a ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
3181

Abbott Laboratories

Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
31.81-22; 31.81-32; ini
132142551_4?]3 32, 53251 Creatinine Self-declared

Authorized European

(Name and Address)

Representative

Abbott
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Storage site of technical

(Name and Address)

documentation

Abbott
1921 Hurd Drive
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 ITI of the IVD Directive and is issued under the sole responsibility of the

manufacturer,

Full Name:
Position:

Date of Approval:

Date Issued:

Supersedes;

. ’ |
Signature: QI{W i'?mg/;’:(/

Signature: *;;?'g :;:f

Associate Director, Regulatory Affairs

P A S
Diana Romero Full Name:  Mark Littlefield
Site Director, Quality Assurance Position:
November 5, 2014 Date of Approval:  November 5, 2014

/- 201y

July 16,2013

Digitally signed by Ceaicovschi Tudor
Date: 2022.11.10 09:34:35 EET
Reason: MoldSign Signature

Location: Moldova

Place Issued:

Effective (Date or
Lot Number):

Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038

November 17, 2014




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 Cantrols

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 B
6K94-30 Fructosamine

6KS85-30 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,

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

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

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

| |

|
Sientinel Ch, SpA Date/Data
A ,,géf}e resentative A g e
Urfllegale Rappresentante = SIS

Dr. iFilippo De Luca

|
fTJC@ BHOLIROOE - 150G 134852007 « KN ISG 12348512032 - IS0 134852003 CMOCAS - BE QHEAS 180013007 180 120812000

s B W

v sentinel



: 2 DRC-726
% " Biokit CE DECLARATION OF CONFORMITY BT
ion
A Werfen Company i Page 1 of 3

C E DECLARATION OF CONFORMITY

Manufacturer: BIOKIT, S.A,
MHersteller Fabricante Can Malé s/n. 08186
Fabricante Producent Lliga d"Amunt
Fabricant Tillverkare = i
Produttore Karaoxkevaorig geroglgna =iSpain

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

Biokit erklédri, dass die aufgefUhrien Produki(e) mit den Bestimmungen der angegebenen EU-Richllinien und mit den aufgefihrten
normativen Dokumenten in- Ubereinstimmung sind,

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

Biokit déclare par la présente, que la(s) produit(s) sous-mentionné(s), est (sont) conforme(s) aux directives et normes Européennes
identifiées dans cette déclaration.

Biokil dichiara con la presente che il(i} prodotio(i) sotlomenzionata() 8(sono) conformi alla direttiva o agli standard specificati in
questa dichiarazione.

Biokit declara pelo presente que ofs) produio(s) abaixo mencionado(s) estéfestdo conforme a Directiva € normas da Comisséo
Europeia especificadas nesta declaragéo.

Biokit erkieerer herved, at det (de) nedenfor anferte produki(er) er i overensstemmelse med de EU-direktiver og standarder, der er
anfart | denne erkizzring.

Blokit bekréftar hdrmed alt nedan uppréiknade produkt(er) dr férenlig(a) med de EU-direktiv och standarder som idenlifieras i denna
deklaration

H Biokil j1& 1o rmapdv dnAdiver 611 10 MPOIGV(=Ta) TTOU QVAPENOVITI KATWTENW OUNLOPQUQVOVTal pe Ty odnyle m¢ Eupwrraikic
Evwong Kai 1a TTpdrurra rou mapariBevral orny rapouda ShiAwan.

EU Directive:
EU-Richtlinie  Directiva UE  Directive Européenne Direltiva Europea Directiva UE  EU-Direktiv  EU Direktiv O8nyla EE

VD - 98/T9/EC (27/10/1998)
Standard(s):

Normen und Richtlinien  Esléndar(es) Norme(s) Norma(e) Padréo/Padrbes Standard(er) Stendard(er) MMpdrumo(-a)

IS0 9001 ISO 13485




2 ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
7D65

Abbott Laboratories Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices |
Zggg_ﬂ 53030 Gamma-Glutamy! Transferase 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,

Full Name:  Diana Romero Full Name:
Position:  Site Director, Quality Assurance Position:

Date of Approval: (f.— RA-~20785 Date of Approval:
Date Issued: ?,- 3-20/5 Place Issued:
Effective (Date or

Supersedes: November 5, 2014

Lot Number):

= :/ /
siwwns 2772 e

7 5

Mark Littlefield
Associate Director, Regulatory Affairs
Z-3- 2015

Abbott Laboratorics

1921 Hurd Drive
Irving, TX 75038

P~-3-20/8



DRC-726

2 Rinki CE DECLARATION OF CONFORMITY s
Biokit Edition 3

A Werfer Company P-172 Page 2 of 3

Notified Body:

Benannts Stelle QOrganismo Nolificado Organisme Notifié  Organismo Notificale  Organismo Nofificado  Teknisk Kontrollorgon
Anmdlf Organ  Ketvorroinuévos Opyaviaude

Name: Other Devices Code:N/A

v Certificate N N/A Annex Il

Product(s):
Produkt(e) Producto(s) Produit(s) Prodottofi) Produto(s) Produkt(er) Produkt(er) [ipoiovi-ta)

Product(s)

Produictie) Produto(s).

Procducto(s) _ Produkt(er)

Produit(s Produkt(er)

Prodotto(i)  fTpoiov(-ta)

PIN

6L34-42 Quantia A-1-AGP
6K38-01 Quantia ASQO
6K39-01 Quantia B2-Microglobulin
6K40-01 Quantia Digitoxin
6K41-01 Quantia Ferritin
6K42-01 Quantia IgE
6L32-42 Quantia Myoglabin
6K44-01 Quantia RF
6K99-01 Quantia Al-Antitrypsin
7K02-01 Quantia D-Dimer
7K00-01 Quantia Lp (a)
6K45-01 Quantia PROTEINS Standard
6K46-01 Quantia ASO Standard
6K47-01 Quantia B2-Microglobulin Standard
6K48-01 Quantia Digitoxin Standard
6K49-01 Quantia Ferritin Standard
6K50-01 Quantia Igk Standard
61.33-04 Quantia Myoglobin Standard
6K52-01 Quantia RF Standard
7K02-10 Quantia D-Dimer Standard
7K00-10 Quantia Lp (a) Standard
5P83-01 Lp (a) Calibratars
6K53-01 Quantia PROTEINS Control
6K54-01 Quantia ASO-RF Control |
6K55-01 Quantia ASO-RF Control Il




¥ Biokit

CE DECLARATION OF CONFORMITY

DRC-726

Edition 3
A Werfen Company
P-172 Page 3 of 3
-~ Produkt(er)
(QESsEAtiEoTHTal i Tt T i3
6K56-01 Quantia Ferritin/Myoglobin/IgE Control
6K57-01 Quantia Digitoxin Control
7K02-20 Quantia D-Dimer Control
7K00-20 Quantia Lp (a) Control
5P84-10 Lp (a) Control
20/ 2/ 2945

Signalure \\

Date



cJ

Abbott
L] *
Declaration of Conformity
Certificate Identification: 3L82
Legal Manufacturer’s Name: Abbott Laboratories Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, Illinois 60064 USA
L'ist Numbers and GMDN o _ ) _
Size Code of Cod Names and Description of Devices Classification
Devices ode ==
3L82-21, 3L.82-41 53301 Glucose Seif-declared

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wieshbader, Gerrhany ]

Authorized European
Representative (name and address)

Storage snte.ofteghnlcal Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038
documentation (nante 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 IIT of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: '/?_J rég’;_:' A O Signgture: -
Full Name: Erik Muegge Full Name: Mark Littlefield
Position: QA Manager Ops Position; Assoc. Director Regulatory Affairs
Date of Approval: g o \S‘L:}Z'JO/ 7 Date of Approval: _ ¥~ SE4%2¢)/ 7/ -
Date Issued: DAY -zt 7
Abbott Laboratories
1921 Hurd Drive
Place Issued: Irving, TX 75038
Supersedes: _November 17,2014

Effective (Date or TR
Lot Number): s/-' S/ ZCD/Z_ o




= ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
3K33

Abbott Laboratories

Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
3K33-21 30169 Ultra HDL Self-declared

Authorized European

(Name and Address)

Representative

Abbott
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Storage site of technical

(Name and Address)

documentation

Abbott
1921 Hurd Drive
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

stares.

This declaration is made in accordance with Annex I1I of the IVD Directive and is issued under the sole responsibility of the

manufacturer.

Signature:

Full Name:
Position:

Datg of Approval:

Date Issued:

Supersedes:

3@&%’?& (/71?1/7714,/7,0

Diana Romero

Site Director, Quality Assurance

November 5, 2014

November 5, 2014

April 4,2013

Full Name:
Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

Mark Littlefield

/7

: gy > 7
Slgnature.” _{_,,?,mwg ’WJ -

Fy
i

Associate Director, Regulatory Affairs

November 5, 2014

Abbott Laboratories

1921 Hurd Drive
Irving, TX 75038

November 17,2014




2 ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Coniormlty
3El6 |

_Abbott Laboratories Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices

3E16-02 53109 Lipase Calibrator Self-declared

Authorized European | Abbott

Representative | Max-Planck-Ring 2
(Name and Address) | 65205 Wiesbaden, Germany
Storage site of technical | Abbott

(Name and Address)

documentation

1921 Hurd Drive
Irving, TX 75038

Department - Regulatory Affairs

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic n

edical 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 Dcv*ces as they are transposed into the laws of the member

states,

This declaration is made in accordance with Annex III of the IVD Dlrectlve and is issued under the sole resp0n31b111ty of the

manufacturer.

Signature:

Full Name:
Position:

Dat‘L of Approval.

Date Issued:

Supersedes:

Qna

Toruo

Signature:

Diana Romero Full Name:
Site Director, Quality Assurance Position:
<?.- 3-2015 Date of Approval:
<?_ B -26/5 Place Issued:
November 5, 2014 Effective (Date or

Lot Number):

o Ll

Mark Littlefield

Associate Director, Regulatory Affairs
G-F-26/5

Abbott Laboratories

1921 Hurd Drive
Irving, TX 75038

P-3-20/5



= ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
D73

Abbott Laboratories Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers GMDN Code Names and Description of Devices Classifieation
and Size Code
of Devices )
| 7D73-21 53989 Total Protein Self-declared ‘
Authorized European | Abbott
Representative | Max-Planck-Ring 2
(Name and Address) | 65205 Wiesbaden, Germany
Storage site of technical | Abbott

(Name and Address)

documentation

1921 Hurd Drive
Irving, TX 75038

Department - Regulatory Affairs

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic t

marking, conform with the applicable provisions of the EC Directive 98/79/EC of

Council of 27 October 1998 on In Vitro Diagnostic Medical Dev

slales.

edical devices described above and bearing the CE

the European Parliament and of the

%ces as they are transposed into the laws of the member

This declaration is made in accordance with Annex IT of the IVD D;irective and is issued under the sole responsibility of the

manufacturer.

Full Name:

Date of Approval:

Date Issued:

Supersedes:

‘ Position:

Diana Romero

Site Director, Quality Assurance

P-J 26045

P 3~ 2008

November 5,2014

Full Name:
Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

%
Signature: <2z~ / -
£ /ﬁré;;f_ﬂ. oo £

7
Mark Littlefield 2
Associate Director, Regulatory Affairs
T~ ZolS”

Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038

F-3-2005



SEKISUS

DIAGN®STICS
DECLARATION OF CTNFORMITY
Manufacturer: Sekisui Diagnostics P.E.l. Inc
70 Watts Avenue Charlottetown
Prince Edward Island
C1E 2B9
Canada
Europsan Representative: Sekisui Diagnostics (UK) Ltd
Liphook Way
Allington
Maidstone
Kent ME16 OLQ
Product: Direct LDL |
Catalogue Number: 1E31-20; 1E31-02
GMDN Code: | 53395; 41728
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: Allington, UK

| Do f(a‘\:e.m 20-Nov-2olg

David Torrens Date
Senior Manager Regulatory Affairs
Sekisui Diagnostics (UK) Ltd

Signature:

Seklsul Diagnostice (UK) Ltd
Liphook Way

Allington, Kent, ME16 OLQ

Tel: 01622 607800 Fax: 01622 607801
Info@sgekisui-dx.com
www.sekisuidlagnostice.com



2 ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
5P36

Abbott Laboratories

Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
5P56-01 53356 Lipid Multiconstituent Calibrator 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 ITT of the IVD Directive and is issued under the sole responsibility of the

manufacturer.

Signature:

1 Full Name:

Position:

Date of Approval:

Date Issued:

Supersedes:

¥ P
.’= A7) 1 ( /J g
{:é" V4. Keaves/ o Signature:
= L7
Dizana Romero Full Name:
Site Director, Quality Assurance Position:

November 3, 2014

S-S zory

January 30, 2014

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

Pk i

Mark Littlefield 4

Associate Director, Regulatory Affairs
November 5, 2014

Abbott Laboratories

1921 Hurd Drive
Irving, TX 75038

November 17, 2014



cJ

Abbott
L L
Declaration of Conformity
Certificate Identification: 7D80
Legal Manufacturer’s Name: Abbott:Laboratorieﬁ‘ Diagnostics Division
Legal Manufacturer’s Address; Abbott Park, Illinois 60064 USA
List Numbers and GMDN
Size Code of Code Names and Description of Devices Classification
Devices i
7D80-31 53114 Lipase Self-declared |
) Abbott GmbH & Co. KG
Authorized European Janck-Ring 2
Representative (name and address) Max-Planck-Ring
65205 Wiesbaden, Germany |
Storage S|te.oft_echmcal Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038
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 Counicil of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the:laws ofthe 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: ,‘Jf,:,-zga/},,,,a_.——--'" Signature: 7_’_7/¢ e L7
[ o =

Full Name: Erik Muegge Full Name; Mark Littlefield

Position: QA Manager Ops Position; Assoc, Director Regulatory Affairs

Date of Approval: S‘Sﬁ )y'-"ZC)/ I Date of Approval: Wg - Sz N7
Date [ssued: Y i ~20/7

Abbott Laboratories
1921 Hurd Drive
Place Issued: Irving, TX 75038

Supersedes: _November 17,2014

Effective (Date or i . )
Lot Number): X~ S~ 207 7 -




Declaration of Conformity

Certificate Identification: 7D74 3

Legal Manufacturer’s Name: Abbott Laboratories; Diagnostics Division

Legal Manufacturer’s Address; Abbott Park, Illinoi# 60064 USA

List Numbers and GMDN

Size Code of 'Cod Names and Description: of Devices Classification
Devices E

7D74-21 53462 Triglyceride Self-declared

Abbott GmbH & Co. KG

Authorized E
W Jommec LTopean Max-Planck-Ring 2

Representative (name and address)

65205 Wiesbaden, Germany ~
Storage site of technical Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038
documentation (name and address) =
Harmonized Standards Listed in the Technical Documentation ik

We, the undersigned, hereby declare that the in vitro diagnpstic 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. i }

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

Signature: ,Gf_'_/.o- 2 Signature:
Pl - =
Full Name: Erik Muegge Full Name: Mark Littlefield "
Position: QA Manager Ops Position: Assoc. Director Regulatory Affairs
Date of Approval: g =S¢ /772217 Date of Approval: S-SEF-Z0/T
Date Issued: -8/ zeoy Z
Abbott Laboratories
1921 Hurd Drive
Place Issued: Irving, TX 75038
Supersedes: 9-3-2015

Effective (Date or

Lot Number): _?:;S/_:E'K;ZO/_Z L



= ABBOTT

Certificate [dentification:
Legal Manufacturer’s Name:

Declaration of Conformity
3P39

Abbott Laboratories

Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices ‘
3P39-21; 3P39-41 53583 Uric Acid Self-declared

Authorized European
Representative
(Name and Address)

Abbott
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Storage site of technical
documentation
(Name and Address)

Abbott
1921 Hurd Drive
Irving, TX 75038

Department - Regulatory Aﬁfailrs

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 IlI of the IVD Directive and is issued under the sole responsibility of the

manufacturer.

Signature: 38( (;'2/ VM

@m«jﬂ?

Full Name:  1yiana Romero Full Name:
| Position:  Site Director, Quality Assurance Position:
Date of Approval:  November 5, 2014 Date of Approval:

Date Issued:

Supersedes:

S5 200

December 31, 2012

Place Issued:

Effective (Date or
Lot Number);

Signature: /gﬁ _;.;2/

o~

-

> /7:! /F(, J -. ) /j, 'I,r
el TRETCZplL
Mark Littlefield 4

Associate Director, Regulatory Affairs

November 5, 2014

Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038

November 17, 2014



a ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
1E65

Abbott Laboratories

Diagnostics Division

Abbott Park, [llinois 60064 USA

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
1E65-04 30216 Multiconstituent Calibrator Self-declared
1E65-05 30216 Multiconstituent Calibrator Self-declared

Authorized European

(Name and Address)

Representative

Abbott
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Storage site of technical

(Name and Address)

documentation

Abbott
1921 Hurd Drive
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: @{f VLA @m’r’u

Full Name:
Position:

Date of Approval:

Date Issued:

Supersedes:

Diana Romero

Site Director, Quality Assurance

November 5, 2014

November 5, 2014

March 6, 2014

Full Name:
Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

Vi _

v"’ o
: 2y 2 to o A
Signanne: “F 7 i s Wyﬂ -

Mark Littlefield g

Associate Director, Regulatory Affairs

November 5, 2014

Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038

November 17, 2014




Product(s):

DC003

T ECHNUOGPATH

DECLARATION OF CONFORMITY

]

Manufacturer

Techno-path Manufacturing Ltd.
Fort Henry Business Park,

Ballina,
Co. Tipperary,
Ireland

Product Name

Multichem S Plus (Unassayed)
Multichem S Plus (Unassayed)
Multichem S Plus (Unassayed)
Multichem S Plus

Multichem S Plus

Multichem S Plus

Multichem S Plus

Multichem S Plus (Assayed)
Multichem S Plus (Assayed)
Multichem S Plus (Assayed)
Multichem S Plus (Unassayed)
Multichem S Plus (Unassayed)
Multichem S Plus (Unassayed)
Multichem S Plus (Unassayed)
Multichem S Plus

Multichem S Plus

Multichem S Plus

Multichem S Plus

Multichem S Plus (Assayed)
Multichem S Plus (Assayed)
Multichem S Plus (Assayed)
Multichem S Plus (Assayed)

Rev 08

05P79-10
05P79-11
05P79-12
CH100CRP
CH101CRP
CH102CRP
CH103CRP
05P78-10
05P78-11
05P78-12
CH110CRP.05
CH111CRP.0O5
CH112CRP.05
CH113CRP.0O5
CH100PLA
CH101PLA
CH102PLA
CH103PLA
CH110PLA.05
CH111PLA.05
CH112PLA.O5
CH113PLA.O5

Catalogue Number

Issue Date: 24" Jan 2014
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