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CERTIFICATE OF TKAINING

THIS CERTIFIES THAT

Sergiu Sorocovici
HAS SUCCESSFULLY COMPLETED THE TRAINING COURSE

ARCHITECT c8000 & RSH Service
March 6 — 14", 2018

£

A
Ali Glintekin ‘U“é;’\ Kk 14.03.2018
AVARS
TRAINER NAME TRAINER SIGNATURE DATE DD.MM.YYYY
ABEOTT DIAGNOSTICS Germany - Delkenheim

Abbott
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Abbott
[ .
Declaration of Conformity
Certificate Identification: 3L82
Legal Manufacturer’s Name: Abbott Laboratories Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, Illinois 60064 USA
l:lst N‘umbers and GMDN o . . .
Size Code of Code Names and Description of Devices Classification
Devices
3L82-21, 3L.82-41 53301 Glucose Self-declared

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

Authorized European
Representative (name and address)

Storage snte_of technical Abbott Laboratories. 1921 Hurd Drive, lrving, 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 Cl: marking, conforin 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 I of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

, X / s /-Z
Signature: ,i/’”:‘,’M Signature: ;W%&é _

Full Name: Erik Muegge Full Name: Mark Littlefield
Position: QA Manager Ops Position: Assoc. Director Regulatory Affairs
Date of Approval: g - S\L:/ZZO/ 7 Date of Approval: 57‘ 5}:’:/7’.20/ /7

Date [ssued: 5’-‘-,3“5 S~ 2el7

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

Supersedes: _November {7,2014

Effective (Date or y - R
Lot Number): S-S 20y /




Declaration of Conformity

Certificate Identification: 6L45

Legal Manufacturer’s Name: Abbott Laboratories Diagnostics Division

Legal Manufacturer's Address: Abbott Park, Hlinois 60064 USA

List Numbers and .

Size Code of GMDN Names and Description of Devices Classification
. Code

Devices

61L.435.21 §3229 Total Bilirubin Self-declared

6145-4] 53229 Total Bilirubin 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)

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 Il of the IVD Directive and is issued under the sole

g
/—72,4/24:4;4 Zé( Z
Signature: @ <

responsibility of the malnufacturer

Full Name: Thomas Creel

Position: Director, Site QA

Date of Approval: /f ”"‘/i‘(/ﬂ 4 ’7%[ ?

Full Name;

Position:

Date of Approval:

Date fssued:

Place Issued:

Supersedes:

Eftective (Date or
Lot Number):

Mark Littlefield

Associate Director, Regulatory
Affairs

25 Tean’- 2007
2FTIAN - 20

Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038

October 12,2018

LE- Tt 2017
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Abbott
. L
Declaration of Conformity
Certificate Identification: 8G63
Legal Manufacturer’s Name: Abbott Laboratories Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, [llinois 60064 USA
List Numbers and GMDN
Size Code of Names and Description of Devices Classification
. Code
Devices
8G63-21 53236 Direct Bilirubin Self-declared

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

Authorized European
Representative (name and address)

Storage site .Of technical 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, contorm 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 lfaws of the member states.

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

, 4
1 . e : - e - S
Signature: T Signature: . % A #f_;gw(lgz
Full Name: Erik Muegge Full Name: Mark Littlefield
Positicn: QA Manager Ops Position: Assoc. Director Regulatory Affairs
Date of Approval: o3 =5 /)= J7- 251 7 Date of Approval: XKS‘E/)" Zet 7
Date Issued: S-S5 ~200 7

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

Supersedes: _September 3, 2015

Effective (Date or 5 e )
Lot Number): - SE - 204 7




2 ABBOTT

Declaration of Conformity

Certificate Identification: 1E66

Legal Manufacturer’s Name: Abbott Laboratories

Diagnostics Division

Abbott Park, [llinois 60064 USA

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
1E66-04 41830 Bilirubin Calibrator Self-declarec

Abbott
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Authorized European
Representative
(Name and Address)

Abbott
1921 Hurd Drive
Irving, TX 75038

Department - Regulatory Affairs

Storage site of technical
documentation
(Name and Address)

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

manufacturer. ; S
N e S /;/ L
Signature: { i’/(f}/?”“*’{z‘ 97 VIV Signature: 7»’/ 7 £ et
gnature. % e gorivac ° e ,x;..xn;e/ B == X _
FullName:  piana Romero Full Name:  Mark Littlefield 4
Position:  Site Director, Quality Assurance Position:  Associate Director, Regulatory Affairs

Date of Approval:

Date Issued:

Superseces:

November 5. 2014

November 3, 2014

September 28, 2006

Date of Approval:

Place Issued:

Effective (Date or
Lot Number}):

November 3, 2014

Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038

November 17,2014
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Abbott
* . »
Declaration of Conformity
Certificate Identification: 7D56
Legal Manufacturer’s Name: Abbott Laboratories Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, [Hinois 60064 USA
List Numbers and GMDN
Size Code of (f d Names and Description of Devices Classification
Devices ‘ode
7D56-21 52925 Alanine Aminotransferase Self-declared

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

Authorized European
Representative (name and address)

Storage SIte.Oftechmcall 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 CL: 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 LI of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

- = / ;4/ L7
Signature: S Signature: ’;7:,7/’/,: (é&%ﬁ?@{/
VA

Full Name: Erik Muegge Fuli Name: Mark Littiefield

Position: QA Manager Ops Position: Assoc. Director Regulatory Affairs

Date cf Approval: 57"\5‘/5/—267/ 7 Date of Approval: NS 2807
Date Issued: 8)' JAL:/?' 207

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

Supersedes: _September 3,2015

Effective (Date or

Lot Number): ?"5’(://) Je 7
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Abbott
L] L]
Declaration of Conformity

Certificate ldentification: 7D8)
Legal Manufacturer’s Name: Abbott Laboratories Diagnostic Division
Legal Manufactarer’s Address: Abbott Park. lllinois 60064 USA

g;:: ggg,eb::g:??c% :;‘?g?N Names and Description of Devices Classification

7D81-21 52954 Aspartate Aminotransferase Self-declared

. Abbott GmbH & Co. KG
Authorized Furopean Max-Planck-Ring 2

Representative (name and address) 65205 Wicsbaden, Germany

Storage site of technical . . .
_documentation (name and address) | Abbott J aboratorics, 1921 Hurd Drive. Irving, Texas 75038 o
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.

v e 4

.

! .
T2 LA Ll g gnature: TR T LA 7 el

e

y;
P

Signature: L
Full Name: Thomas Creel Full Name: Mark Littlefield
Position: Director, Site QA Position: Assoc. Director Regulatory Affairs
- 7 y
Date of Approval: / oLk t- /2’/:y Date of Approval: /.S ~Cx.7 — Qe S
Date Issued: S -T2 S

v

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

Supersedes: 08-SEP-2017

Effective (Date or e .
Lot Number): G- T 20 ??




a ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
7D65

Abbott Laboratories Diagnostics Division

Abbott Park, Hlinois 60064 USA

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
7D65-21 o N
1D65-41 53030 Gamma-Gilutamyl Transferase Self-declared

Authorized European
Representative
(Name and Addrcss)

Abbott
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Storage site of technical
documentation
(Name and Address)

Abbott

1921 Hurd Drive

Irving, TX 75038

Depariment - 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 H1 of the 1VD Directive and is issued under the sole responsibility of the

manufacturer.

Signature: @’/‘d/)m WW

Signature:

Full Name:  Djana Romera IFull Name:
Position:  Site Director, Quality Assurance Position:
Date of Approval: <?..- B~ 2SS Date of Approval:

Date Issued:

e

Supersedes:  Wovember

3-20cr8

35,2014

Place Issued:

Cffective (Date or
Lot Number):

A ,ﬁ&@w

Al
Mark Littlefleld

Associate Director, Regulatory Affairs

T-3-20r5
Abbott Laboratorices
1921 Hurd Drive
Irving, TX 75038

P-3-20/5




2 ABBOTT

Declaration of Conformity

Certificate Identification: 7D58

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

7D58-2] 52941 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 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 declaration is made in accordance with Annex HI of the IVD Directive and is issucd under the sole responsibility of the

manufacturcr, “
Sivna . L
: . : ; ( . e D ’f — . i A/
Signature: O/M o7 Lo Signaturc: /ﬁéééﬁféfgfc
e
Full Name:  pjana Romero Full Name:  Mark Littleficld &
Position: ~ Site Director, Quality Assurance Position:  Associate Director, Regulatory Affairs
Date of Approval: «.F._ 3 -20/8 Date of Approval: & = 3 - Z0/5
Abbott Laboratories
Date [ssued: 4-7, 3 — ZO/-(— Place Issued: 1921 Hurd Drive

Irving, TX 75038

Effective (Date or
S des: 5 o 2 - - "
upersedes:  November 5, 2014 Lot Number): c7.__3 26787
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Abbott
. . ®
Declaration of Conformity
Certificate Identification: 7D80
Legal Manufacturer’s Name: Abbott Laboratories Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, lilinois 60064 USA
List Numbers and GMDN
Size Code of Code Names and Description of Devices Classification
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'()chhnlcari 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/L.C 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 [1 of the IVD Directive and is issued under the scle
responsibility of the manufacturer.

"

Signature: S e Signature: ;2_’»/% . /L%Z&;éi{_
L

z Pk
Full Name: Erik Muegge Full Name: Mark Littlefield
Position: QA Manager Ops Position: Assoc. Director Regulatory Affairs
Date of Approval: S - S zotl 7 Date of Approval: =227 20, 7
Date [ssued: 2)" N ~20r 7

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

Supersedes: _November {7,2014

Effective (Date or - _ -
Lot Number); b/‘ 6‘/:/7" z2ar/




@ ABBOTT

Certificate [dentification:
Legal Manufacturer’s Name:

Declaration of Conformity
7D75

Abbott Laboratories Diagnostics Division

Abbott Park, IHlinois 60064 USA

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
ID75-21 . N
7D75-31 53590 Urea Nitrogen Self-declared

Authorized Euraopean

{(Namec 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 I1I of the IVD Dircetive and is issucd under the sole rlcsp(msibility of the

manufacturer.
Signature: 74@1‘//_;;./-21—? 14

Sigrature: @W’@{ 0,)776; 1
Full Name: Mark Littleficld

Full Name:

Position:

Date of Approval:

Date Issued:

Supersedes:

Diana Romero

Site Director, Quality Assurance

P B— 2005

7- 3

November 5, 2014

—-206/5

Position:
Date of Approval:
Place Issued:

Effective (Date or
Lot Number):

Associate Director, Regulatory Affairs
-3 Z0LS
Abbott Laboratories

1921 Hurd Drive
Irving, TX 75038

-

G 2005



a ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
3L81

Abbott Laboratories

Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
2 9 _13-
‘>L81ﬂ2~. SL8I-32; 53251 Creatinine Self-declared
3181-41

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

manufacturer.

Signature:

S TACR A /(C’f’}’“"f L

Full Name:
Position:

Date of Approval:

Date [ssued:

Supersedes:  July 16,2013

November 3, 2014

SIS very

Signature:

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

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

PR
Ly - Sl i,
FE SR / okt ;‘742?:

-

é

2
Mark Littlefield A

Associate Director, Regulatory Affairs

November 5, 2014

Abbott Laborazories
1921 Hurd Drive
Irving, TX 75038

November 17,2014



& ABBOTT

Declaration of Conformity

Certificate Identification: 3P39

Legal Manufacturer’s Name:

Abbott Laboratories

Diagnostics Division

Abbott Park, lllinois 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 | Abbott

(Name and Address)

Representative | Max-Planck-Ring 2
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 medical devices described above and bearing the CE
marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament and of the
Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of the member

states.

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

manufacturer,

Signature:

Full Name:
Position:

Date of Approval:

Date Issued:

Supersedes:

@A et

Diana Romero

Site Director, Quality Assurance

November 5. 2014

o

s 2ord

Wy

December 31, 2012

Signature:
Full Name:
Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

e
L e

R T —’;//

P P A N g
e - f;

Mark Littlefield ¢

Associate Director, Regulatory Affairs

November 5, 2014

Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038

November 17, 2014




a2 ABBOTT

Declaration of Conformity

Certificate Identification: 7D73

Legal Manufacturer’s Name: Abbott Laboratories Diagnostics Division

Abbott Park, Illinois 60064 USA

List Nurbers GMDN Code Names and Description of Devices Classification
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
documentation | 1921 Hurd Drive
(Name and Address) | lrving, TX 75038

Departinent - Regulatory Aftairs

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 ol the
Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of the member
states.

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

manufacturer. 2
n@/ \ 7 /’:’ g
H o Y y J foanatire: 7 e . / .
Signature: N 4—/%* O’W Signature: /%~&674‘;ém%?2/ .
Full Name:  pyiang Romero Full Namte:  Mark Littlefield
Position:  Site Dircctor, Quality Assurance Positicn:  Associate Director, Regulatory Aftairs
Date of Approval: =3 - 2008 Date of Approval: ?’* 5 20l5
e Abbott Laboratories
Date Issued: - 3 ~ Ze&r$ Place Issued: 1921 Hurd Drive

Irving, TX 75038

Effective (Date .
ective (Date or ?.’3_'20/}

S edes:  November 5,
upersedes:  November 5, 2014 Lot Number):




2 ABBOTT

Certificate Identification:
Legal Manufacturcr’s Name:

Declaration of Conformity
7D53

Abbott Laboratories Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers GMDN Code
and Size Code
of Devices

Names and Description of Devices

Classification

7D53-23 53599

Albumin BCG

Self-declared

Authorized European
Represcentative
(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 CIE
marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament ard of the
Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of the member

states.

This declaration is made in accordance with Annex I11 of the LVD Dircctive and is issued under the sole responsibility of the

manufacturer.

Signature: "\0/&/7@1 @W{/

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

Date of Approval:  “7'— 3~ 20/5 Date of Approval:
Date Issued: <P~ 3 — zors” Place Issued:

Supersedes:  November 5, 2014

Etfective (Date or
Lot Numnber):

» / )
_ ey
Signature: 7"44/( gﬁfzz“z? .

y

Mark Littlefield

Associate Director, Regulatory Atfairs
F~3-2005

Abbott Laboratories

1921 Hurd Drive
Irving, TX 75038

-3~ 20/




& ABBOTT

Declaration of Conformity

Certificate Identification: 7D55

Legal Manufacturer’s Name: Abbott Laboratories Diagnostics Division

Abbott Park. [llinois 60064 USA

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
7D55-21 . . e T At
7D55-31 52929 Alkaline Phosphatase Self-deslared

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

Departinent - 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 CLI
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 I of the IVD Directive and is issued under the sole responsibility of the
manufacturer,
Otona 1o ey
o . Eav Pl .. L 3§ ] //“,,’J i,
Signature: N 0// L ﬁO’DMO _ Signature: Z(,z,ué’(;ﬁszz/%;ﬁﬁw
- /‘
Full Name:  piana Romero Full Name:  wyrk Littlefield ¢
Position:  Site Director, Quality Assurance Position:  Associate Director, Regulatory Atfairs
Date of Approval: ‘-7* 2~ 2075 Date of Approval Cf, Z-2075
Abbott Laboratories
Date Issued: 7, 3~2a/5 Place Issued: 1921 Hurd Drive

Irving, TX 75038

Effective (Date or —
N sedes: 6,2 : I
Supersedes: November 6, 2014 Lot Number): ? 3 2oll



a ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
2P56

Abbott Laboratories

Diagnostics Division

Abbott Park, Illinois 60064 USA

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

of Devices

2P56-21 )

2p56_il 53072 Lactate Dehydrogenase Self-declared

Authorized European

(Name and Address)

Abbott

Representative | 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:
Full Name:
Position:

Date of Approval:

Date Issued:

Supersedes:

g .y
S : ey T . -
f{_}/{j IRVARE D s Signature: f;,:/ A
= : _ A L
Diana Romero Full Name:  Mark Littlefield L
Site Director, Quality Assurance Position:  Associate Director, Regulatory Affairs

November 5, 2014

November 5, 2014

December 31, 2012

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

November 5, 2014
Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038

November 17, 2014




Declaration of Conformity

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

7D62

Abbott Laboratories Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers and GMDN

Size Code of ("’i)de Names and Description of Devices Classification
Devices ’

7D62-21 53362 Cholesterol Self-declared

Authorized European
Representative (name and address)

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wicsbaden, 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 bezring
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.
This declaration is made in accordance with Annex ITI of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: gt e Signature:
Full Name: Erik Muegge Full Name:
Position: Position:

Date of Approval:

QA Manager Ops

g)'— 'j‘ﬁ”’f =

2 7 Date of Approval:

Date Issued:

Place Issued:

Supersedes:

Eftective (Date or
Lot Number):

-

“

%«{aﬁzﬁéfi

«

Mark Littlefield
Assoc. Director Regulatory Affairs
PO e 7 PR
[)/'/’ S E/ AL /
- -
= SEF ~2017
Abbott Laboratorics

1921 Hurd Drive
Irving, TX 75038

9-3-2015

F=S£77- 2007




Declaration of Conformity

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

D74

Abbott Laboratories Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers and GMDN
Size Code of y Names and Description of Devices Classification
. Code
Devices
| 7D74-21 53462 Triglyceride Self-declared

Authorized European
Representative (name and address)

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

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.

Sigralure: _7"}_ _:; );;;M:
Full Name: Erik Muegge
Position: QA Manager Ops

Date of Approval:

T -SEL-Z017

_____ — Signature:
Full Name:

Position:

Date of Approval:

Date Issued:

Place Issued:

Supersedes:

Cftective (Date or
Lot Number):

g 2
L

Mark Littlefield
Assoc. Director Regulatory Affairs
S SELZ007
S-S 200 7

Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038

9-3-2015

PSE-200 T
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@ ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
3L.79

Abbott Laboratories

Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers GMDN Code Names and Description of Devices (Classification
and Size Code
of Devices
31.79-21:3L79-31; .
/ 3L7;-4] ‘ 45789 Calcium 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 I11 of the IVD Directive and is issued under the sole responsibility of the

manufacturer,

Signature:
Full Name:
Position:

Date of Approval:

Date [ssued:

Supersedes:

QUG o

Diana Romero

Site Director. Qual

November 5, 2014

/-5 2ery

December 31,2012

MO
Full Name:
ity Assurance Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

Signature: -

Mark Littlefield ¢

Associate Director, Regulatory Affairs

November 5, 2014

Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038

November 17, 2014




= ABBOTT

Declaration of Conformity

Certificate Identification: 3El6

Legal Manufacturer’s Name: Abbott Laboratories Diagnostics Division
g g

Abbott Park, Illinois 60064 USA

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

of Devices

3E16-02 53109 Lipase Calibrator ‘ Sclf-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 declaration is made in accordance with Annex I of the IVD Directive and is issued under the sole responsibility of the

manufacturer. e ’
; , S / 7,5
Signature: @Q”WL @09’)@%0 Signature: % ’ ;;;,./é mﬁ%é;/
Full Name: pyigna Romero Full Name:  aapk Littletield
Position:  Site Director, Quality Assurance Position:  Associate Director, Regulatory Affairs
Date of Approval: <? -3-2015 Date of Approval: =3 ~2015
Abbott Laboratories
Date Issued: cf. 3-z28/8 Place Issued: 1921 Hurd Drive

Irving, TX 75038
Effective (Date or

Lot Number): 7‘3 - 20 v S"

Supersedes:  November 3, 2014




@ ABBOTT

Declaration of Conformity

Certificate Identification: 1E65

Legal Manufacturer’s Name: 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 | 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 declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole responsibility of the
manufacturer. e

Y ) ;
e o tomire__ signanse: "L L e

- ——— - 2

Signature:

Full Name:  pjana Romero Full Name:  Mark Littleficld

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

Date of Approval:  November <, 2014 Date of Approval:  November 5, 2014
Abbortt Laboratories

November 5, 2014 Place Issued: 1921 Hurd Drive

Date Issued:
Irving, TX 75038

Effective (Date or

sedes: 201 love 7,2
Supersedes: March 6, 2014 Lot Number): November 17, 2014



2 ABBOTT

Certificate ldentification:
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
SP56-01 53356 Lipid Multiconstituent Calibrator Self-declared

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

Storage site of technical

(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 I1I of the IVD Directive and is issued under the sole responsibility of the

manufacturer.

Signature:

Full Name:
Position:

Date of Approval:

Date Issued:

Supersedes:

G

Diana Romero

Site Director, Quality Assurance

November 5. 2014

January 30, 2014

L,

Y
i"“f’” N
KV e

Full Name:
Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

o
¢ o & -
oy 2.
3 A J’;.-7 / i oot A sl e s §
Signature: /b‘f «zc{{{ ,x:i{ifz@‘ﬁ}&__
. : ;

Mark Littlefield 1

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
oD29

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

(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:
Full Name:
Position:

Date of Approval:

Date Issued:

Supersedes:

A " )
PJ/CL) (V. /)C/ INEAE

Diana Romero

Site Director, Quality Assurance

-11- 2015
(p—1/ =0/

March 28,2013

Full Name:
Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

Signature: W %é?

Mark Littlefield

Associate Director, Regulatory Affairs
6-/l-2008

Abbott Laboratories

1921 Hurd Drive
Irving, TX 75038

&-rt-2.005"




3 ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
6KO01

Abbott Laboratories

Diagnostics Division

Abbott Park, Illinois 60064 USA

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

s j‘(

€
o o p
T g >
o A R S

Lo

Associate Director, Regulatory Affairs

states.
This declaration is made in accordance with Annex Il of the IVD Directive and is issued under the sole responsibility of the
manufacturer. e,
\} . ) . L
. 2 Y P A ) -,
Signature: fw( 7/ A ( t/ / bl . Signature: 73 - e ﬁ.’:
Full Name:  pjana Romero Full Name:  fark Littlefield
Position: ~ Site Director, Quality Assurance Position:
Date of Approval:  November 5. 2014 Date of Approval:  November 5. 2014

Date Issued:

Supersedes:  December 11, 2006

e TP
f/x S 07 {/

Abbott Laboratories

1921 Hurd Drive
Irving, TX 75038

Place Issued:

Effective (Date or
Lot Number):

November 17, 2014



3 ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
9D31

Abbott Laboratories Diagnostics Division

Abbott Park, llinois 60064 USA

List Numbers
and Size Code
of Devices

GMDN Code

Names and Description of Devices

Classification

9D31-20

58236

Alkaline Wash

Selt-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 I11 of the 1VD Directive and is issued under the sole responsibility of the

manufacturer.

Signature

Full Name:
Position:

Date of Approval:

Date lssued:

Supersedes:

- Do ﬁaw/zo

Diana Romero

Site Director, Quality Assurance

5-97-230l5
5-08-20/5

March 28, 2013

Full Name:
Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

!
7
Signature: %ﬁzéﬁ

i

Mark Littlefield ‘

Associate Director, Regulatory Affairs
S-23-20/5

Abbott Laboratories

1621 Hurd Drive
Irving, TX 75038

G-28- 20ls




= ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
72

Abbott Laboratories Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
1J72-20 59058 Detergent A 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 1IT of the IVD Directive and is issued under the sole responsibility of the

manufacturer.

Signature: O/ ama @)WMO

Full Name:  Diana Romero Full Name:
Position:  Site Director, Quality Assurance Position:
Date of Approval: 5“9 5/ 940/5 Date of Approval:

Date Issued:

Supersedes:  March 28, 2013

5- 937" M/S Place Issued:

Effective (Date or
Lot Number):

Signature: ;@% Ziﬁé

Mark Littlefield

Associate Director, Regulatory Affairs
G-28- Zo/s

Abbott Laboratories

1921 Hurd Drive
frving, TX 75038

$-28-20/85"

7




3 ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
2194

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

(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 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 Parliarnent 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 VD Directive and is issued under the sole responsibility of the

manufacturer.

Signature:
Full Name:
Position:

Date of Approval:
Date Issued:

Supersedes:

b Pomeno

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):

Yy
Signature: Z%Zéz/j ’ //,

Mark Littlefield &
Associate Director, Regulatory Affairs

December 4, 2014

Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038

December 4, 2014




32 ABBOTT

Certificate Identification:
Legal Manufacturer’s Name:

Declaration of Conformity
4P52

Abbott Laboratories

Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
4p52-21 61010 Hemoglobin Alc Self-declared
4p52-02 53315 Hemoglobin Alc Calibrators Self-declared
4P52-10 44435 Hemoglobin Alc Controls 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 111 of the IVD Directive and is issued under the sole responsibility of the

manufacturer.

Signature:
Full Name:
Position:

Date of Approval:

Date [ssued:

Supersedes:

(f)‘( (£ oo |

:;5\2:'1‘}1‘:’1"&4:?’

D

Diana Romero

Site Director, Quality Assurance

November 5, 2014
S-S

March 6, 2014

2C1Yy

Full Name:
Position:

Date of Approval:

Place Issued:

Effective {Date or
Lot Number):

Signature: -

e

. )
- Tt

o .
s il T
i ,»'Mé:i.f‘.fz‘z»i‘zfi'r""‘ e
) - (a‘
4

Mark Littlefield

Associate Director, Regulatory Affairs

November 5, 2014

Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038

November 17,2014




3 ABBOTT

Certificate 1dentification:
Legal Manufacturer’s Name:

Declaration of Conformity

3K33

Abbott Laboratories

Diagnostics Division

Abbott Park, Illinois 60064 USA

List Numbers
and Size Code
of Devices

GMDN Code

Names and Description of Devices

Classification

3K33-21

30169

Ultra HDL

Self-daclared

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 [11 of the IVD Directive and is issued under the sole responsibility of the

manufacturer.

Signature:

Full Name:
Position:

Date of Approval:

Date Issued:

Supersedes:

"

D
ST L (DL

i j}{,t 7 IS

Diana Romero

Site Director, Quality Assurance

November 5. 2014

November 5, 2014

April 4, 2013

B

Full Name:
Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

Signature: ,}/’/Zfiﬁ%;x,fﬁ@ R

o~

Mark Littlefield

Associate Director, Regulatory Affairs

November 5, 2014
Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038

November 17, 2014




DIAGNBSTICS

SCKISU

DECLARATION OF CONFORMITY

Manufacturer: Sekisui Diagnostics P.E 1. Inc
70 Watts Avenue Charlottetown
Prince Edward Island
C1E 2B9
Canada

Eurcpean Representative: MDSS GmbH
Schiffgraben 41

30175 Hannover

Germany
Product: Direct LDL.
Catalogue Number 1£31-20
GMDN Code: 53395
Classification: General IVD

Conformity Assessment Route:  Annex . self-certified

We hereby declare that the above-mentioned products meet the provisions of the Council
Directive 93/79EC for in vitro diagnostic medical devices. All supporting documents are

held by the manufacturer.

Place of issue; Prince Edward Island, Canada

e T
R A

Signature: SRR, ‘.
Penny Whie Date
Senior Manager Regulatory Affairs

Sekisui Diagnostics PEI Inc.

Sekisui Diagnostics P.EL inc.




FI Abbott

Declanation of Conformity |
Certificate Identification: ARCH Sy§ Acc LC IRIS V4
Legal Manufacturer’s Name: Abbott Laporatories !
Diagnostigs Division :
Abbott Patk, 1L 60064 USA

Legal Manufacturer’s Address:

List Numbers
and Size Code

GMDN Code N

hmes and Description of Devices

Classification

of Devices
4D18-03 56701 ARCHITECT|Septum Self-declared
4D19-01 56701 ARCHITECT| Replacement Caps || Self-declared
7C14-01 56676 ARCHITECT| Sample Cups || Self-declared
7C15-02 56676 ARCHITECT|Reaction Vessels || Self-declared
7C15-03 56676 ARCHITECT|Reaction Vessels || Self-declared
Authorized European | Abbott Gmbl| & Co. KG ‘

(Name and Address)

Max-Planck-§
65205 Wiesb

Representative

ing-2
den, Germany

Storage site of technical

(Name and Address)

Abbott Labor
Diagnostics [J
Abbott Park,

documentation

tories
ivision
L 60064 USA

Harmonized Standards

Listed in the ]

[echnical Documentation

We, the undersigned, hereby declare that the in vitro d
conform with the applicable provisions of the EC Dire
1998 on In Vitro Diagnostic Medical Devices as they
This declaration is made in accordance with Annex

manufacturer,

Signature;

Full Name:

Posttion:

Date of Approval:

Date Issued:

Supersedes:

L L —
//ZCUZP rioa Da e

Full Name:

wogzc\

’(“:t)r

Position:

N,
Oife QDuals f/. Dir

Date of Approval:

5/%/ 20/

e .
we K - — 4
O WA S PR A LY

Place Issued:

et

02 June 2015

Effective (Date or

Lot Number):

i i
. oA\ :
Signature: \\ SO

agnostic medical devices described above and bearing the CE marking,
ttive 98/79/EC of the European Parliament and of the Council of 27 Cctober
re transposed into the laws of the member states.

!

[11 of the IVD Directive and is issued under the sole responsibility of the

RPN
LU

T T—

L
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standards Applied: See attached list of standards for which documented evidence cf
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/€C.

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

f (/ ' é &“ 2;( 4_—_2 n/‘_‘f_‘_
Bernd Ffass , Head of Quality and Regulatory Affairs Date
Tedhne-path Manufacturing Ltd.

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

Standard Title
EN ISO 15223-1:2012 Symbols for use in the labelling of medical devices
1SO 13485:2012 + AC:2012 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
i ~_ vitro diagnostic reagents i
EN 13975:2003 sampling procedures used for acceptance testing of in in
3 o vitro diagnostic medical devices — statistical aspects
EN ISO 14971:2012 Medica! devices — Application of risk management to
. medical devices o o
ENISO 18113-1:2011 In vitro diagnostic medical devices — information supplied

by the manufacturer (labelling) - Part 1: Terms, definitions |

and general requirements _ 1

EN ISO 18113-2:2011 In vitro diagnostic medical devices — Information supplied

by the manufacturer (labelling) — Part 2: In vitro diagnostic

o reagents for professional use . !

EN 13640:2004 Stability Testing of In vitro diagnostic reagents i
DC003 Rev 08 Issue Date: 24" Jan 2014

TELHIUSpdU IVIGHUIauLUnE L,

Fort Henry Business Park,

Ballina,

Co. Tipperary,

Ireland
Product(s):

Product Name Catalogue Number
Multichem S Plus (Unassayed) 05P79-10
Muitichem S Plus (Unassayed) 05P79-11
Multichem S Plus (Unassayed) 05P79-12
Muitichem S Plus CH100CRP
Multichem S Plus CH101CRP
Multichem S Plus CH102CRP
Multichem S Plus CH103CRP
Multichem S Plus (Assayed) 05P78-10
Multichem S Plus (Assayed) 05P78-11
Multichem S Plus (Assayed) 05P78-12
Multichem S Plus {Unassayed) CH110CRP.05
Multichem S Plus {Unassayed) CH111CRP.05
Multichem S Plus {(Unassayed) CH112CRP.0S
Multichem S Plus (Unassayed) CH113CRP.05
Multichem S Plus CH100PLA
Multichem S Pius CH101PLA
Multichem S Plus CH102PLA
Multichem S Plus CH103PLA
Multichem S Plus (Assayed) CH110PLA.OS
Muitichem S Plus (Assayed) CH111PLA.0OS
Multichem S Plus (Assayed) CH112PLA.OS
Multichem S Plus (Assayed) CH113PLA.OS

DCVO3 Rev 08 Issue Date: 24™ Jan 2014
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