Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038-2020

AHAQXH LYMMOP®QIHE
Tavtérre [Twtonomtko: 3M74 DA
Enmvopic Nopmpov Karaokevaosti: Abbott Laboratories
AdBuvon Noppov Karookevaot: 100 Abbott Park Road

Abbott Park, IL. 60064

Kodwkdc npoidvrog Koduwbe Ovopasia xo nepgrypaer) Hpoiévrov Katézatn
Kal keduxic peyéBoug GMDN
3IM74-01 36223 Architect i2000sr Self Declared
3IM74-02 36223 Architect i2000sr Self Declared
3IM74-93 36223 Architect 12000sr Self Declared
2147-10 36223 RSH i2000sr Standalone Self Declared
2147-20 36223 RSH i2000sr Add-on RSH Self Declared
2J47-11 36223 RSH i2000sr Standalone Self Declared
2J47-21 36223 RSH i2000sr Add-on RSH Self Declared
3IM77-20 36223 Architect i2000sr Skin color Upgrade Kit Self Declared
7L30-01 36223 i2000sr Standard LAS Kit Self Declared
71.31-01 36223 i2000sr Upgrade LAS Kit Self Declared

Efovawodorypiveg Avnirpéoonog | Abbott
E.E (6vopu & d/ver) Max-Planck-Ring 2
65205 Wiesbaden, I'spuavic

AmoBijkevony Syypuonc Texvikijs | Abbott

rekppineyg (6vopa d/ven) 1921 Hurd Drive,
Irving, TX 75038
Tiue — Kavovierikég YnobBéoeg
Evappoviepévae Ilpétvna Zuykararéyovrar oty Teyvia Eyypogn Tekunpinon

O x@twbL vroyeypoupévog nmidve S tov epéVIog OTL TA in VItro SWyVOOTIKG
WIPoTEXVOLOYIKE npoidvia mov dvagépoviar avotépm km @épovv Tr onuaven CE,
CULPOPPAVOVTAL TTPOS TIG 1oyvovoes dutatels g Odnyiag Tov Evponaikod KowoBoviiov
98/79/EK 6mweg avtég HETOPEPOVIAL GTOVS VOUOUG TAOV AAADV KPATHMV-PELDV.

H dlaon vt éywve odpopova pe to Tlapaptmua I g Odnyiog IVD xon exdideron vid v
GTOKAEIOTIKT VRELBVVETITO TOV KATACKEVEOTH.

Y noypogt: [Yroypaei] Hpepopnvia éxdcong: 31 Magprtiov 2010
ITifpeg Ovopo:  Mark Littlefield Témog éxdoong: Abbott Laboratories
1921 Hurd Drive
rving, TX 75038
Béon;: Avloveiic Kavovietikdv Hpepopnvia 14 Noeuppioo 2008
Y nobécewmv TpoTyoupevS ExdooTc:
Huepopnvia: 31 Mapriov 2010 loydet and (ypepopnvia v 31 Maptiov 2010
ap. noptidas):
ARCHITECT i2000sr Afleon Zuupbponong
{R10)

Bepaubvetat 611 1o nepdv anoterei mioTh PETEQPROT) TOU CUVIHUEVOD CyYAIKOD PUTOTHRCD.




Declaration of Conformity

Certificate dduntificution: IMT4 DA
Legal Manufacturer’s Name: Abbot Laboratories

100 and 200 Abbott Park Road
Abbott Park, Linois 50064
USA

fegal Manufscterer’s Addresy:

List Numbers atid Size Code of GMDN Names and Description of Devices Classification
Devices Code
IM74-01 36223 ARCHITECT 26003t Self-Declared
IM74-02 36224 ARCHITE Seif-Declared
IM74-95 36223 ARCHITECT i2000sr Self-Declured
2547-10 36223 RSH i206Gsr Standalone Self-Declared
234720 36223 RSH i2000st Add-on RSH Seif-Declared
2J47-11 16223 RSH i2000s: Standalone Seli-Declared
2147-21 36223 RSH i2000sr Add-on RSH Self-Deciared
3M77-20 36223 ARCHITECT i2000sr Skin Color Seif-Declared
Upgrade Kit
7L30-03 36223 12000sr Standard LAS Kit Self-Declared
TL31-01 36223 {2000st Standard LAS Kit Sef-Declared

Abbotz

Max-Planck-Ring 2

65205 Wiesbaden, Germany
Storage site of techuical Abhott

docatnentation (name and addressy | 192) Hurd Drive

Trving, TX 73038
Drepariment - Regulatory Affairs
Harmonized Standuards Listed mn the Technical Documentation

Authorized Enropean
Representative {mame and address)

1 the CE murking, conform

£, the undovsigned, hureby ¢ ¢
they are lransposed into the hows of the member states.

with the applicable pro

This declarazion ix made in accordance with Ansnex (i of the 1YD Diveetive and is issued under the soie responsibility of the
manufaeiurer,

7 . .
- . . )"1_ - - e /. y s
Signature: | A2 &,_5&_; o 3 S o cdd /
> - o A : B i
f’i Abbeit Laboratories

Full Name: | Mark Littiehield Place lssved; 1921 Hurd Dirive,
Ieving, TX 75038

Position Regulatory Affnirs Manager Supersedes: November 14, 2608
Dhate: Effective {Date or Lot .
Nusbery: &

ARCHITECT 120604, Lrecharation of Conformity



Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038-2020

Tavtotnra Ihotomowtucov:
Enovopic Nompov Kataskevootd:

AwdBovon Nowmpov Kataoxsvaoty):

AHAQEZH ZYMMOP@®QIHE

01G06 DA
Abbott Laboratories
100 Abbott Park Road

Abbott Park, Hiinois 60064, H.IT.A.

Kodikdc xpoidvroc Kodikds GMDN Ovopasia ke neprypegy) Kararain
KL KOSLK £00v IHpoiévimy
1G06-01, 1G06-11 35513 Architect c8000 Self Declared
2J47-30 35513 RSH ¢8000 Standalone Self Declared
2J47-40, 2J47-41 35513 RSH ¢8000 Add-On Self Declared
2J47-50, 2347-51 35513 Retest Sample Handler Self Declared
2J47-52 35513 RSH ¢8000 Standalone Self Declared

E.E (6vopa & d/ven)

Efovowdotnpéveg Avrunpécanog

Abbott
Max-Planck-Ring 2
65205 Wiesbaden, I'eppovia

Anofijkevon  éyypagng  TEYViKilg
Tekpnpioong (évope d/von)

Abbott

1921 Hurd Drive,

Irving, TX 75038

Tunpa — Kavovietixég Yrobéoeig

Evappoviopéva Hpérona

Zvyxareréyovran oty Texvikn Eyypagn Texpnpioon

O xdrebr vroyeypappévog MNAHVE S Tov tepdvrog 6TL T in vitro SutyvoTiKa WTpOTEXVOLOYIKE TTpotovIe
OV AvaPEPOVIOL aviTépw xun gépouv 11 ofjuaven CE, coppopedvovia Tpog T1g woydovoeg dwrdtels tng
Obdnyyiag tov Evponaikod Kowofoviiov 98/79/EK 6nm¢ autég petapépovial 0TOvg VOPOLS TV GAADV

KPOTOV-PEADV.

H $Mimon avth éyve ovpgowva pe to MNoapaptnpe I g Odnyiog IVD xon exdiderar vnd v amoxieioTik
VAEVBVVOTNTU TOL KOTACKEVUGTY.

Ymoypagn: [Yroypaoi] Hpepounvie £kdoong:
Mpec Ovop:  Mark Littlefield Témog éxdoomng:
®éon: Agobuvriic KavovioTikdv Hpepopnvio  mponyodpevng
YroBéoswv £xdoomg:
Hpepounvia: 11 Maiov 2010 Ioyer and (mpepopmvia 1 ap.
TopTitag):

ARCHITECT c¢8000

11 Maiov 2010

Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038
31 Maprtiov 2010

11 Medow 2010

Afhoon Zvppépoaong
(R10)

BeBawdveron 6T To mapdv anoterel MOTH RETGHPUOT) TOV GUVIIUUEVOD ByYAIKOD TPOTOTHIOV.




Declaration of Conformity
Certificate Ideatificatian: 01GGE DA
Legal Manufacturer's Name: Abhott Laboratories
Legat Manufacturer's Address: 1060 und 260 Abboun Park Road
Abbotu Park. [Hinois 60064
USA
tist Nuinbers ul.m Size Code of GMDN Names and Descrigtion of Devices Classification
Devices Cade
1G06-01, 1G06-11 35513 Architect c8GO0 Self-Declared
2147-30 35513 RSH ¢8000 Standaione Self-Dectared
2J47-40. 2J47-41 35513 RSH ¢8000 Add-On Self-Declared
2J47-50. 2147-51 35513 Retest Sample Handler Setf-Declared
2J47-52 35513 RSH ¢8000 Standalorne Self-Deciared
Authorized European Abbott '
Representative (name and addressy | Max-Planck-Ring 2.
65205 Wiesbaden, Germany
Storage site of technical Abbott
documentation (name and address) | 1921 Hurd Drive
Trving, TX 75038
Department - Regulatory Affairs
Harmonjzed Standards Listed in the Technica! Documeniation

1. the undersignied, hereby declase thal the in vitro diagnostic medical devices described above and bearing the CE marking, conform
with the appircebic provisions of the BC Directive O8TH/EC ay they are wansposed inio the taws of the member stales

This declaration is made @ accordamee witls Annex 11i of the [VD Directive and is issued under the soit responsibilify of the
manuiactarer.

7 ]
7 )
Signature: &:{aﬁ,éfﬁw Date tssued: May ti, 2010
y e
L

Abbott Laboratories

Full Name: | Mark Litilefield Place lssued: 1921 Hurd Drive
frving, TX 75038

Posifion: Regulatory Affairs Manager Supersedes: March 31, 2010

Date: May L. 2010 Effective {Date or Lot May t1, 2010

Munyber):

ARCHITECY <8006 Deciaration of Conformiy

iRk
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mmeaﬁon of Gonformity

Bio-Rad Lmbmramnms ng., 4000 Alfred Notsi ﬂrlve. Hercules, Galifurnla
94m¢7 U.B8.A,, declares that the. pmduot

VARIANT™

to which this declaration relates, cumpﬂe& with the requiraments of the
following directives: .

Low Voltage Eﬁlmutwe 73!231EGC
EMC Diractive ﬂSIﬂEﬁIEEG

Supplementary lnformation
Safety: EN 81010-1, EN 61010-2-010
EMC: EN 85011 (Radio Frequency Interfarence, Class A)

EN 5:3@82-‘1- (.Etémroh\agnetw Immbniy) -

The product is imported into tha EU by, Bio-Rad Laboratories Ltd., Bm-Rdd

House, Maylands Avenus, Hemel Hempstead (Londnr\ Are), Hertforduhire '-
HP27TR England.

January 28, 1999
Date of lasus

1 Ganrqe Berg -
Vice President
Dlagnnstlca Group

f %‘I au‘:’—“qr r!]ﬂlaﬁh:dﬁﬂlm;. {

-!Ill'-!—|\|l‘._’lll.IH| _'




Beg). Abschrift

- Tee Diagnostic Specialist

EG-KONFORMITATSERKLARUNG

nach Anhang IV der Richtlinie 98/79/EG v. 27 Oktober 1988

(IVD-Richtiinie)
Die Fima
DiaSorin Deutschland GmbH
Von-Hevesy-Stralle 3
D-63128 Dietzenbach
als Hersteller

(Fertigungsstells: Stratec Biomedical Systems AG, Gewerbestraie 37, D-75217 Birkenfeld)

des In-vitro-Diagnostikums
LIAISON® Analyser

steilt sicher und erklart, dass dieses Produkt den einschidgigen Bestimmungen dieser Richtlinie
entspricht, insbesondere den Grundiegenden Anforderungen des Anhang | unter Anwendung
folgender Normen:

EN 61326-1 ENG1010-1 EN 61010-2-010

EN 61010-2-101 EN 5§91 EN 980

Die technische Dokumentation nach Anhang I11/3 wurde zusammengestelit und wird bereitgehalten; ein
wirksames Qualititsmanagement nach Anheng l1t/4 und ein Verfahran zur Produktbeobschtung nach
Anhang |I/S sind eingerichtet und werden aufrechierhalten. Die CE-Kennzeichnung gemiil Artikel 16
wird angebracht.
Dieses Produkt ist nieht zur Eigenanweandung bestimmt und faiit nicht unter die in Anhang Il der
Richtlinie genannten Produkte.

EC DECLARATION OF CONFORMITY

acc. to Annex IV of Directive 88/79EC of 27 October 1898

{IVD Directive)
The company
DiaSorin Deutschiand GmbH
Von-Hevesy-Stralle 3
D-63128 Dietzenbach
as manufacturer

(Facility. Stratec Biomedical Systams AG, Gewerbestrale 37, D-75217 Birkenfeid)
of the in vitro diagnostic medical device
LIAISON® Analyser
ensures and declares that the product meets the provisions of this directive which apply to them, esp.
the Essential Requirements of Annex | under application of the following standards:
EN 81326-1 EN81010-1 EN61010-2-010
EN 61010-2-101 EN 591 EN 980
The technical documentation acc. To Annex I11/§ has been prepared and Is kept avaliable; an effective
quality management gystem acc. To Annex lIl/4 and a procedure for product monitoring acc. To Annex
II/5 have been established and are maintained. The CE marking acc. to Article 16 will be affixed.
This product is not intended for self-testing and is not covered by Annex Il of the directive.

Dietzenbach, 13/02/2009 P,
{ M/-\
Markus Siegel
General Manager

KonformAnnex4DSD Analyser_Siegel.doc nach KonformAnnex4DSD doc aus Anl. 03.5.1 3 V1
Seite 1 van 1




Das vorstehwde Lichtbild gibt die
Urschrift, die «ir vorgelegen hat,
einwandfrei und vollstindig wieder.

Dietzenbach, den 2 3 Marz 2009

N -~2>

als amtlich bestellter
Vertreter des Notars Peter Neubauer

Apostille
(Convention de La Haye du 5 octobre 1961)

1. Land: Bundesrepublik Deutschland
Diese 6ffenthche Urkunde
2. istuntersc en von reehiseandilandRechisanwalt
[CJ\Q)\ (_!' Gl;qm‘ irh
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7. durch den Préisidenten des d crichts 9 6 Marz 2509
B. unterNr.9I0BNA-. .85
9. Siegel/Stempel 10. Unterschrift
B0 Rlicy: Auftra
A,"o‘\ﬂ RN /m S
“'\‘ o ‘Il{:’j; "\ U e el
Kg_; ,\-’ , .";:-3 o ﬁnnauachmlcﬂ
RS 9’ Richtarin am Landgereht
J‘D P ‘gﬁ O(t
Y, A\




Geoia
Parc Technologique Léonard de Vinci, CP 8010 Lisses, 91008 EVRY Cedex
(France)

Déclaraiion de confermite CE
EC confeormity declaraien

DISPOSITIFS MEDICAUX DE DIAGNOSTIC IN VITRO
DIRECTIVE 98/79/CE

IN VITRO DIAGNOSTIC MEDICAL DEVICES
DIRECTIVE 98/79/EC

Nous certifions que les dispositifs énumérés dans la liste jointe, sont conformes aux
prescriptions de la directive européenne relative aux dispositifs medicaux de
diagnostic in vitro 98/79/CE.

We certify that the products in the enclosed list comply with the requirements of the

European Directive 98/79/EC on in vitro diagnostic medical devices.

RS ARy

N° Ao 40
2 4 JAN. 2008

Vu excluslvement pour
certification matérielle de

la signature de M. BHARC UL

Lisses, le 29 janvier 2008

G. Barouh
Président
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EC Declaration of Conformity
according to directive 98/79/EC

Siemens Healthcare Diagnostics Inc.
62 Flanders-Bartley Road
Flanders, NJ 07836
5210 Pacific Concourse Drive
Los Angeles, CA 90045

declare under sole responsibility that the following equipment to which this declaration relates,
meets the essential health and safety requirements and is in conformity with the relevant sections
of applicable EC standards and other normative documents. If changes are made to the product
which is covered by this declaration of conformity, the declaration of conformity is no longer

valid.

Equipment Type:
Model:

Catalog Number:
Serial Number:

Harmonized Standards
Used:

National and other
standards and technical
specifications:

Conformity Assessment

In Vitro Diagnostic Medical Device
IMMULITE® 2000
030002

ALL

EN 61326-1:2002, EN 61326-2-6:2006, EN 61010-1:2001,
EN 61010-2-081:2002, EN 61010-2-101:2002

21CFR, Part 820 FDA ¢GMP, ISO 13485: 2003,
UL61010-1 2" Ed., CAN/CSA-C22.2 No. 61010-1 2™ Ed.

Annex II1

EU Representative: Siemens Healthcare Diagnostics Limited

Faraday House

Sir William Siemens Square, Frimley

Camberley, GU16 8QD

United Kingdom y //
Signature/Date of / - i )
Manufacturer or /C/// i )/Q 7/
Responsible Party: Signature Date
Name/Title of Signatory: }‘/A /”/7} ?Z ﬂ/(/tkfx })// l/% oA

Print Name 7 Title

Ed. 01 RA-019-B Eff.Date: 02/09

March 9, 2009




SI EMENS Healthcare

To whom it‘may concern C €

Certification

Konformitétserklarung fiir Siemens Healthcare Diagnostics Products GmbH CE-markierte
Produkte.

Hiermit erkldren wir, dass ein Konformitatsbeurteilungsverfahren fiir die hier aufgelisteten In-
vitro-Diagnostika-Produkte  durchgefiihrt wurde und sie mit den grundlegenden
Anforderungen der Richtlinie 98/79/EG des Européischen Parlaments und des Rates (iber In-

vitro-Diagnostika (ibereinstimmen.

Declaration of Conformity for Siemens Healthcare Diagnostics Products GmbH CE-marked
products.

We hereby declare that a conformily assessment has been performed for the in vitro
diagnostic devices listed in the attachment and that they conform to all applicable Essential
Requirements of Directive 98/79/EC on in vitro diagnostic medical devices.

Mit freundlichen GriiRen,
Sincerely,

Siemens Healthcare Diagnostics Products GmbH

WA fuuy RAN e -

Kn rea Giintner Katja Schmidt
3
Senior Manager, Regulatory Affairs Specialist, Regulatory Affairs
Datum/ Date: November 02, 2012
Anhang/ Enclosure
Slemens Healthcare Diagnostics Producls GmbH Postal address Office address
Siemens Healthcare Slamens Heallhcare
Diagnostics Producls GmbH Diagnostics Products GmbH
P.O. Box 1149 Gérzh8user Hof
35001 Marburg Emll-von-Behring-Strafte 76
Germany 35041 Marburg
Germany

Siemens Healthcare Diagnostics Producls GmbH — Board of Managemenl: Stefan Woll, Martin Wentzli, Andreas Gotllisb

Chairman of the Supervisory Board: Prol. Dr. Dr. Uwe Bicker — Principal Office: Marburg/Lahn, reglstered in MarburgLahn HRB 2054

Commerzbank AG, Frankfurt/Maln, BLZ: 500 800 00, Account: 770 491 400
Page 1 of 14



