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Abbott
P )
Declaration of Conformity
Certificate Identification: 7D56
Legal Manufacturer’s Name: AbbottiLaborator_ies Diagnostics Division
Legal Manufacturer’s Address: Abbott|Park; [llinois 60064 USA
List Numbers and GMDN |
Size Code of Code Names and|Description of Devices Classification
Devices ol
TD56-21 52925 Alanine Aminotransferase Self-declared

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Authorized European
Representative (name and address)

Storage site of technical Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038
documentation (name and address)
Harmaonized 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 applicabﬂe p*}'ovisions 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 acecordance with Annex U111 of the IVD Directive and is issued under the sole
responsibility of the manufacturer,

5{' B //'/ /tf?é// P/V;/;
Signature: G Signature; /7%,4 ‘:."r goaw

Full Name: Erik:Muegge Full Name: Mark Littlefield

Position: QA Manager Ops Position: Assoc. Director Regulatory Affairs
Date of Approval: S] il S;f...:/ﬂ' 2 7 Date of Approval: 5~ 5/~ /7~ 2077 -
Datolssued: =S5 ZOr7

Abbott Laboratories
1921 Hurd Drive

Place Issued: Irving, TX 75038
Supersedes: _September 3, 2015 .
Effective (Date or

Lot Number): ?""5&% et 7




Declaration of Conformity

Certificate ldentification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

7D81

Abbott Laboratories Diagnostic Division

Abbott Park. Tllinois 60064 USA

GMDN

List Numbers and . . . .
Size Code of Devices | Code Names and Description of Devices ClasSlﬁCa.tlf)." |
7DB1-21 52954 Aspartate Aminotransferase Self-declared

Authorized European

Representative (name and address)

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Storage site of technical
|_documentation (name and address) |
Harmonized Standards

Listed in the Technical Documentation

Abbott Laboratories, 1921 Hurd Drive. Irving, Texas 75038

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 manuofacturer,

Mark Littlefield

Assoc. Director Regulatory Affairs

/_S—‘ AT 7 ~ LK X

Signature: {/ ,5’;?72;{’/&:} (/{/{«ﬁ’( Signature: 7_:_‘.3 /g;/ '"i:“'“‘Z;f' ZZ/,ZZE‘{’
. 7
Full Name: Thomas Creel Full Name:
Positian: Director, Site QA Position:
- i b
Date of Approval; _/_ {;7: Lt~ ’/2”}(_%/ Date of Approval:

Date Issued:

Place Issued:

Supersedes;

Effective (Date or
Lot Number):

/

P AT STt A )

Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038

08-SEP-2017

(5= T 2




¢ Abbott

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

Declaration of Conformity

DoC-7D55-SD DELK
Abhoft GmbH & Co. KG
MaX-Pl?nck—Ring 2, 65205 Wiesbaden, Germany

List Numbers and GNMDN Names and Description of Devices Classification
Size Code of Devices Code
TD55-22 52929 Alkaline Phosphatase Self-declared
7D55-32 52929 Alkaline Phosphatase 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, hm‘dby 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 iof the Council of 27 October 1998 on In Vitro Dia

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:

@/m (Y?O’Wﬁéw

Dianag Romero

Director Quality Assurance

L2 1 PTAY 200 7

Signature:

Full Name:
Position:

Date of Approval:
Date Issued:
Place Issued:

Supersedes:

Effective (Date or
Lot Number):

gnostic Medical Devices as they are

7 )
7 L . Y

WA F
74

Mark Littlefield ¢

Assoc. Director Regulatory Affairs

L22Lope14Y-2010 7

65205 Wiesbaden, Germany

Not applicable

22 ~prty- 2017




a ABBOTT

Legal Manufacturer’s Name;

Declaration of Conformity
Certificate Identification: 7D53

Abboft Laboratories Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
T53-23 53599 Albumin BCG Self-declared
Authorized European | Abbott
Representative | Max-Planck-Ring 2

(Name and Address)

65205 Wiesbaden, Germany

Storage site of technical

(Name and Address)

Abbott
documentation

1921 Hurd Diive
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
Couneil o' 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of the member

states. |
This declaration |
manufacturer,

Signature:
Full Name:
Position:

Date of Approval:

Date Issued:

Supersedes:

Uborma Boprse

Diana Romero
Site Director, Quality Assurance

-3~ 2005
P-3~2005

November 5, 2014

Signature:
Full Name:
Position:

Date of Approval:

Place Issued:

Ettective (Date or
Lot Number):

is mpde in accordance with Annex I of the IVD Directive and is issued under the sole responsibility of the

//’ ..f

,71’@ el u} ,h

Mark Littlefield

Associate Director, Regulatory Affairs

F~3—20/5
Abbott Laboratories

1921 Hurd Drive
Irving, TX 75038

-3~ go



= ABBOTT

Declaration of Conformity

Certificate Identification: 7D58
Legal Manufacturer’s Name: Abbott Laboratories Diagnostics Division
Abbott Park, Illincis 60064 USA

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
ol Devices
7D58-21 52041 Amylase Self-declared

Authorized European | Abbott
Representative | Max-Planck-Ring 2
(Name and Address) | 65205 Wiesbaden, Germany

Storage site of technical | Abbott
documentation | 1921 Hurd Driive
(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
Couneil of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of the member

states,
This declaration s mgde in accordance with Annex III of the IVD Directive and is issyed under the sole responsibility of the

manufacturer,
ey

Signature: @/W /7;?([977%’20 Signature: ‘?z /: / —/ :

Full Name: Diana Romero Full Name!  Mark Litleficld Vs
Position: Sﬁte Director, Quality Assurance Position:  Associate Director, Regulatory Affairs
Date of Approval: (2= 3 = 2.0/8 Date of Approval: < = 3 ~ 205
Abbott Laboratories
Date Issued: 9,3- Zo/_{" Place Issued: Ier:IZHigI,-I%g ;)Sr(l)\g%

y ! j Effective (Date or
Supersedes: vacmber 5,2014 Lot Number): GoZ 2005



Declaration of Conformity

Certificate Identification: 7D81
Legal Manufacturer’s Name: Abbott:Laberatories Diagnostics Division
Legal Manufacturer’s Address: Abbptt:Park, Illinois 60064 USA
| e ot GM.l;N__ ! :I s e % ....................................................... _—
Size Code of c Names and Description of Devices l Classification
i ode
Devices il g P E —
6L45-21 53229 Total Bilirubin Self-declared
6L45-41 53229 Total Bilirubin Self-declared ‘

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden, Germany = T —

Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038

Authorized European
Representative (name and address)

Storage site of technical
documentation (name and address) i T
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical deviges 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 ihte the laws of the member states.

This declaration is made in accordance with Anpex II of the IVD Directive andiis issued under the sole
responsibility of the manufacturer.

g

; I s ] D L et gt A
Signature: Signature: (e Xl e (s el
Full Name: Thomas Creel Full Name: Mark Littlefield ~ *

Position; Director, Site QA Position; Assoc. Director Regulatory Affairs
Date of Approval: R-CecA ’;{)/ Ll Date of Approval: j %;? ~gC 72618
Date Issued: "!;%?" X728 'j/
Abbott Laboratories
1921 Hurd Drive
Place Issued: [rving, TX 75038
Supersedes: September 8,2017

Effective (Date or | I’
Lot Number): /’b(7~0€'1 S2008”
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Abbott
® » *
Declaration of Conformity
Certificate Identification: 8G63
Legal Manufacturer’s Name; Abbott Laboratories Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, 1llinois 60064 USA
List Numbers and
Size Code of GMDN Names and Description of Devices Classification
: Code
Devices
8G63-21 53236 Direct Bilirubin Self-declared

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Authorized European
Representative (name and address)

Storage SIte.OftCChmcm Abbott Laboratories, 1921 Hurd Drive, [rving, 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 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 II1 of the IVD Directive and is issued under the sole
rvesponsibility of the manufacturer.

-

ign } L i .
Slgn?ture. AT i Signature:
Full Name: Erik Muegge Full Name: Mark Littlefield
Position: QA Manager Ops Position: Assoc. Director Regulatory Affairs
Dateiof Approval: ¢~ )57 2¢5) 7 Date of Approval: bl_Sﬁ_:_’ZD Zo 7

Date Issued: _&J_E/: & Ci/_z_ o
Abbott Laboratories
1921 Hurd Drive

Place Issued: [rving, TX 75038

Supersedes: _September 3,2015

Effective (Date or S e D R
Lot Number): S WS 2O Tl




2 ABBOTT

Certificate Identification;
Legal Manufacturer’s Name:

Declaration of Conformity
1E66

Abbott Laboratories

Diagnostics Division

Abbott Park, Illinois 60064 USA

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

1E66-04 41830 Bilirubin Calibrator Self-declared

Authorized European | Abbott

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

documentation
(Name and Address)

1921 Hurd Drive
Irving, TX 75038

Department - Regulatory Affairs

Harmonized Standards

Listed in the Technical Documentation

7

We, the undersigned, hereby declare that the in vitrp 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

Coungil of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of the member

states.
This declaration ‘s‘imade in accordance with Annex III of the IVD Directive and is issued under the sole responsibility of the
manufacturer, /7
' /4
4 W o /7
Signature} { )/fﬁ { Vo Signature: ) 7 S 4 S V;SATJ&(/‘{,{; @
Full Name:  D)iang Ramero Full Name: ‘Mark Lmleﬁeld e
Position:  Site Director, Quality Assurance | Position: 'Associate Director, Regulatory Affairs
Date of Appraval: November S, 2014 Date of Approval: ‘Ngvember 5, 2014
| Al Abbott Laboratories
Date Issued: Novemba_r 5,2014 Place Issued: 1921 Hurd Drive
Irving, TX 75038
1 | Effective (Date or
Supersedes:  September 28, 2006 TN November 17, 2014




= ABBOTT

Certificate Ideatification:
Legal Manufacturer®s Name:

Declaration of Conformity
3L79

Abbott Laboratories

Diagnostics Division

Abbott Park, Illinois 60064 USA

- : S
List Numbers GMDN Code Npmes and Description of Devices Classification |
and Size Code ‘

of Devices |
3L79-21;3L.79-31; 45789 A '_!
3L.79-41 2 Calcium

Authorized European

(MName and Address)

Representative

Abbott
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Self-declared J
|

Storage site of technical

(Name and Address)

documentation

Abbott

1921 Hurd Dtive

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
Couneil of 27 October 1998 on In Vitro Diagnostic- Medical Devices as they are transposed into the laws of the member

states.

This declaratmnils mde 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:

Diama (pmen

Signature:
Diana Romero Full Name:
Site Director, Quality Assurance Position:
November:3, 2014 Date of Approval:

(/-3 20

December 31, 2012

Place Issued:

Effective (Date or
Lot Number):

/J-'

//WN“

;r/ﬁ

./
. o
/.T‘,_i..g.wf*\ w(dfw‘- - =

Mark Littlefield
Associate Director, Regulatory Affairs

November 5, 2014

Abbott Laboratories
1621 Hurd Drive
Irving, TX 75038

November 17,2014



Abbo

Declaration of Conformity

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

7Dp2

Abbott Laboratories Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers and GMDN

Size Code of Code Names and Description of Devices Classification
Devices

TD62-21 53362 Cholesterol Self-declared

Authorized European
Representative (name anq address)

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Storage site of technical
documentation (name and address)

Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038

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 i? accordance with Annex III of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: ,*‘;{i;;:x;}"ﬁ:_ e

Full Name: ErikiMuegge Full Name:

Position; QA M%nager Ops Position:

Date of Approval: ?5'}’_ ;-{)ﬂfi‘”/ﬁ* p-{v74 7 Date of Approval:
Date Issued:

Place Issued:

Supersedes:

Effective (Date or
Lot Number):

ﬂ - o
Signature: M“% :;% -

Mark Littlefield

Assoc. Director Regulatory Affairs
FESES-z01 7
B-SEP-20/7

Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038

9-3-2015

F=SEP-z2007




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 IIT of such Directive and its
Italian transposition (Legislative Decree nr. 322/2000),

It thel?'efo}re 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
3 ceftified 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 seddisfano 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 111 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 111 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 Ligquid

8L24-31 Creatinine (Enzymatic)

8L24-41 Creatinine (Enzymatic)

8L25-30 Lithium

6K89-20 Ammonia Controls \
6K30-10 Clin Chem Cal
6K31-10 Plasmaproteins Cal 3x il
1P93-30 Cystatin C £
1PS3-10 Cystatin C Calibrator i

ESD QUOL R00E - IR0 134852005 -« BN ING EEBSBER0IR - TS0 134853008 UMBCAR - B85 GHIAS 180012007 - RO 148012004

i



ésiﬂ ’ é féEgL?

5]

Code/Codice | Product Description/Nome prodotto
1pP93-20 Cystatin C Control Set
6K28-10 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 Immunhe Control 2
6K32-22 Immuno Control Set
6K90-20 Blle Acids Controls
6K98-10 Fructosamine Control 1
6K98-20 Fructosamine Control 2
4P80-30 Lambda Light Chalns
6K24-30 Cholinesterase
6K25-30 CK-MB

6K22-30 Pancraatic Amylase
6K98-30 Kappa Light Chains
6K23-30 HBDH

6KS0-30 Bile Acids

6K982-30 Dibucaine CHE
6K93-30 Copper i
6K94-30 Fructosamine

6K95-30 Iron

6K95-41 Iron

Furthermore; $he:manufacturer declares to:
1, keep- and malke avallable for the ‘Competent Authority the product technical file, as

specmed in Annex III of the 98/79/CE Directive, as well as, to retain the batch records
for a paried. 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 dichiarg:inoltre di:
1. conservare e tenere a disposizione delle Autorita Competente il fascicolo tecnico di

prodottp, speclﬂcato neII’AHegat 111 della Direttiva 98/79/CE, nonché le registrazioni di
produzione e- controllo per un peﬁ'l@do almeno di dieci anni da!la data di produzione
dell'ultime Iotta

2, avere igtituito ¢ di mantenere un‘idonea procedura per garantire la sorveglianza post-
vendita: richiesta dalla Direttiva. |

il
Sehi:n)lh th. SpA Date/Data

A Legél resentative G j o k=
Un Lega 2 Rappresentante ARd/eC/ 2o A

Dr. [Filippo De Luca

IS0 9001:2008 - 150 13485:2003 - EN IS0 13485:2812 - 150 13485:2003 CMDCAS - B5 OHSA% 18001:2047 - 150 14001:2004

www gentineldirgnostics con



a ABBOTT

Declaration of Conformity

Certificate Identification: 3L81
Legal Manufacturer’s Name: Abbott Laboratories

Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
3!—-8"32]_‘28: 13—]:?“32; 53251 Creatinine SBleeU[ared

Authorized European | Abbott
Representative | Max-Planck-Ring 2
(Name and Address) | 65205 Wiesbaden, Germany

Storage site of technical | Abboit
documentation | 1921 Hurd Dtive
(Name and Address) | Irving, TX 75038

Department - Regulatory Alfairs

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 isj,im'Pde in accordance with Annex I1I of the 1VD Directive and is issyied under the sole responsibility of the
manufacturer, ' p

{.- { Vv A A sy v
Signature: %?\j{ a'/}tz‘é o ?&Vﬁ f—? / Ii(f Signature: ;Z(-' ”iiﬁjf e,

A

Full Name:  jana Romero Full Name:  Mark Littlefield 4
Position: Siite Directo_‘r;j Quality Assurance Position:  Associate Director, Regulatory Affairs
Date of Approval: ' November 5, 2014 Date of Approval:  November 5, 2014

Abbott Laboratories

Date lssued:  f/ =&~ 244/ Place Issued: 1921 Hurd Drive

Irving, TX 75038

{ . T ‘ Effective (Date or 5
Supersedes: . Jyly 16, 2013 LatNuriber): November 17,2014



cJ

Abbott
| [ h [ ]
Declaration of Conformity
Certificate Identification; 3L82
Legal Manufacturer’s Name: Abbott Laboratories Diagnostics Division
Legal Manufacturer’s Address: Abbort Park, Illinois 60064 USA
List Numbers and GMDN
Size¢ Code of Names and Description of Devices Classification
; Code
Deviges
3L.82-21, 3L82-41 53301 Glucose Self-declared

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Authorized European
Representative (name and address)

Storage site of technical 1 ’ ]
r as 75

documentation (name and address) Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038

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 ¢f the member states:

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

P /)
Signature: ‘45”-_’-;‘ i Signature: %A{’%‘F ~;£:/4é‘ -

Full Name: Erik Muegge Full Name: Mark Littlefield
Position: QA Manager Ops Position; Assoc. Director Regulatory Affairs
Date of Approval: g"'" 5\/,?/2-30/ 7 Date of Approval; - 5}@_'—_’/-5?—2@/ 7

Date [ssued: K- SEP -2/ 7

Abbott Labaratories
1921 Hurd Drive
Place Issued; Irving, TX 75038

Supersedes: _November 17,2014

Effective (Date or L
Lot Number): _F-SEr-20/7




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
and Size Code
of Deyices

Names and Description of Devices

Classification

7D65-21

7D65-41 53030

Gamma-Glutamy! Transferase

Self-declared

Authorized Buropean
Representative
(Name and Address)

Abbott
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Storage site of technical
documentation
(Name and Address)

Abbott
1921 Hurd Drive
Trving, TX 75038

Department - Regulatory Affairs

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby dreclare 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 Europcan Parliament and of the
Coungil of 27 October 1998:0n In Vitro Diagnostic Medical Devices as they are transposed into the laws of the member

states.

This declaration :i$ rﬁade in a¢cordance with Annex IIT of the IVD Directive and is issued under the sole responsibility of the

manufacturer,

Al

Signature: @’{W(EW Signature: 7"7"’:41/./ P A
Il CF tdC

Full Name: Piana Romero Full Name:
Position: $ite Dirgctor, Quality Assurance: Position:

Date of Approval: . <Fem Jim 2487 Date of Approval:
Date Issued: !?.— 3~20/5 Place Issued:
Effective (Date or

Supersedes: jNovemb‘el\' 5,2014 Lot Number):

Mark Littlefield /J/

Associate Director, Regulatory Affairs

Z-3~- 2015
. Abbott Laboratorics
. 1921 Hurd Drive
+Irving, TX 75038

P-3-20/8



a ABBOTT

Certificate Identification:
Le_gal Manufacturer’s Name:

Declaration of Conformity
3K33

Abbott Laboratories

Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers GMDN Code Names and Deseription of Devices Classification
and Size Code
of Devices B
3K35-21 30169 Ultra HDL 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 Affairs

Harmenized 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
Couneil of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of the member

states.
This declaration iisjrma'de in aceordance with Annex III of the IVD Directive and is issued under the sole responsibility of the
manufacturer, P
I : l?_) I. i () . . » . J/. ﬁ////-" ) "/, /
Signature: N s Nometo Signature: 2 e :{T{fé"é}_gp{ -
Full Name:  Diiana Romero FullName:  vjark Littlefield ‘
Position:  Sjte Director, Quality Assurance Position: Associate Director, Regulatory Affairs
Date of Approval: . November 5, 2014 Date of Approval:  November 5, 2014
| Abbott Laboratories
Date Issued;: - November §, 2014 Place Issued: 1921 Hurd Drive
Irving, TX 75038

Supersedes:  April 4, 2013

Effective (Date or
Lot Number):

November 17, 2014



SEKISUI

DIAGNOSTICS
Hevdise (pemy frould miatten ™

DECLARATION OF CONFORMITY

Manufacturer: Sekisui Diagnostics P.E.. Inc
70 Watts‘Avenue Charloitetown

Prince Edward Island
C1E 2B9
Canada

European Representative; MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany.

Product; Direct LBL
Catalogue Number 1E31-20

GMDN Code: 53395
Classification! General VD

Conformity Assessment Route:  Annex |1, 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

b
4

2 OG- Mavy - 201%
F’enny Whu& Date
Senior Manager Regulatory Affairs
Sekisul Diagnostics PEI Inc.

Signature:

Sekisul Diagnostics P.EL Ing.
70 Walls Avens

Charlottetown, Prirics Edveard Lefnd

Qi Fax 9028286504
aresties foin

Paps 1 0f1



= ABBOTT

Certificate Identifjeation:
Legal Manufacturer’s Name:

Declaration of Conformity
5P56

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

(Name and Address)

Representative

Abbott
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Storage site of technical

(IName and Address)

documentation

Abboft
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 jof'the EC Directive 98/79/EC of the European Parliament and of the
Council of 27 October 1998 on In Vitro Dlagnostlc Medical Devices as they are fransposed into the laws of the member

states. |

This declaration Fs |dee in accordance with Annex IIf of the IVD Directive and is isstied under the sole responsibility of the

manufacturer,
Signature:

Full Name:
Position:

Date of Approval:

Date Issued:

Supersedes:

Diana Romero

Site Director, Quality Assurance

November 5, 2014

/s zon

Jpnuary 30, 2014

k" 4r1 A 2777
ﬁ.@!ﬁL
Full Name:

Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

Mark Littlefield

'November 5, 2014

i Abbott Laboratories
11921 Hurd Drive
Hrving, TX 75038

‘November 17, 2014

Signature: /? = JL‘/(:/ L{;‘f& 7 JM,_g_ 5

&

1 Associate Director, Regulatory Affairs



o TS Eh‘
=il

Declaration of Conformity

Certificate Identification: DoC-4P5220, 4P5201, 4P5211-SD DELK

Legal Manufacturer’s Name: Abbott GmbH & Co. KG

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

List Numbers and GMDN - ]
Sizé Code of Devices | Code Names and Description of Devices Classification
41’5;2-20 59090 Hemoglobin Alc Reagent Self-declared
4P5:_2-Ol 53315 Hemoglobin Alc Calibrator Self-declared
4P52-11 44435 Hemoglobin Alc Controls Self-declared
Authorized European N/A

Representative (name and address)
Storage s1te-of fediinical Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 7503 8, USA,
documentation (name and address) ]
Harmonized Standards Listed in the Technical Documentation N

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: Mark Littlefield
Posit?ion: Director, Site QA Position: Assoc. Director, Regulatory Affairs
Date of Approval: / 7"/(/@%* 20/ 7 Date of Approval: _,{_,7-— ;{/‘(/{f"’«-? ol 7
i Date Issued: /7"/(,’21 &= 27
| Place Issued: 65205 Wiesbaden, Germany
Supersedes: N/A

Effective (Date or

Lot Number): Z 7“_%;"‘ -2007




SENTINEL

EC DECLARATION OF CONFORMITY
For in vitro diagnostic medicai 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, coaguiation 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 1 of the 98/79/EC Directive, as prescribed in Annex III of such Directive and its
Italian transposition {Legisiative Decree nr., 322/2000).

It therefore declares and assures, under its own responsibility, that the devices:
- comply with the applicable provisions of the Directive
2. are not included in the list A and B of Annex 1I 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 I of the Directive.

DICHIARAZIONE DI CONFORMITA CE
per dispositivi medico diagnestici in vitro VD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Mitano, Italia - Via Robert Koch 2, fabbricante dei
dispositivi appartenente alla famiglia denominata “kit per chimica clinica, immunochimica,
coagulazione, e test rapidi per immunologia e serciogia” dichiara sotto la propria responsabilita
che | dispositivi sotto elencati soddisfano i requisiti essenziali applicabili richiesti dall’Allegato I
della Dirsttiva $8/73/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:
i. soddisfano le disposizioni applica della Direttiva

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

sono progettati, fabbricati ed immessi in commercio net’ambito dell‘applicazione di un
sistema di qualitd aziendale dichiarata conforme e certificato secondo le norme 1S0
9001 e I1SO 12485 come descritto dall’allegato III deifla Direttiva.

s

Code/Codice Product Description/Nome prodotto

6K26-30 CRP Vario

BK26-41 CRP Vario

6K26-10 CRP Calibrator Set

6K26-12 CRP Calibrator WR

BK26-14 CRP Calibrator HS

6K26-21 CRP Control HS

6K8%-30 Ammonia Ultra

6K91-30 Ceruloplasmin

4P75-30 UIBC Liguid

BL24-31 Creatinine (Enzymatic)

BL24-41 Creatinine (Enzymatic)

8L25-30 Lithium

BKB9-20 Armmionia Controls

6K30-10 Clin-Chem Cal 2
6K31-10 Plasmaproteins Cal 3x ..\\
1P93-30 Cystatin C #=0
iPS3-10 Cystatin C Calibrator )

IS0 SO0I2008 348512007 - £n 150 13485

#% UHSAS 18001: 3007 - IS0 140012002

SENTINEL

Code/Codice Product Description/Nome prodotto
1pSZ-24 Cystatin C Control Set
6K25-10 CK-MB Calibrator
6K25-20 CK-MB Controi
6K3G-20 | Clin Chem Control 1
6K30-21 [Clin Chem Control 2
6K32-20 Immuno Control 1
6K32-21 Immuno Contral 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 Amyfase
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 Tron

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 inoitre di:

1. conservare e tenere a disposizione delle Autorita Competente il fascicolo tecnico di
prodotto, specificato nell’Allegato 111 deifa Direttiva 98/79/CE, ncnché 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 Ia sorveglianza post-
vendita richiesta dalla Direttiva,

Date/Data

CHMDCAS - 112007 - 150 T40G1:2008




2 ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
2P56

Abbott Laboratories

Diagnostics Division

Abbott Park, Illinois 60064 USA

L Numbefs GHIDN Code Names and Description of Devices Classification
and Size Code
of Devices
2P56:21
2P56-41 53072 Lactate Dehydrogenase 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 6f 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.

Position:

Date of Appm\;/alz

Daté Issued:

Supersedes:

! i i) ,
Signature: _fu fQ“ f t].{f:{ \ Df?’&#”{

Full Name:

Diana Romero

#
Full Name:

Site Director, Quality Assurance Position:

November 5, 2014

November 5, 2014

December 31, 2012

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

Signature: ’2;; o

Mark Littiefield ég
Associate Director, Regulatory Affairs

November 5, 2014

Abbott Laboratories
1921 Hurd Drive
Trving, TX 75038

November 17, 2014




cJ

Abbott
4® (3
Declaration of Conformity
Certificate Identification: D80
Legal Manpifacturer’s Name: Abbott Laboratories Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, Illincis 60064 USA
List Numbers and GMDN
Size Code of Names and Description of Devices Classification
. Code
Devices
7D80-31 53114 Lipase Self-declared

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden, Germany ,

‘Authorized European
Representative (name and address)

Storage site of technical ‘ ; ] ;
documentation (name and adilress) Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038
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
Patliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed info the laws of the member states.

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

Signature; P /'a’_;’:n’/—-—-“""' Signature: ;"%:/T/

Full Name: Erik Muegge Full Name: Mark Littlefield
Position: QA Manager Ops Position: Asgoc. Director Regulatory Affairs
Date of Approval: S")ﬂf/‘/{ zol”7/ Date of Approval: X= S0 2¢ W7

Date Issued: > S50 ~20/7

Abbott Laboratories
1921 Hurd Drive
Place I[ssued: Irving, TX 75038

Supersedes: _November 17,2014

Effective (Date or

Lot Number): g"’ SEE)7~ ZC')/_7




2 ABBOTT

Certificate Tdentification:
Legal Manufacturer’s Name:

Declaration of Conformity
3E16

Abbott Laboratories Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers

j GMDN Code Names and Description of Devices Classification
and Size Code
of Devices;
3E16-02 | 53109 Lipase Calibrator Self-declared

Authorized European

3 (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

Departroent - 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 decla‘rati:on is made in accordance with Annex III of the IVD Directive and is issucd under the sole responsibility of (he

manufacturer.

Sifgnatﬁre: @{W ('/;0791//20 Signature:

Full Name:  Diana Romero Full Name:

F“ositijon: Site Director, Quality Assurance Position:

Date of A;;prmf/al: <? -3-~2015 Date of Approval;
|

Date Issued:

Supersedes:

P-3-20/5

November 5, 2014

Place Issued:

Cffective (Date or
Lot Number):

Mark Littlefield

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

Abbott Laboratories

1921 Hurd Drive
Irving, TX 75038

I-3-20/5




2 ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
7D73

Abbott Laboratories Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices l
7D73-21 53989 Total Protein 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
Trving, 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 Eurapean 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: QM @W

Full Name:
Position:

Date of Approval:

Date Issued:

Supersedes:

Diana Romero

Site Director, Quality Assurance

T-3-zof

P 3~ zorS

November 5,2014

s/
o )
Sigam M&fr/f ________ |

Full Name:  Mark Littlefield
Position:  Associate Director, Regulatory Affairs
5 Date of Approval: 7~ % ~ 2 /S5
Abbott Laboratories
Place Issued: 1921 Hurd Drive
Irving, TX 75038

Effective (Date or
Lot Number):

F-3-20/5



Declaration of Conformity

Certificate Identification:
Leégal Manufacturer’s Name:

Legal Manufacturer’s Address:

7D74

Abbott Laboratories Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers and

Size Code of g(l)\:liDN Names and Description of Devices Classification
Devices i
7D74-21 53462 Triglyceride Self-declared J

Aufthorized European
Representative (name and address)

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Storage site of technical

documentation (name and address)

Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038

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:

*

G Signature:
p s -
Erik Muepge Full Name:
QA Manager Ops Position:
?"”..512:’: ;/:7’“ Z(') / 7 Date of Approval:

Date Issued:

Place Issued:

Supersedes:

Effective (Date or
Lot Number):

Mark Littlefield

Assoc. Director Regulatory Affairs

=S E20/7

X~SEL 2007

Abbott Laboratories

1921 Hurd Drive
Irving, TX 75038

9-3-2015

FoSEA-z200 7




8 ABBOTT

Certificate Identification:
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 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
Couneil of 27 October 1998 oﬁ In Vitro Diagnostic Medical Devices as they are transposed into the laws of the member

7 :
{'0’« /7’ 7 / -

- o e L
DR TREELL e
Mark Littlefield '

Associate Director, Regulatory Affairs

November 5, 2014

Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038

November 17, 2014

states.
This declaration i§ mpade in _acc(*rdance with Annex III of the IVD Directive and is issued under the sole responsibility of the
manufacturer.
Signature: @{Qﬁm @?’}’{gﬁw Signature!
Full Name:  pjana Romero Full Name:
Position:  $ite Director, Quality Assurance. Position:
Date of Approval: November 5, 2014 Date of Approval:
Date Issued: / /S 2.0 fz/ Place Issued:
Supersedes: IDecember 31, 2012 Effeciive/(Date.op

Lot Number):



2 ABBOTT

‘ Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
7D75

Abbott Laboratories Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
7D75-21 .
! f-declar
7D75-31 53590 Urea Nitrogen Self-declared

Authorized European | Abbott
Representative | Max-Planck-Ring 2
(Name and Address) | 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 HI of the IVD Directive and is issued under the sole responsibility of the

‘
manufact‘u rer.

Full Name:
Position:

Date of Approval

Date Issued:

Supersedes:

Signature: @/m %WAC’

Diana Romero

Site Director, Quality Assurance

P B 20/

November 5, 2014

Full Name:
Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

.
Signature: /‘?_r‘?“ﬁr:l‘i

Mark Littlefield
‘Associate Director, Regulatory Affairs

L. e o e
s;‘}'m. ,:ﬁ e @{)}gg’j

Abbott Laboratories
1921 Hurd Drive
Trving, TX 75038

G-3- 20008




2 ABBOTT

Declaration of Conformity

Certificate Identification: 1E65

Legal Manufacturer’s Name: Abbott Laboratories

Diagnostics Division

Abbott Park, Illinois 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 | 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

Listed in the Technical Documentation

Harmonized Standards

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

|
Lol | of 3 gnatre: <A

Signature: Livma ,)Wm@ Signaure: Ll ,f,:__m - r’“ﬁ,ﬁé’{
|

FUI‘I Name:  Diana Romero Full Name:  Mark Littlefield b
Position: ~ Site Director, Quality Assurance Position:  Associate Director, Regulatory Affairs
|
Date of Approval:  November 5, 2014 Date of Approval:  November 5, 2014
‘ Abbott Laboratories
Date Issued: November 5, 2014 Place Issued: 1921 Hurd Drive

Irving, TX 75038

K Effective (Date or =
Supersedes: March 6, 2014 apNumber): November 17,2014




Product(s):

DC003

R .

4

T ECHNOPATH

DECLARATION OF CONFORMITY

pad

Manufacturer

Techno-path Manufacturing Ltd.
Fort Henry Business Park,

Ballina,
Co. Tippera
Irel?nd

Product Name

ry,

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

Mujtichem S Plus
Mu_tichem S Plus
Multichem 5 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 (Asspyed)
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.05
CH112CRP.05
CH113CRP.05
CH100PLA
CH101PLA
CH102PLA
CH103PLA
CH110PLA.05
CH111PLA.05
CH112PLA.O5
CH113PLA.05

Catalogue Number

Issue Date: 24" Jan 2014



GMDN:
Conformity Route:

T ECHNUOPATH

47869
Annex I{l Self-Declared

Quality Management System: EN ISO 13485:2012/ 1SO 13485:2003

QMS Certification No.:
Issued By:

LRQ 4008261/A
Lloyds Register LRQA, 71 Fenchurch Street,
London EC3M 4BS United Kingdom,

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.

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

.. (

Y= Tuta=201%

B;rr}d-ﬁ’a’ss , Head of Quality and Regulatory Affairs Daté
Té(fhn/m-path Manufacturing Ltd.

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

Standard

Title

EN1SO 15223-1:2012

ISO 13485:2012 + AC:2012

Medical devices — Quality management systems --
Reguirements 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 15O 14971:2012

Medical devices — Application of risk management to
medical devices

EN ISO 18113-1:2011

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

EN [SO 18113-2:2011

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

EN 13640:2002

Stability Testing of In vitro diagnostic reagents
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a ABBOTT

| Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
6KO1

Abbott Laboratories

Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers GMDN Code Names and Description of Devices Classificaticn
and Size Code
of Devices
6K01-20 56676 Acid Wash Self-declared

Authorized European
Representative
(Wame 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 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

’sl“tl?::fi‘eclaration is made in accordance with Annex IIT of the IVD Directive and is issued under the sole responsibility of the
manufacturer,
j ‘ ;\ ) » g'f.)_, A g P Py
S%gnamre: _'-’l__&( @/ )?;{Z \ ;< dj/ 77 Z{{?{/ Signature: ,,“;1’:”/ /;3-4;;/2-- ,qfi:[ ‘Lf-'-f;il'f:’-d-v_{'-"-f-.
Full Name:  piana Romero Full Name:  Mark Littlefield &
lj’ositllon: Site Director, Quality Assurance Position:  Associate Director, Regulatory Affairs

| f
Date of Approval:

Date Issued:

Supjersedes:

November 5, 2014
/= S= 2ol

December 11, 2006

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

November 5, 2014

Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038

November 17,2014



2 ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
9D31

Abbott Laboratories Diagnostics Division

Abbott Park, Illinois 60064 USA

Authorized European

Abbott

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices !
9D31-20 58236 Alkaline Wash Seli-declared

Representative

(Name and Address)

Max-Planck-Ring 2
65205 Wiesbaden, Germany

Storage site of technical

documentation

(Name and Address)

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. 1

This declaration is made in accordance with Annex IIT of the 1VD Directive and is issued under the sole responsibility of the

manufacturer,

|
Signature

Full Name:
Posit:ion:

Date of Appréval:

Date Isstied;

Superse;des:

. Digna ﬁmm Signature

Diana Romero

March 28, 2013

Full Name: Mgk Littlefield :é

Site Director, Quality Assurance Position:  Associate Director, Regulatory Affairs

5 - QY 5 9@/5/ Date of Approval:

$-28- 20/5

Abbott Laboratories

5’ n 937 9'015‘ Place Issued: 1921 Hurd Drive

Irving, TX 75038

Effective (Date or
Lot Number):

G- 28- 2ons”



2 ABBOTT

Declaration of Conformity

| Certificate Identification: 1172

Lé;gﬂl Manufacturer’s Name: Abbott Laboratories Diagnostics Division
‘ Abbott Park, Illinois 60064 USA

List Nl{mbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
1172-20 59058 Detergent A Self-declared

Authorized European | Abbott
Representative | Max-Planck-Ring 2
(Name and Address) | 65205 Wiesbaden, Germany

Storage site of technical | Abbott
i documentation | 1921 Hurd Drive
{ (Name and Address) | Irving, TX 75038

Department - Regulatory Affairs

Harmonized Standards | Listed in the Technical Documentation

We, the undérsigned, 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.

éignatme: O/ W ﬁm% Signature: % é .

Ft‘ill Name:  Diana Romero FullName:  Mark Littlefield
IPosition:  Site Director, Quality Assurance Position:  Associate Director, Regulatory Affairs

Date of Approval: 5"9 & - 90/6 Date of Approval: G~ Z2&- 2o/S

Abbott Laboratories

Dat;elssued: 5 o %7“01@/5 Place Issued: 1921 Hurd Drive

‘ Irving, TX 75038

Suf)ersedes: March 28, 2013 Effei?{;ﬁ;ig, 5-27- 2ov. A




2 ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
2J94

Abbott Laboratories

Diagnostics Division

Abbott Park, Illinois 60064 USA

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

2J94-21 59058 Detergent B 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 Aftairs

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
Counciliof 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of the member

states. |

This dec!aration 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 4pproval:

|
Date Issued:

Supersedes:

@f(‘mﬁ (’ﬁ)&‘mﬂﬂﬁ

Diana Romero

Site Director, Quality Assurance

December 4, 2014

December 4, 2014

New

Full Name:
Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

Signature: -~

Mark Littlefield
Associate Director, Regulatory Affairs

December 4, 2014

Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038

December 4, 2014



3 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
9129-20 56676 Water Bath Additive Self-declared
9D29-21; 56676 Water Bath Additive 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 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 IIT of the IVD Directive and is issued under the sole responsibility of the

manufacturer,

Signature:
Fl‘ﬂl Name:
iPosiﬁon:

Date of Aipprdval:

Daﬁe Issued:

Supersedes:

ML L (2 |
r;f{_)/éﬁf’/ i\ p(}))'(_(? Lo

Diana Romero

Site Director, Quality Assurance

w-11-2015
(1! - A0/5

March 28,2013

Full Name:
Position:

Date of Approval;

Place Issued:

Effective (Date or
Lot Number):

Signature: %A;Z

Mark Littlefield

Associate Director, Regulatory Affairs
6-/l-2005

Abbott Laboratorics

1921 Hurd Drive
Irving, TX 75038

C-rl-2.005




Declaration of Conformity

Certificate Tdentification:

ARCH Sys Aec LC

RIS VS

Liegal Manufacturer's Nane:

Abbotr Labaratories

Legal Manofacturer's Addeess:

Diagnostics Division

“Abbott Park, IL 60064 USA

si Numbers | GM o |
adl Size Code Caote
of Devices

Ranses dnd Description of Devices'

beﬂ tecinr ed

\U! declnred

41318-03 A ARCIHTECT Sepnum

4119-01 NA ARCHITECT Replacement Caps
7014-01 NA ARCIITECT Smnialescups

;‘T’I(‘"I_.S-nl il NA E ARCHITECT Ruu,tion ‘v sek,
701505 |NA | ARCHITECT Rencfion Vessels

Autherized Enropesn

Abbeit GmbH & Co KG
Representative (name and address) | Max-Planck-Ring 2
63205 Wiesbaden, Germany

Stornge site of techinical
doepmentation (name and address)

Aot Laboratories
Pragiiostics Division
Abbott Park, TL 60069 USA

| ‘HI[ r[LrTnn'tI

................ .1 - S

| \pll tertared

el f dm !.l.c‘d

.

[ i mmmrud Stnml ards

Listed g 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/ 701
of the Ewropean Parliament ane of the Counsil of 27 Qctober 1998 on [n Vitro Diagnnstic Medical
Devices as they ave ransposed intothig laws of the member states.
This declaration is made i accordance w;th Anneéx T of the IVD Directivejand is issned under the sole

rospu\mbllm ofthe m x{‘/:;u_)u er

y b
Sighature {1 YO
Full r\-.m.c_ _Lauren Sieber_
[Poaition Product Quality r’\qéurance
Manager
Daute of Approvals L’-_E‘ l 2oy

I,J:-1leI1§sqed:

Supersgies: Jung 13, 2013

Signaturé.
Full Name:

Posilion:

Date of Approval

Place [ssued

Effective (Date or
Lot Number):

l

i
//

_Dicborah 1Tinkley _

Regulatory Affahs
Ditecror

e -
9/’} 7/ 2073

Abbott Laborateries
Diagnostics Division
Abbott Park, I 00064 LS A

v

! Classifivation |

2 g
V1Y e n/ u/f

s B S — |
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