— | Abbott

Declaration of Conformity

!
Certificate Identiﬁc"ta:tion:
Legal Manufacturer’s Name:
Legal Manufacturer's Address:

o
DoC-6C32/7P24-All DELK L

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

| List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices | |
6C32-20 48331 ARCHITECT HBeAg Reagent Kit (4x100 Tests) | Annex II List A |
6C32-25 [ 48331 ARCHITECT HBeAg Reagent Kit (1x100 Tcstsb Annex Il List A |
6C32-27 48331 ARCHITECT HBeAg Reagent Kit (1100 Tests) | Annex Il List A I
6C32-37 48331 ARCHITECT HBeAg Reagent Kit (1x500 Tests) | Annex If List A
6C32-01 \ 42007 ARCHITECT HBeAg Calibrators Annex IT List A
6C32-10 | 42008 ARCHITECT HBeAg Controls Annex 11 List A
7P24-01 42007 ARCHITECT HBeAg Quantitative Calibrators Annex II List A
TP24-10 42008 ARCHITECT HBeAg Quantitative Controls Annex [I List A

Authorized Europeqn

N/A

Notified Body (name and address)

LRQA Limited, 1 Trinity Park, Bickenhill Lane Birmingham B37
7ES, United Kingdom

TUV SUD Product Service GmbH, Rldlerstfaﬁe 65, 80339 Munich,
Germany |

Notified Body numb}er
|

LRQA:0088 |
TUV SUD:; 0123

Approval Certificate No.

LRQA: 0088/0964174/00035 |
TUV SUD: V7 010051 0120

Storage site of technical
documentation (name and address)

Abbott GmbH & Co. KG, Max-Planck- ng 2, 6520< Wiesbaden,
Germany !

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro d1agnostzc medical devwes descrlbed above
and bearing the CE \markmg, 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 Vltﬁo D;agnostlc Medical
Devices as they are‘transposed into the laws of the member states. ‘

This declaration is made in accordance with Annex IV of the IVD Directive and is lshued under the sole

responsibility of the marrlufacturer

s !

T 7
|

) -
!/ [ /

Signature: ‘\_.J‘u kL":‘-‘Ll._,-[,. oL Signature: _z}_l‘fy/__'},_'l Lo l/{( i) oA
Full Name: | Dr. Herbert Hartmann Full Name: *éusanne U]r:ich
Position: Manager Quality Systems  Position: Senior Manager Regulatory Affairs

| ! N

) e P

Date of Approval: / /( 3 08T 23 Date of Approval: £9 ;’i ,-‘{’ oJ [ )

\
Date Issued: /// / "%/ Place Issued: 65205 Wiesb‘aden Germany

|

Effective (Date or .

Supersedes: 27-Feb-2018 Lot Nuinber): chf J/;@/z/ A




Abbott

Declaration of Conformity

Certificate Identification:

Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

DoC-6C34-A1l DELK 2

Abbott GmbH & Co. KG i

Max-Planck-Ring 2, 65205 Wiesbadén, Germany

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

6C34-20 48348 ARCHITECT Anti-HBe Reagent Kit (4x1 OQ Tests) Annex II List A
6C34-25 48348 ARCHITECT Anti-HBe Reagent Kit (1x100 Tests) | Annex I1 List A
6C34-35 48348 ARCHITECT Anti-HBe Reagent Kit (1x500 Tests) Annex 11 List A
6C34-01 30871 ARCHITECT Anti-HBe Calibrator Annex Il List A
6C34-10 31014 ARCHITECT Anti-HBe Controls Annex Il List A _]

Authorized European

address)

Representative (name and

N/A

Notified Body (name and address)

United Kingdom

LRQA Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES,

TUV SUD Product Service GmbH, RidlerstraBe 65, 80339 Munich, Germany

Notified Body number

LRQA:0088
TUV SUD: 0123

Approval Certificate No.

LRQA: 0088/0964174/00036
TUV SUD: V7 010051 0124

address)

Storage site of technical
documentation (name and

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

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 98/7%/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. oo

This declaration is made in accordance with Annex IV of the IVD Directfive and is issued under the sole

responsibility of the manufacturer,

i ({' e
Signature: &{!!0‘: LA Signature: A Exbasé o~
: y
Full Name: Dr. Herbert Hartmann Full Name: $usanne Ulrich
. ! . | Senior Manager Regulatory
Position: i Manager Quality Systems Position:  Affairs
. | /AR AT ‘ ) A )
Date of Apprq‘val: [/ A03~2 L:} Date of Approval; . '/ /. T
1 : -
! ! =l > i |
| Date Issued: ! ‘wyﬁ/ //jf’(,fr / o e A
; 3 1 7 7
| ]
| Place Issued: 65205 Wiesbaden, Germany
Supersedes: ﬂ9~Apr-20 16

?
|
Effective (Date or -

Lot Number): | IS} C/ ,/}“yﬂ,/ o




a Abbott

Declaratton of Conformtty
e EerTiieAte TR tHTA T ATDD 7R

Legat Manufacturer's Name: Abbott [reland Dmgnostics Division
Legal Magulaetarer's Address: Fiaiskliis Business Park
Slipo
Ireland
List Numbers GMDN Code Names.and Deseription of Devides Classification
and Size Code | |
of Deviees e e [ s = )
TK68-22 30288 ARCIHTECT CEA Reagent Seif-declared
TK68-27 30288 ARCHITECT CEA Reagent o Self-declared
TR G532 30288 ARCHITECT CEA Reagent Self-declared
TKG68-35 30288 ARCHITECT CEA Reagent Self-declared
TRG68-02 38174 ARCHITECT CEA Catibrators Selfedeclared
TR6G12 38173 ARCHITECT CIEA Controls Self-declared

Authorized European | N/A
Representafive
(Name aud Address)

Storage site of technical | Abbott Ireland Diagnostics Division, Finisklin Businkss Park, Sliga, County Sligo. Ireland.
documentation 1
(Nsime and Address) Department: Regulatory Affairs, \

Harmonized Standarids | 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 Dircctive 98/79/EC pf the European Parliament and of the

Council of 27 October 1998 on In Vitre Diagnostic Medical Devices as they axd transposed into the laws of the member

stales, |
This declaration is thade in accordance with Annex 111 of the I'VD {hrective and is Tmed under the sole responsibility of (he

manufacturer, :
Signature: ol O SR, il Signature /! i ("L ey e
|

Fufl Name: l_ﬁ'Niail Pheakert Fult Name; _|_Lorraine Whitney
Position:  'Quality Manager Position]  Senior Manager Reculatory Ao
| Y & B g ¥
|
Date of Approval: | 4 Tl (ke Date of /\pprmf’ih TR ‘ 2oy
— ‘ Lttt -
Date Isswed: | fy§ yoq0 4 Place |ssu&di‘ ATDD Sligo
Supersedes; i_m.BO Nov2009 BifeetivEllngte oy (4 ju &

ot Lol Numbcr)i}



H Abbott

Certificate Identification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

Declaration of Conformity

02K45 LC RIS V4
Abbott Laboratories I
Diagnostics Division L
Abbott Park, 1L 60064 USA

List Numbers
and Size Code
of Devices

GMDN Code

Names and Description of Devices Classification

2K45-20
2K45-23
2K435-23
2K45-28
2K45-35
2K45-38

54588

ARCHITECT CA 125 11 Reagent Kit Self-declared

2K45-01

38231

ARCHITECT CA 125 II Calibrators Self-declared

2K45-10

38230

Self-deciared

ARCHITECT CA 125 H Controls

Authorized European

(Name 2nd Address)

Representative

Abbott GmbH & Co. KG
Max-Planck-Ring-2
65203 Wiesbaden, Germany

Storage site of technical

{Name and Address)

documentation

Fujirebic Diagnostics, Incorporated
201 Great Valley Parkway
Malvern, PA 19355, USA |

Fujirebie Diagnostics, Inc.
Seguin, TX 781355, USA

Harmonized Standards

Listed in the Technical Documentation \

We, the undersigned, hereby declare that the-in vitro diagnostic medical devices described above|and bearing the CE marking,
conform with the applicable provisions of the EC Directive 98/79/EC of the European Parhzf nent and of the Council of 27 Qctober
1998 on [n Vitro Diagnostic Medical Devices as they ar¢ transposed into the laws of the meﬁnber\qmes

This declaration is made in aceordance with Annex III of the IVD Directive and is ISsu;‘d under the sole responsibility of the

manufacturer.

Signature:

Full Name:
Position:
Date of Approval:

Date Issued:

Supersedes:

(Zf"//zfg/&m Ao swn\\ B
g‘f g, wcf{/{ W{ L-f’/ /]ﬁ/} Full Name: P
Quality Manager Position:
ﬁf?f / (Qﬂ/ﬁm i Date of Approval:
. . V,D ;/6%\:’
_._-i./_'{_‘-‘z K/2015 Place Issued: Q:%"D Usﬁ“?:

February 28, 2012

Effective (Date or
Lot Number):

| ",}/.;; gm{; % jf.

—_



Declaration of Conformity

Certificate Identification: DoC-2K91-SD DELK TPM

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

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

List Numbers and GMDN ; s . ; ‘
Size Code of Devices Code Names and Description of Devices Classification
2K91-24 60976 ARCHITECT CA 19-9 Reagent Kit Self-declared
2K91-32 60976 ARCHITECT CA 19-9y; Reagent Kit Self-declared
2K91-39 60976 ARCHITECT CA 19-9 xz Reagent Kit Sclf»declarod
2K91-03 38225 ARCHITECT CA 19-9 g Calibrators Self-declared
2K91-12 38224 ARCHITECT CA 19-9 yz Controls Self-declared
Authorized European N/A

Representative (name and address) ‘

Storage site of technical Fujirebio Diagnostics, Inc., 201 Great Valley Parkway, Malvern, Pennsylvania
documentation (name and address) | 19355, USA. |
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices desEribed above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98:’?91’EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devwes as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex 11 of the FVD Directive and is issuéd under the sole
responsibility of the manufacturer. 1

L 1 | x; /
Signature: ( . Zéf/c_[\ Signature: H b (L eV

Full Name: Clandia Becker Full Name: Susanne Ulrich
Position: Manager Quality Position; Senior Munager Regulatory Affairs
Date of Approval; M e So46 Date of Approval: /(- [ Zee / //\! (.
Date Issued: i .r"-i:'Jf' L XII l i
Place Issued: 65205 Wiesbaden, Germany
Supersedes: Not applicable
Effective (Date or

s T
Lot Number): 7€ Y e ,’j T




aAbbott

Declaration of Conformity

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

DOC-1P65-SD DLK OEM -

Abbott GmbH & Co. KG | |

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

Classification

List Numbers GMDN Code Names and Description of Dé‘vices
and Size Code ‘
of Devices
1P65-35 61080 ARCHITECT Anti-CCP Reagent Klt Self-declared
(1x500 Tests)
1P65-25 61080 ARCHITECT Anti-CCP Reagent Klt Self-declared
(1x100 Tests) ‘
1P65-10 54899 ARCHITECT Anti-CCP Controls Self-decla redg‘
1P65-01 54898 ARCHITECT Anti-CCP Calibrators Self-declared

Authorized European
Representative (name and address)

N/A

Storage of technical documentation
(name and address)

Axis-Shield Diagnostics Ltd, Luna Pidce, T[he Technology Park,

Dundee DD2 1XA, Scotland

Harmonized Standards

Listed in the Technical Documentation

| |
We, the undersigned, hereby declare that the in vitro diagnostic mcdi(.a' devices described above

and bearing the CE marking, conform with the applicable provisions o
of the European Parliament and of the Council of 27 October 1998 on [

Devices as they are transposed into t

he laws of the member states. 1 |

flthe FC Directive 98/79/EC
Vltro Diagnostic Medical

This declaration is made in accordance with Annex III of the 1VD Directlvb and is issued under the sole

responsibility of the manufacturer,

L’?\

%

|
Senior Manager Regulatory

a8

Signature; ng‘\,m(f\ Signature: AR R

Full Name: Chrlstlain Briimer Full Name: Susanne Ulrich

Position: Manager Quality Position:
Affairs, Site Operations,
Germany

Date of Approval: Ol ')'1 0N " 20/6 Date of Approval: ;| / Lo ;”

£
{i=h

Date Issued:

03/ M(,"fch/ 20/6.

Place Issued:
Supersedes: 17 Nov 2014

Effective (Date or
Lot Number):

65205 Wiesbaden, Germany

03/ Mocch /206



if,:'l Albott

Certificate Identification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

Declaration of Conformity
IRIS V4

03L33 LC

Abbott Laboratories
Diagnostics Division

Abbott Park, IL 60064 USA

LisgNumbsrs GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
3L53-25 54130 ARCHITECT C-Peptide Reagent Kit Self-declared
3L53-01 41836 ARCHITECT C-Peptide Calibrators Self-declared
3L53-10 41837 ARCHITECT C-Peptide Controls Self-declared

Authorized European

Abbott GmbH & Co. KG

Representative | Max-Planck-Ring-2
(Name and Address) | 65205 Wiesbaden, Germany
Storage site of technical | Biokit S. A., 08186 Llica d”Amunt, |
documentation | Barcelona, Spain i
(Name and Address)

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices deseribed aboveland bearing the CE marking,
conform with the applicable provisions of the EC Directive 98/79/EC of the European Parlidment and of the Council of 27 Octaber
1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of the mefnber states,

This declaration is made in accordance with Annex {I1 of the IVD Directive and is issu}ed urirder the sole responsibility of the

manufacturer,
f? 4 J'r'!l ! .? = ,’ 7
e ,-{ﬂ /; 7, (.,"—r/ Ar / i A g s -
Signature: (_/, .:Zi:::xéf ‘/‘/f./ ‘/_{'L tum’im/ A& Signature:
3 / A ;
Senlse Ll
Full Name: fonde £t g{ Full Name:
Position:  Quality Manager Position:
Date of Approval: (f/“’//:?f/f] Date of Approval:

b/ ?/a@;«‘i’“

Date Issued:

Supersedss:  August 8, 2012

Place [ssued:

Effective (Date or
Lot Number):

Regulatory Affairs Manager

=

Abbott Laboratories
Diagnostics Division

Abbott Park, 1L 60064 USA
|

1{?;?/%7/9&5«.“



m Abbott

Certificate Identification:
Legal Manufactarer’s Name:

Declaration of Conformity
IRIS V2

02K46 L.C

Abbott Laboratories
Diagnostics Division

Legal Manufacturer’s Address: Abbott Park, 1L 60064 USA 5
List Numbers GMDN Code Names and Description of Dievices Classification
and Size Code
of Devices
2K46-20 58728 ARCHITECT Anti-Tg Reagent Kit Self-declared
2K46-25
2K46-01 55199 ARCHITECT Anti-Tg Calibrators Self-declared
2K46-10 55200 ARCHITECT Anti-Tg Controls Self-declared

Autharized European
Representative (name and address)

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

Storage site of techuieal
documentation (name and address)

Fisher Diagnostics

a division of Fisher Scientific Company LLC
a part of Thermo Fisher Scientific Inc.

83635 Valley Pike, Middletown, VA 22645-1903

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 [n Vitro Diagnostic Medical Devices as they are transposed into the laws of the member states.

This deciaration is made in accordance with Annex 111 of the [VD Directive and is issued under the sole responsibility l)f the

manufaciurer,

Signature:

Full Name: M‘,;.

Position:  Quality Mfmagt.r

Date of Approval:

Sy fao/s

[Date Issued:

AL gaTaby

Supersedes; May 23, 2005

Signature:
Full Name:

Position:

Date of Approval: §

Place Issucd

Effective (Date or
Lot Number):

&ﬂ PRARTIVS Mﬂw

Regulbtbry Affairs Manager



E} ARBOTT

Declaration of Conformity’

Certificate Identification:
Legal Manulacturer’s Nante:
Legal Manufacturer's Address:

01P74

Abboti [reland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code : |
of Devices |
s 60982 ARCHITECT Folate Reagent Kit Self-declared
4.3¢
{P74-40 54435 ARCHITECT Folate RBC Lysis Di;luenq} Self-deelared
197450 58208 ARCHITECT Folate Manual Dilueht Self-dectared
1P74-01 41931 ARCHITECT Folate Calibrators Self-deckared
1P74-10 41932 ARCHITECT Folate Controls Self-declared
3P21-60 54455 Folate Lysis Reagent Self-declared

Autborized European
Representative (name and address)

N/A

Storage site of technical
documentation {name and address)

Abbott Ireland Diagnostics Division, Lignamuck, Longford, Co.

Longford, Treland. |

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medica
bearing the CE marking, conform with the applicable provisions of the
Euvropean 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 Arnex 11 of the IVD E)irecti}"e and is issued under the sole
responsibility of the manufacturer,

Signature; ,g t._d% e ;gt-\/

Full Name:

|
i
|
Signature;

Siebhan Wright

Position:

Date of

Quality Manager

DA-gaN - 1S

Approval:

Date

'{'s fz _SJ‘J f I,;' { ;}

Fuil Name:
Position:

Date of
Approval: !

Place Issued

Issued:

Supersedes

Zi S

Effective (Lot ‘

Loreaipe “f hitney
Senior Manager Regulatory Affairs

O 7 2 ey

[

number or date) ... D GAe i

| devices described above and
EC Dircctive 98/79/EC of the

’{0“‘4 L _sf:f?«:s« 4 ity

Abbott Ireland Diagnostics Division,
Lisnamuck, }l.,ongford. Co. Longford, Ireland,




Certificate Identification:

Declaration of Conformity

TK59

Legal Manufacturer’s Name;

Abbott [reland Diagnostics Division

Legal Manufacturer’s Address:

Lisnamuck, Longford

Co. Longford

freland

List Numbers CMBN Code
and Size Code

of Devices

Classification

Names and Description of l)cvice‘§

TK59-20
7K59-25
7K59-30
7K 59.35

61078

ARCHITECT Ferritin Reagent Kit

Self-declared

TK59-01 41927

ARCHITECT Ferritin Calibrators

Seif-declared

7K59-10 41928

ARCHITECT Ferritin Controls

Self-declared

FAuthorized European Representative ‘
(Name and Address)

N/A

Storage of site technical
documentation (Name and Address)

Abbotl Ireland Diagnostics Division, LisruxrnucM Longford, Co. Longford, Treland.

Department: Regulatory Affairs |

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical dev
ith the applicable provisions of the EC
ober 1998 on In Vitro Diagnostic Medi

CE marking, conform w
of the Council of 27 Oct
the member states.

This declaration is made in accord
(e manufacturer,

ices described above and bearing the
Directive 98/79/EC of the European Parliament and
cal Devices as they are transposed into the laws of

ance with Ausiex 11 of the 1VD Birective and is issued under the sole responsibility of

P
N l§ -~ & ‘ j’/
Signature }{” Wil T Zitn Signature: | //‘(, Bothon e
Full Name: Kmifin Callaghan D Full Name: l.,iorrai;pe Whitney
Position; Qusility Manager Position; R}cgulﬁatory Affairs Manager
| } |
Date of e . " | Ls . o
Approval:  —— s 3-»‘\;% e Date of Approval; el B P
| 3 [
1 ‘ ) v Abbott Ireland Diagnostics Division.
Date Issued: LS ha Y 20( 1 Place lssued: Lisnamuck, Longford, Ca. Longford.
| lrglanq
Sunersedes: DY Hined 2ot Effective (Date or DS gl >0
Supu'&'ede:" ‘gm_ia_f_.%_ui - Lot Nllﬂlbﬁl'}: — o b ‘:’:} = ,{» _




afbbou

Certificate Identificntion:

Declaration of Conformity
TK59

Legal Manufacturer’s Name:

I
Abbott Ireland Diagnostics Division !

Legal Manufactarer’s Address:
|

Lisnaniick, Longford |

Co. Longford

treland

List Numbers GMDN Cade
and Size Code

of Devices

Names and Description of Devices Classification

7TK59-20
7K 59-25
TKS$9-30
7K59-35

61078

ARCHITECT Ferritin Reagent Kit

Seif-declared

7K59-01 41927

ARCHITECT Ferritin Calibrators

41928

‘lKS‘)-I()

ARCHITECT Ferritin Controls

Setf-declared

Authorized European Representative
(Name and Address)

N/A

Storage of site technical
documentation (Name and Address)

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

Self-declared ‘
Department: Regulatory Affairs

L

Harmoenized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above
with the applicable provisions of the EC Directive 98/79/EC of the
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they

CE marking, conforn)

the member states. |

This declaration is made
the manufacturer,

/ s
1 ,‘ - {/ p :‘:j\

Signature;

Full Name: g oviq Callaghan

Position:  Quality Manager
Date of 75 e
Approval; st EER
3

\

Date Issued:

in accordance with Annex ill of the

ot

and bearing the
European Parliament and
are transposed into the laws of

IVD Directive and is S#snne# under the sole responsibility of

Signature: ,f;. o
“ull Name: ’ .
} Full Name Lorraine Whitney

Position: Regulatory Affairs Manager
‘ R

o e

- S 1

7 Zeck

Date of Approval;

Abbott|Ireland Diagnostics Division.
Place Issued: ‘ ‘

Supersedes: Ql

\
25wy 2002

‘g& ) f%—m }}m if Effective (Date or

L-i‘Snam;uck, Longford, Co. Longford,
Irgland;

? S ve Do
Lot Number): — - A




Declaration of Conformity

DOC-8K27-SD-DLK-OEM
Abbott GmbH & Co. KG
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

Certificate Identification:

Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

List Numbers ‘
and Size Code GMDN Code Names and Description of Devices Classification
of Devices . N
8K27-20 54139 ARCHITECT DHEA-S Reagent Kit (4x 100 Tests) Self-declared
8K27-25 54139 ARCHITECT DHEA-S Reagent Kit (| xlOd Tests) Self-declared
8K27-10 54141 ARCHITECT DHEA-S Controls Self-declared
8K27-01 54140 ARCHITECT DHEA-S Calibrators Self-declared
Authorized Enropean N/A |
Representative (name and address) |
Storage of technical documentation | BIOKIT, S.A., Can Malg, s/n, 08186 Lii¢a d’ Amunt, Barcelona-Spain
(name and address) ) -
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devfces 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 Vlt;o 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 Dlrectw% and is issued under the sole
responsibility of the mairufacturer. \

7 7
%ﬂé . / / y 4]
U0 e (__f 45 2N

Signature: - v ,?‘*i\ Signature: &

Full Name: Dr. Holger Kost ! ! Full Name: Qﬂs;lnpe Ulrich

Position: Head of Quality Position: Senior Manager Reguiatory
Affairs Site Oper:ig}ions Germany

Date of Approval: QGAQ ~ AA- (2/1 Date of Approval: Y2/ A S owr [ L 1T

Date Issued: A01F=-T71-27
Place Issued: 65205 W1eshaden, Germany
Supersedes: 23 Sep|2015

Effective (Date or {,, P \, ,? J,,

Lot Number):




a Abbott

Declaration of Conformity

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

DOC-4P72-SD DLK OEM
Abbott GmbH & Co. KG
Max-Planck-Ring 2, 65205 Wicsbéden,; Germany

Classification

List Numbers GMDN Code Names and Description of Deyices
and Size Code \ i
of Devices !
4P72-25 61010 Architect HbA lc Reagent Kit (100 tests) Self-declared
4P72-35 61010 Architect HbA 1¢c Reagent Kit (500 tests) Self-declared
4P72-01 53315 Architect HbAlc Calibrators | 1 Self-declared

Authorized European
Representative (name and address)

N/A

Storage of technical documentation
(name and address)

Axis-Shield Diagnostics Ltd, Luna Place, "ﬂhc chhnology Park
Dundee DD2 1 XA, Scotland ‘ !

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 Vltro 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 Dlrectl\fe and is issued under the sole

responsibility of the manufacturer.

%Mtw-u /&' uéx

Signature: _S . Cp;;_k o4 ¥ 9 Signature:
Full Name: Stefanie Leschonsky ' Full Name: /tusaqne Ulrich
Position: Manager Quality Position: Semor Manager Regulatory
Affaus Site Operatlons Germany
Date of Approval: 2. Nov ., 201% Date of Approval: 7{,’/ /UM c'ﬂ”?
Date Issued: ftl Kiow' ;)Dbf

Place Issued: 65205 Wiesbaden, Germany

29 Jan 2013

AN, NV QOAY

Supersedes:

Effective (Date or
Lot Number):




°,

) Abbott

Declaration of Conformity

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

DoC-7C18-AIDD Sligo
Abbott Ireland Diagnostics Division
Finisklin Business Park, Sligo, Ireland

List Numbers GMDN Code Names and Description of Devices Classification

and Size Code
of Devices

7C18-27 48316 ARCHITECT Anti-HBs Reagent Kit Annex II List A
7C18-37 48316 ARCHITECT Anti-HBs Reagent Kit Annex II List A
7C18-34 48316 ARCHITECT Anti-HBs Reagent Kit Annex II List A
7C18-28 48316 ARCHITECT Anti-HBs Reagent Kit Annex II List A
7C18-38 48316 ARCHITECT Anti-HBs Reagent Kit Annex I1 List A
7C18-03 41997 ARCHITECT Anti-HBs Calibrators Annex II List; N
7C18-13 41998 ARCHITECT Anti-HBs Controls Annex II List A ‘

Authorized European
Representative (name and address)

N/A

Notified Body (name and address)

TUV SUD Product Service GmbH
RidlerstraBe 65

80339 Munich

Germany

UL International (UK) Ltd
Wonersh House,

The Guildway,

0Old Portsmouth Road,
Guildford,

Surrey, GU3 ILR

Notified Body number

0123 (TUV SUD Product Service GmbH) & 0843 (UL International (UK) Ltd)

Approval Certificate No.

V10019220008 (TUV SUD Product Service GmbH) & 361 (UL Intetnational
(UK) Ltd) |

Storage site of techt:lical
docurnentation (name and address)

Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, County
Sligo, Ireland. 1
Department: Regulatory Affairs. !

Harmonized Standards

Listed in the Technical Documentation




| Abbott

We, the undersigned, hereby declare that the in vitro diagnostic medical devices jiescribed 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 Medic%] Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Directive and is |s§ued under the sole

responsibility of the manufacturer.

Signature: /g,e, A/{J,M-'-’} Signature: 0\3[ WS ,\,\!“ e

NSRS

Full Name: Joe Murray Full Name: Lorraine Whitney
Position: Director Quality Assurance/Site .
Quality Head Position: Senior Manager Regulatory Affairs
Date of Approval: 9 Q. M (4 Date of Approval: G} !\f\{m ¢k, 2019
Date Issued: 29 BNarch 3019
Supersedes: 11 Jan 2017 Place Issued: AIDD Sligo
Effective (Date or

~ I\ - ;
Lot Number): D i‘i\_tx.a ch 4019




HABBO%

Declaration of Conformity

ARCHITECT Solutions
Abbott Ireland Diagnostics Division
Finisklin Business Park

Certificate Tdentification:
Legal Manafacturer’s Name:
Legal Manufacturer’s Address:

“Sligo’ e
Iréland
List Numbers GMDN Code Names and Pescription of Devices Clﬂsslﬁr:alion.
and Size Code |
of Devices

I 1.56-40 Not Available | ARCHITECT Probs Conditioning Solutiof Self-declared
6C54-58 Not Available | ARCHITECT Concentrated Wash Buffer ! .'\'c!ﬁrlc:"[n ved | |
6C54-82 Not Available | ARCHITECT Concenirated Wash Buffer ' Scif-declared
6(54-88 Not Available | ARCHITECT ARM Concentrated Wash BufYef Sell-declared
6C55-60 Not Available | ARCHITECT Trigger Solution Selfdeclared |
6C55-82 Not Available | ARCHITECT Trigger Solution Self-declared
6623-65 Not Available | ARCHITECT Pre-Trigger Solulion Self-declared
6E23-82 Not Available | ARCHITECT Pre-Trigger Solution Self-declared
7182-50 Not Available | ARCHITECT Multi-Assay Manual Diluent ) Self-declared

Authorized European | N/A .
Representative |
(IName and Address) l

Sterage site of technieal | Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, County Sligo, Ireland.
documentation .
(Name and Address) | Department: Regulatory Aflairs.

Harmoaized Standards | Listed in the Technical Documentation

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

This declaration is made in accordance with Annex §l1 of the 1VD Directive and is issncd under the sole responsibility of the

manufacturer, [ R |
=2 | ‘
M Signature: | /é’ b fLp L, (v éﬁ,r"/ 2 -::2

Fult Name:  Njall Plonkett. Full Name: | oraine Whitney__

Sighature:

Position:

Date of Approval:

Date Issued;

Supersedes;

Quality Manager

OF Tue il

_0x Tul 1y

15 Jun2012.

Position:

Date of Approval:

Place Issucd:

Effective (Date or
Lot Number):

S-jcnior Manager Regulalory Alfairs

; Cly Tl Zotbt
I
j __AIDDSligo
|

23 A Iv



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

Declaration of Conformity

_ARCH Sys Ace LC

Abbmrl horatories
Dmg,nusuc» Div

sion

_Abbott Park, 1, 60064 LISA

Self:

L Qe

......... B

Classifieation |
|

Self-dectpred

if-decinred

| Retf-decliared |

List Numbers | GMDN Names and Description of Devices
and Size Code | Code
of Devices B s
4D18-03 NA ARCTHTECT Septum
I 4019-01 NA ARCHITECT Replacement Caps
| 7C14-01 NA ARCHITECT Sample Cups
[ 7C15- nz NA | ARCHITECT Reaction Vessels
7( 1503 NA '\]\U{ITRQT Rcmt\or} V 655: 5

Authorized European
Representative (name and address)

Abbolt GmbH & {0 KG
Max-Planck-Ring 2
63203 Wieshaden, Germaany

Storsige site of technical
documentption (name and address)

Abbait Laboratories
Diagnostics Division

Abbatt Park. 1L 609064 1JSA

| H‘Hmmund btilndflrds )

Listed in the Technical Documentation

Selfedectnred

We. the undersigned, hereby declare that the in vitro diagnostic medical deviees described above

and bearing the CE marking. conform with the applicable provisions of the EC Directive 98/79/E(
of the European Parlisment and of the Council of 27 Ogtober 1998 on [n Nitra Diagnnsiic Medieal
[Devices as they are lranﬁposu} into the laws of the member states.
This declarstion is made in accordance with Annex 1 of the VD Directive |\nd 1 issued nnder the sole

responsibility of the m; ‘le ¢

H;un‘.nrth
full i\nme

|
Pasilion ;
\
|
|

Dute of Apm oval

Date Ishu_gﬂ

|
|
Super: \cdc%

_Lauren Sieber

Product Quality Assurance

\'lanéig,’cr

June 13 20103

n

Signature
Fuil Name:

Position:

Date of Approva)

Place Lysued:

Eftective {Date or

Lot Number);

/ i-ll.

. (..'_' fr A

_Dehorah Hinkley

l’\g‘m; 'er v AfTers

Diy x.uo 0
> //V ‘K?‘ /a\« "f,'f‘

3
W3

.f-\nbou [\.nl)maml jes
Didgnostics Divizion
t\l%hn!l Hark 11 o00nd {54




Abbott

A Promise for Life

This document certifies that:
Sergiu Sorocovici

has completed
Architect i2000SR

Levell / Level 2
Application, Operation, Troubleshooting

from 9 February 2015 to 13 February 2015

/ !
/ .._'__‘..._. | m—

Trainer : Athanasios PlaKas

Date: 13 Feb 2015




Abbott

A Promise for Life

This document certifies that:
Alexei Legun

has completed
Architect i2000SR

Levell / Level 2
Application, Operation, Troubleshooting
from 9 February 2015 to 13 February 2015

Trainer: Athanasios Plakas

Date: 13 Feb 2015
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