettato, fabbricato e immesso in commercio nell'ambito dell’applicazione di un sistema qualitd
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato III della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autorita Competente il fascicolo tecnico di prodotto, specificato
nell’Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di
almeno dieci anni dalla data di produzione dell’ultimo lotto

2. avere istituito e di mantenere un‘idonea procedura per garantire la sorveglianza post-vendita richiesta dalla
Direttiva.

Sentinel CH. SpA Date / Data
A Legal Representative ‘
Un Legale Rappyésentante riz\W2\2e\R

Ugo De Luéa /
= ;/ f/' z{’(ﬁf/l_,.

/s 1SO 9001:2015 - 1SO 13485:2016 & EN ISO 13485:2016 - IS0 13485:2016 CMDCAS - BS OHSAS 18001:2007 - 1S0 14001:2015
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DRC-726

- i i CE DECLARATION OF CONFORMITY
v' BIOklt Edition 5

A Werfen Company P-172 Page 1 of 2

C € DECLARATION OF CONFORMITY

Manufacturer: BIOKIT, S.A.
Herslelter Fabricante Av. Can Montcau, 7
Fabricante Producent 08186 Llica d’Amunt
Fabricant Tittverkare Barcelona

Produttore Karagkevaoric Spain

Biokit hereby declares that the product(s) listed below conform to the European Union directive
and standards identified in this declaration.

Biokit erkidrt, dass die aufgefihrten Produkt(e) mit den Bestimmungen der angegebenen EU-Richilinien und mit den aufgefiihrien
normativen Dokumenten in Ubereinstimmung sind.

Biokit declara por la presente que los producto(s) abajo mencionados, estan conformes con las directivas y normas Europeas
identificadas en esta declaracion.

Biokit déciare par Ia présente, que fe(s) produit(s) sous-mentionné(s), est (sonf) conforme(s) aux directives et normes Européennes
identifiées dans cette déclaration.

Biokit dichiara con la presente che il{i) prodotto(i) sotfomenzionato(i) é(sono) conformi alla direttiva e agli standard specificati in
questa dichiarazions.

Biokit declara pelo presente que ofs) produto(s) abaixo mencionado(s) esté/asido conforme a Direcliva e normas da Comissédo
Europeia especificadas nesta declaracio.

Biokit erkizerer herved, at det (de) nedenfor anfarte produkt(er) er i overensstemmelse med de EU-direktiver og standarder, der er
anfort i denne erklagring.

Biokit bekréftar hdrmed att nedan uppréknade produkt{er) r férenlig(a) med de EU-direktiv ach standarder som identifieras i denna
deklaration

H Biokit e 1o mapdv dnAwve On 10 MPOIOV(=Ta) OV GVOQEDOVIG KATWIEpW CUULIOOEUIVOVIO HE TNV obnyia ¢ Eupwmaikic
Evwong kai Ta mporuTTa rou TTaparifevrar oTny mapodoa ShAwan.

EU Directive:
EU-Richtlinie Directiva UE Dirsctive Européenne Direttiva Europea Directiva UE EU-Direktiv  EU Direktiv Odnyia EE

IVD - 98/79/EC (27/10/1998)
Standard(s):

Normen und Richtiinien Estandar(es) Norme(s) Norma(e) Padrdo/Padres Standard{er) Standardfer) flgérumo{-a)

ISO 13485




W' Biokit

A Werfen Company

DRC-726
CE DECLARATION OF CONFORMITY

Edition &6

P-172 Page 2 of 2

Notified Body:

Bernannte Stefle Organismo Notificado Organisme Notifié  Organismo Notificato  Organismo Notificado Teknisk Kontroliorgon
Anmdlt Organ Kownvomomuévog Opyaviauos

Name: Other Devices Code: N/A

e Certificate N° N/A

Product(s):

Annex Il|

Produkt{e) Producto(s) Produil(s) Prodotto(i} Produto(s) Produkt(er) Produki{er} Hpoidvi-ra)

|Product(s)
Produkt{e}
Producto(s)
Produit(s
Prodofto(i)

Produto(s}
Produkt(er)
Produkt(er)
Npoidv(-ta)

P/N

01R1622

Alinity ¢ RF Reagent Kit (400 T)

01R1632

Alinity ¢ RF Reagent Kit (920 T)

01R1601

Alinity ¢ RF Standard

fgusty i 2o

Signature  \
Pau Planas
CEOQO

Biokit, S.A

Date




a ABBOTT

Declaration of Conformitlyﬂ

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, I.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.

@)

__fér/wm CJ«A\&)@

Signature: Signature:
Full Name . . Full Name . .
(printed): Siobhan Wright (printed): Lorraine Whitney
Position: Director Quality Assurance/  Position: Direstor’Reiatony siffalics
Site Quality Head
Date of . 23-0OLT -Jo Date of ) ‘Z 2 ot 2020
Approval: Approval:
Datelssued: 22 - OCr -0 Place Issucd: Abbott Ircland Diagnostics Division,
Lisnamuck, l.ongford, Co. Longtord, Ireland.
Supersedes:  Not Applicable Etfective Date: 2-v0 - A




a ABBOTT

Declaration of Conformity 7

Certificate Identification: 04U06
Legal Manufacturer’s Name: Abbott Ireland 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
04U0620 53462 Triglyceride2 Self-declared
Authorized European Not Applicable

Representative (name and address)

Storage of technical documentation | Appott Ireland Diagnostics Division, Lisnamuck, Longford, Co.
(name and address) 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 ITI of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: A Lol gy O L Signature:

Full Name s . Full Name :
(printed): Siobhan Wright (printed): Thomas Breslin
Position: Director Quality Assurance/  Position: Manager Regulatory Affairs
Site Quality Head
Date of 1Y - JUi\j - L Date of 25‘ 7"~E —20 2 /
Approval: Approval:
Date Issued: We - _‘Jufr\/ - 1t Place Issued: Abbott [reland Diagnostics Division,

Lisnamuck, Longford, Co. Longford, Ireland.
Supersedes:  Not Applicable Effective Date: & S — Tv wé - 202/




a ABBOTY

Declaration of Conform

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

04LJ09
Abbott [reland Diagnostics Division
Lisnamuck, Longford, Co. Longford, freland,

List Numbers GMDN Caode

Represeutative (name and address)

Names and Description of Devices Classification
and Size Code
of Devices
0400920 53583 Uric Acid2 Self-declared
040930 53583 Uric Acid2 Self-declared
Authorized European Not Applicable

Storage of technical documentation
(name and address)

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

Harmonized Standsards

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 sccordance with Annex IIT of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: /ﬁ(w/@ ('%\{GQ’/\’/ Signature: _Zéﬁwlp Mhe:q

Full Name . Full Name

(printed): Siobhan Wright (printed): Lorraine Whitney

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

Date of L&~ _NOV.1.0 Date of (d dou 20120

Approval: Approval:

Date Issued: If' MV -0

Place issued: Abboit Ireland Diagnostics Division,

Supersedes:  Not Applicable

Lisnamuck, Longford, Co. Longford, ireland.

Effective Date: 1€ —NOV - D



ree———
) Abbott
] ®
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 & o ; . .
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 2 ; ;
documentation (name and address) Abbott Laboratories, 1921 Hurd Drive, [rving, 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 III of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: C ; ’Zfézar Signature: ( 2“ L/ gﬂﬂt!ﬂ!!

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: 22 714,’ Z&’Z/ Date of Approval: - Jul-2021
i Date Issued: Z - JVM & et
Place Issued: 65205 Wiésbaden, Germany
Supersedes: 05-Jan-2018

Effective (Date or o
Lot Number): e -‘/744/- 20747




SENTINEL

EC DECLARATION OF CONFORMITY
For in vitro diagnostic medical devices (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2,
manufacturer of the family of devices named as “kits for clinical chemistry and
immunochemistry, coagulation and rapid tests for immunology and serology” declares, under
its own responsibility that the below listed devices comply with all essential requirements listed
in Annex I of the 98/79/EC Directive, as prescribed in Annex III of such Directive and its
Italian transposition (Legislative Decree nr, 322/2000).

It therefore declares and assures, under its own responsibility, that the devices:
1. comply with the applicable provisions of the Directive

2. are not included in the list A and B of Annex II of the Directive

3. are designed, manufactured and placed on the market according to the company
certified quality system, in compliance with ISO 9001 and ISO 13485 as per indication
expressed in Annex III of the Directive.

DICHIARAZIONE DI CONFORMITA CE
per dispositivi medico diagnostici in vitro IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante dei
dispositivi appartenente alla famiglia denominata “kit per chimica clinica, immunochimica,
coagulazione, e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita
che i dispositivi sotto elencati soddisfano i requisiti essenziali applicabili richiesti dall’Allegato I
della Direttiva 98/79/CE, come prescritto dall’Allegato III della medesima Direttiva e suo
recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilita che i dispositivi:
1. soddisfano le disposizioni applicabili della Direttiva

2. non sono inclusi nell’elenco A e B dell’Allegato III della Direttiva

3. sono progettati, fabbricati ed immessi in commercio nell’ambito dell’applicazione di un
sistema di qualita aziendale dichiarato conforme e certificato secondo le norme ISO
9001 e ISO 13485 come descritto dall’Allegato III della Direttiva.

Code/Codice Product Description/Nome prodotto

6K26-30 CRP Vario

6K26-41 CRP Vario

6K26-10 CRP Calibrator Set

6K26-12 CRP Calibrator WR

6K26-14 CRP Calibrator HS

6K26-21 CRP Control HS

6K89-30 Ammonia Ultra

6K91-30 Ceruloplasmin

4P79-30 UIBC Liguid

8L24-31 Creatinine (Enzymatic)

8L24-41 Creatinine (Enzymatic)

8L25-30 Lithium

6K89-20 Ammonia Controls

6K30-10 Clin Chem Cal K)\
6K31-10 Plasmaproteins Cal 3x /
1P93-30 Cystatin C <\
1P93-10 Cystatin C Calibrator A

ISO 9001:2008 - ISO 13485:2003 - EN ISO 13485:2012 - I1SO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004

sentinel



SENTINEL

Code/Codice Product Description/Nome prodotto
1P93-20 Cystatin C Control Set
6K25-10 CK-MB Calibrator
6K25-20 CK-MB Control
6K30-20 Clin Chem Control 1
6K30-21 Clin Chem Control 2
6K32-20 Immuno Control 1
6K32-21 Immuno Control 2
6K32-22 Immuno Control Set
6K90-20 Bile Acids Controls
6K98-10 Fructosamine Control 1
6K98-20 Fructosamine Control 2
4P80-30 Lambda Light Chains
6K24-30 Cholinesterase
6K25-30 CK-MB

6K22-30 Pancreatic Amylase
6K96-30 Kappa Light Chains
6K23-30 HBDH

6K90-30 Bile Acids

6K92-30 Dibucaine CHE
6K93-30 Copper

6K94-30 Fructosamine

6K95-30 Iron

6K95-41 Iron

Furthermore, the manufacturer declares to:
1. keep and make available for the Competent Authority the product technical file, as

specified in Annex III of the 98/79/CE Directive, as well as to retain the batch records
for a period of at least ten (10) years after the production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market
surveillance requested by the Directive.

Il fabbricante dichiara inoltre di:
1. conservare e tenere a disposizione delle Autorita Competente il fascicolo tecnico di

prodotto, specificato nell’Allegato III della Direttiva 98/79/CE, nonché le registrazioni di
produzione e controllo per un periodo almeno di dieci anni dalla data di produzione
dell’ultimo lotto

2. avere istituito e di mantenere un'idonea procedura per garantire la sorveglianza post-
vendita richiesta dalla Direttiva.

8l Ch. SpA Date/Data
epresentative e I o
ppresentante ANIOC L 205

Dr. |Filippo De Luca

ISO 9001:2008 - ISO 13485:2003 - EN ISO 13485:2012 - ISO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004

sentinel
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