| Abbott

0l

Declaration of Conformity

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

DoC-2P56-SD DELK TPM
Abbott GmbH & Co. KG
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

Representative (name and address)

List Numbers and GMDN o ] . .

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

2P36-22 53072 Lactate Dehyd Self-declared
a r 2

2P56-42 actate Dehydrogenase elf-declare

Authorized European N/A

Storage site of technical
documentation (name and address)

Fisher Diagnostics, a division of Fisher Scientific Company, LLC, a part of
Thermo Fisher Scientific Inc., 8365 Valley Pike Middletown, VA 22645, USA.

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro 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: % 2 Signature:

Full Name: Erik Muegge

Full Name: Mark Littlefield

Mgr. Quality Operations

Position: Assurance

Date of Approval: _26-FEB-2018

Digitally signed by Ceaicovschi Tudor

Date: 2021.08.17 14:36:25 EEST
Reason: MoldSign Signature
Location: Moldova

Position: Assoc. Director Regulatory Affairs

Date of Approval: _ 26-FEB-2018

Date Issued: __26-FEB-2018
Place Issued: 65205 Wiesbaden, Germany
Supersedes: Not Applicable

Effective (Date or
Lot Number): ___26-FEB-2018
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Declaration of Conformity

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

DoC-5P56-SD DELK TPM
Abbott GmbH & Co. KG
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

Representative (name and address)

List Numbers and GMDN . . . .
Size Code of Devices | Code Names and Description of Devices Classification
5P56-02 53356 Lipid Multiconstituent Calibrator Self-declared
Authorized European N/A

Storage site of technical
documentation (name and address)

Randox Laboratories Ltd, Ardmore, 55 Diamond Road, Crumlin, Co Antrim,
BT29 4QY, UK.

Harmonized Standards

Listed in the Technical Documentation

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

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

responsibility of the manufacturer.

Signature: =

o

Full Name: Erik Muegge

Signature: ?

Full Name: Mark Littlefield

Mgr. Quality Operations

Position: Assurance

Date of Approval: _26-FEB-2018

Position: Assoc. Director Regulatory Affairs

Date of Approval: _ 26-FEB-2018

Date Issued: __26-FEB-2018
Place Issued: 65205 Wiesbaden, Germany
Supersedes: Not Applicable

Effective (Date or
Lot Number): __26-FEB-2018
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Declaration of Conformity

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

DoC-3P68-SD DELK TPM
Abbott GmbH & Co. KG
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

Representative (name and address)

List Numbers and GMDN R . . .

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

“RosSce 46795 Magnesi Self-declared
agnesium 2

3P68-32 gnesiu elf-declare

Authorized European N/A

Storage site of technical
documentation (name and address)

Fisher Diagnostics, a division of Fisher Scientific Company, LLC, a part of
Thermo Fisher Scientific Inc., 8365 Valley Pike Middletown, VA 22645, USA.

Harmonized Standards

Listed in the Technical Documentation

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

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

responsibility of the manufacturer.

Signature: % — Signature:

Full Name: Erik Muegge

g~

Full Name: Mark Littlefield

Mgr. Quality Operations

Position: Assurance

Date of Approval: _26-FEB-2018

Position: Assoc. Director Regulatory Affairs

Date of Approval: _26-FEB-2018

Date Issued: _26-FEB-2018
Place Issued: 65205 Wiesbaden, Germany
Supersedes: Not Applicable

Effective (Date or
Lot Number): _26-FEB-2018
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Declaration of Conformity

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

DoC-1E65-SD DELK TPM
Abbott GmbH & Co. KG
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN Names and Description of Devices Classification
Size Code of Devices Code
1E65-06 47868 Multiconstituent Calibrator Self-declared

Authorized European
Representative (name and address)

N/A

Storage site of technical
documentation (name and address)

Microgenics Corporation
46500 Kato Road
Fremont, CA. 94538 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: V%WM/) LCU-(/ Signature:

Full Name: Thomas Creel

Full Name: Mark Littlefield

Position: Director Quality Assurance Position: Assoc. Director Regulatory Affairs

Date of Approval: / & -/ffﬂy- 20(7 Date of Approval: /& -4~ 20/( ' 4

18- Y- ZO0lY

Date Issued:
Place Issued: 65205 Wiesbaden, Germany

Supersedes: 26-FEB-2018

Effective (Date or -
Lot Number): /6 '/1/4/‘ ZC’/ ?
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Declaration of Conformity

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

DoC-7D73-SD DELK TPM
Abbott GmbH & Co. KG
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

Representative (name and address)

List Numbers and GMDN e . : ]
Size Code of Devices | Code Names and Description of Devices Classification
7D73-22 53989 Total Protein Self-declared
Authorized European N/A

Storage site of technical
documentation (name and address)

Fisher Diagnostics, a division of Fisher Scientific Company, LLC, a part of
Thermo Fisher Scientific Inc., 8365 Valley Pike Middletown, VA 22645, USA.

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro 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: W Signature: 7”/ AHC, .._.,!r

Full Name: Erik Muegge

Full Name: Mark Littlefield

Mgr. Quality Operations

Position: Assurance

Date of Approval: _26-FEB-2018

Position: Assoc. Director Regulatory Affairs

Date of Approval: _26-FEB-2018

Date [ssued: _26-FEB-2018
Place Issued: 65205 Wiesbaden, Germany
Supersedes: Not Applicable

Effective (Date or
Lot Number): __26-FEB-2018




TECHNOPATH

CLINICAL DIAGNOSTICS

DECLARATION OF CONFORMITY

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

Ballina,

Co. Tipperary,

Ireland
Product(s):
Product Name Category Catalogue Number
Multichem S Plus Unassayed/single level  05P79-10
Multichem S Plus Unassayed/single level 05P79-11
Multichem S Plus Unassayed/single level ~ 05P79-12
Multichem S Plus Assayed/single level 05P78-10
Multichem S Plus Assayed/single level 05P78-11
Multichem S Plus Assayed/single level 05P78-12
GMDN: 47869
Conformity Route: Annex Il Self-Declared
Quality Management System: EN ISO 13485:2016
QMS Certification No.: Q51038520004
Issued By: TUV SUD, RidlerstraRe 65, 80339 Munich,

Germany

Expiry Date: 12 February 2022

Standards Applied: See attached list of standards for which documented evidence of
compliance can be provided.

Techno-path Manufacturing Ltd. hereby declares that the product(s) specified
above comply with the requirements listed in European Union In-vitro Diagnostic
Medical Device Directive 98/79/EC.

| am fully responsible for all the information provided in this declaration. This
declaration of conformity is valid from_3/ (Day) ¢i___(Month) Z& _ (Year)

DCO03 ' Rev 14 Issue Date: 31% Jan 2020



S”m.ﬂ'*”

TECHNOPATH

CLINICAL DIAGNOSTICS

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

8 H LAt .

Ballina, Co.Tipperary 3 [-Ci-Zo

Bernd Hass,

Place and Date of Issue

VP of Quality and Regulatory Affairs
Techno-path Manufacturing Ltd.

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

Standard

Title

EN 1SO015223-1:2016

Symbols to be used with medical device labels, labelling
and information to be supplied.

EN 15013485:2016

Medical devices — Quality management systems —
Requirements for regulatory purposes

EN 13612:2002 + AC:2002

Performance evaluation of in vitro diagnostic medical
devices

EN 13641:2002

Elimination or reduction of risk of infection related to in
vitro diagnostic reagents

EN 13975:2003

Sampling procedures used for acceptance testing of in in
vitro diagnostic medical devices — statistical aspects

EN 1SO 14971:2012

Medical devices — Application of risk management to
medical devices

EN 1SO 18113-1:2011

In vitro diagnostic medical devices — Information supplied
by the manufacturer (labelling) — Part 1: Terms, definitions
and general requirements

EN ISO 18113-2:2011

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

EN 23640:2015

In vitro diagnostic medical devices - Evaluation of stability
of in vitro diagnostic reagents

SOR/98-282, May 7, 1998

Canada Medical Device Regulations

DCO03

Rev 14

Issue Date: 31% Jan 2020



R
) Abbott
® [J
Declaration of Conformity
Certificate Identification: DoC-6L45-SD DELK TPM
Legal Manufacturer’s Name: Abbott GmbH & Co. KG
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
61.45-22 53229 Total Bilirubin Self-declared
6L.45-42 53229 Total Bilirubin Self-declared

Authorized European

Representative (name and address) Abbott GmbH & Co. KG, Max-Planck-Ring 2, 65205 Wiesbaden, Germany

Sekisui Diagnostics P.E.I. Inc.

Storage site of technical 70 Watts Avenue

documentation (name and address) | Charlottetown, Prince Edward Island
CANADA CIE 2B9

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: /XMW W Signature:
&

P S
Full Name: Thomas Creel Full Name: Suzanne Cheang
Position: Director, Quality Systems Position: Manager Regulatory Affairs

Date of y & Date of
Approval: / } - jwl - /2/ 9 Approval: /5 Sf’/fﬂ / ==Y

Date Issued: /3 5,}/’/ =22/7
Abbott Laboratories
1921 Hurd Drive
Place Issued: Irving, TX 75038
Supersedes: Not applicable

Effective (Date -
or Lot Number): /3 B ‘%// —j/j'
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Declaration of Conformity
Certificate Identification: DoC-7D74-SD DELK TPM
Legal Manufacturer’s Name: Abbott GmbH & Co. KG
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers and GMDN . . . .
Size Code of Devices | Code Names and Description of Devices Classification
7D74-22 53462 Triglyceride Self-declared
Authorized European N/A

Representative (name and address)

Storage site of technical Fisher Diagnostics, a division of Fisher Scientific Company, LLC, a part of
documentation (name and address) | Thermo Fisher Scientific Inc., 8365 Valley Pike Middletown, VA 22645, USA.

Harmonized Standards Listed in the Technical Documentation

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

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

Signature: % = Signature:

Full Name: Erik Muegge Full Name: Mark Littlefield
Mgr. Quality Operations
Position: Assurance Position: Assoc. Director Regulatory Affairs
Date of Approval: __ 26-FEB-2018 Date of Approval: _26-FEB-2018
Date Issued: _26-FEB-2018
Place Issued: 65205 Wiesbaden, Germany
Supersedes: Not Applicable

Effective (Date or
Lot Number): _26-FEB-2018




[
) Abbott
[ [ 3
Declaration of Conformity
Certificate Identification: DoC-7D75-SD DELK TPM
Legal Manufacturer’s Name: Abbott GmbH & Co. KG
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
7D75-22 53590 Urea Nitr Self-declared
rea Nitrogen -

7D75-32 : FEACCELEE
Authorized European N/A
Representative (name and address)
Storage site of technical Fisher Diagnostics, a division of Fisher Scientific Company, LLC, a part of
documentation (name and address) | Thermo Fisher Scientific Inc., 8365 Valley Pike Middletown, VA 22645, USA.
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro 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: < ',% z, Signature:

Full Name: Erik Muegge Full Name: Mark Littlefield
Mgr. Quality Operations
Position: Assurance Position: Assoc. Director Regulatory Affairs
Date of Approval: _26-FEB-2018 Date of Approval: _26-FEB-2018
Date Issued: _26-FEB-2018
Place Issued: 65205 Wiesbaden, Germany
Supersedes: Not Applicable

Effective (Date or
Lot Number): _26-FEB-2018
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Declaration of Conformity

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

DoC-3P39-SD DELK TPM
Abbott GmbH & Co. KG
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

Representative (name and address)

List Numbers and GMDN s . . .
Size Code of Devices | Code Names and Description of Devices Classification
3P39-22 } .

53583 Uric Acid Self-declared
3P39-42
Authorized European N/A

Storage site of technical
documentation (name and address)

Fisher Diagnostics, a division of Fisher Scientific Company, LLC, a part of
Thermo Fisher Scientific Inc., 8365 Valley Pike Middletown, VA 22645, USA.

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro 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: /;"4%/“‘_’" Signature:
Full Name: Erik Muegge Full Name: Mark Littlefield

Mgr. Quality Operations

Position: Assurance

Date of Approval: _26-FEB-2018

Position: Assoc. Director Regulatory Affairs

Date of Approval: _26-FEB-2018

Date Issued: _26-FEB-2018
Place Issued: 65205 Wiesbaden, Germany
Supersedes: Not Applicable

Effective (Date or
Lot Number): _26-FEB-2018




32 ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
9D29

Abbott Laboratories Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
9D29-20 56676 Water Bath Additive Self-declared
9D29-21 56676 Water Bath Additive Self-declared
Authorized European | Abbott
Representative | Max-Planck-Ring 2
(Name and Address) | 65205 Wiesbaden, Germany
Storage site of technical | Abbott
documentation | 1921 Hurd Drive
(Name and Address) | Irving, TX 75038

Department - Regulatory Affairs

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:

Full Name:
Position:

Date of Approval:

Date Issued:

Supersedes:

?@@’)M ['\f%ywé,zg;

Signature:
Diana Romero Full Name:
Site Director, Quality Assurance Position:
(/ // / /Q-O /j Date of Approval:

lo—! =015

March 28,2013

Place Issued:

Effective (Date or
Lot Number):

Mark Littlefield

Associate Director, Regulatory Affairs
6-//-200(5

Abbott Laboratories

1921 Hurd Drive
Irving, TX 75038

E-r/-2005
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