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CER'TIFICATE OF T${AE $rWING

THIS CERTIFI[5 THAT

Sergiu Sorocovici

ItAS SUCCESSFULLY COMPLETED THE TRAINING COURSE

ARCHITECI c8000 & RSH Service

March 6th - 14th, 2018

Ali Grlntekin

TRA NFR NAME

A8€|OTT DtAGI{OSnCS

;;**^,,,,
14.03.2018

OATE CD.MM Y}YY

cermany. Delkenheim

Abbott



-rE,I
Abbott

Certi fi r:ate Identification ;

Lega I l\la n ufirctu rer's fria me:

Lega I i\'lanufacturer's lrddress:

Authorized European
Represe,ntative (na me and address)

Abbott GrnbH & Co. KC

Max-Planck-Ring 2

6-5205 Wieshldcn. Ccnrrar

Declaration of Confon'mitv
3t 82

Abbott Laboratories Diagnostics Di'vision

Abbott Park, Illinois 60064 tJSA

Abbott l-aboratories. l92l Hurd Drive. lrvins. Texas 7503ti

Listed in thc Technical Docunre nrarion

We' thc ttltdelsigncd. ltr:r'cby declare that the in vitro diagnostic medical clevices clescribed abov'e arrrl bearing
the Cl', rnarkittg, conl'orttt wilh the applicable provisions of the E,Ll Directive 98l7glt:,C of tlre Eurolrean
Parliarlrcnt artci of lhc Council of 27 October 1998 <ln In Vitr,o Diagnostic Medical Devices as rnev are
transposied into the law,r; of the member states.

This declaration is made in accordance rvith Annex lll of the IVD Directive ancl is issuerl under ther sole
responsibility of the manrufacturer.

Signaturc:

Full Name:

Position:

Date o1'A,pproval:

,{"-- ".1i-.

Erik i\luegge

QA fr'lanager C)ps

-8?-*&eA--

Signature:

FLrll Nar.ne:

Posit iorr:

Date of'Approva)

Date ls:;ucd

Place Issued:

S upersedes:

r\ssoc. Director Rr:gulartory ;\ffai rs

,ft;d:a?LZ
&s"cr':3?:/:z-__
Abbott Laboratorie;
l92t IIurd Drivc
Irving, 'tX 75038

November t7 . 2014

Effective (Date or
Lot Nurnber): -&;el:2,?l)_>.

List Numbcrs and
Size Code of
Devices

GMDN
Code

Names and Description of Devices Classificutic,n

3LE2-21.31,82-41 s3301 (ilucc'se Serlf-d ecla re d

Storage site of technical
documentation (nnme and addrtss
Harmorrized Standards

IVlarh Littlefield



ffi$
Abbott

Cerlifi r:nle ldcntifi cation ;

Lega I l\'lanu factu rer's f,,l a nre:

Lega I l\lanufactu rer's l\dd ress:

Declaration of Conformitv
6L45

Abbott l,aboratories Diagnostics Division

Abbott Park. Illinois 60064 LISA

Names and Description of Devices

Tual Bilirubin

T otal Bilirubin

I r-* N"rnt"rt r"o
I Size C-ode of
I Devices

FLd"t---
[;H;-1_l- _

T--- -__-
lClassification I

IT^--: .-:* -,
lSelf-declillcrl

ll'11-d:1rd

Authorized European
Reprcsentatil c (n:rmc and address)

Abbott CrnbH & Co. KC

Max-Planck-Ring 2

6520-5 Wiesbaden. Cernian
Sttrragc site of technical

Abbott Labolatolies, l92 l []urd [)rive, Irvirrg, I'eras 750311
documcntation (name and add

Lr;t.,1 iilh;'i'.Ciini,:iii ilii*;"'lt.ti""Harnronized Standards

We. thc undersigned, he rehy declare thatthe in vitro diagn<lstic meclical devices descrilretj abovc and bcnring

the CE markirrg, confbrnr rvith thc applicablc plovisions ol'the EC l)ireclivc 9811\)ltac oi'the F",uropean

Parlianrent and of the (.'oulrcil of 27 Octobcr 1998 on In Vitro Diasnostic Medical l)eviccs as llrev are

lrarrsposed int<l thc lau's tlf the rnernber states.

This declaration is nrade in accordance rvith Anncx Ill of thc IVD Dircctive and is issued under the sole

5',.\229

5:t229

Thomas Creel

f)ircctor, Site QA

Full llarne :

I'osition:

S ignature:

I;ull Nanre

I)osititxr:
Associate Director, Regulatorl
Affairs

,AtfbN':k?1t7---
Abbott l.aboratoricrs
192 I Ilurd Drivc
Irving, TX 75038

Ockrber 12. 201 8

Littleficld

I)ate o1'Apprcrr^t'. ,Z-L.fu--:l: ?-eV ',7-:

I)ate ll;suerl

Place Issucd:

Suyrersedes:

l-ltlectivc ( [)atc or
[,ot Nurnber): ZL{LA', -2.at7



a
Abbott

Certifi cate ldentification:

Lega I lVlan ufacturer's Na me:

Legal Manufacturer's; Address:

Declaration of Confcrrmitv

8G63

Abbott Laboratories Diagnostics Division

Abbott Park. Illinois 60064 USA

List Numbers and
Size (lode of
Dev ices

GMDN
Code

Names and Description of Devices Classification

8G63-2r s3236 Direct llilirubin Sell'-decla red

Aulhorized European
Reprcsentative (name and address)

Storage site of technical
docunrentation {name and address
Harmonized Standarcls

Abbott Gmbll & co. KG

Max-Planck-Ring 2

65205 Wiesl::tilcrn. Germanv

Abbotl Laboratories, 192 I Hurd Driv,g, 'feras 75C,38

Listcd in thc I'cchnical l)ocumentation

We, the undersigned, lrereby declare that the irr vitro diagnostic rnedical devices described above and trcaring
the Clil rnarking, confbnn with the applicable provisions of'the EC Directive 98179/EC ol'the European
Parliament and of the Council o{'27 October 1998 on In Vitro Diasnostic N{edical Devices as the,v are
transp'6ssd into the laws of the member states.

This declarution is madc in accordance with Annex llI of the IVD Directive and is issued unrjer the sole
responsibility of the manufactu rer.

Signat Lrre:

Full N,,rme:

Positicn:

Date oi Approval

"*::*::.'l;-r.^.--_...

Erik Muegge

QA l\Ianager Ops

Signature,:

Irull Name:

Posilion:

Mark Littlefielcl

Assoc. Director Regrulatorv Affairs

Littlefielcl

EL:SEE -lOaZ -- DatcorA,pprovar: -t SU2:.3L;,*7
Date Issued:

Place lsstred:

Supersedes:

Effectivc (Date or
i.i'ii,,t'*i - - 

.-S'-d471'_^ Zctr Z

-3-.5^fy',:ZQL'*7**- -
Abbott Laboratories
l92l Hurd Drive
Irving, TX 7503t|

.Septcrnber l. :(ll5



-! ABBOTT

Declaration
tE66

of Conformity
Certifi cate Identification :

Legal Manufa(:turer's Name:

Authorized European
Representative

documentation
(Narne and Address)

Abbott Laboratories
Diaenostics Division
Abbon Park, Illinois 60064 USA

C'lassifir:ation

I

Sielf-declarei __j

Abbott
Max-Planck-Ring 2

(Name and Address 65205 Wi
Storage site of technical Abbott

1921 Hurd Drive
Irving, TX 750.i8

Department - Regulatory Affairs

Flarmonized Standards Listed in the Technical Documentation

We. the undersigneci. hereby declare that the in v'itro diagnostic medical devices described above and beeLring the ClL.

nrarking, confrrrm rvith the applicable provisions of the IrC Directive 98/79lEC of the European l)arliatne nt and of"rhe

Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed irrto the larvs of the Inenaber

states.

1

1

1

_______l
i

I

_---l

l'his declaratic,n is made in
nran ufacturer.

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

' \ ,{,--)
Signatu,re: jllit ;,t i)'*'ir_irk 

;

IruliNarne: Diana Rom,ero

Position: S'ite Director, Quality Assurance

I)ate: of Appror,'al: lJovember tt.2014

Date lssued: |iovember :i,2014

Supersecies: Sieptember .28. 2006

List Numbers
and Size Codr:

of Devices

GMDN Code Names and Description of Devir:es

I E66-04 4r830 Ililirubin Calibrator

Signature: "&.{:.'-i'rr**: {:: .,-' -"
Full Name:

Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Nurnber):

Mark Littleireld i
Associate Director, f(egulatolf' Aftairs

i.r-ovember 5,2()i4
Abbott L,aboratories
I 92 I ll urd Drir e

Irving. "l"X 750.r8

November 17 ,2014



rr
El
Abbott

f)eclaration of Confo rmitv
7D56

Abbott Laboratories Diagnostics Division

Abbott Park, Illinois (i006,1 USA

Certificate Identification:
Legal Manufacturer's l\ame:
Legal Manufacturer's,{ddrcss:

S igna':urc:

[:'ull N arne:

Position.

Date c'f ,,\pproval:

;t ..,'
1 " -k-_-_

Erik ilIuegge

QA Manager Ops

51::-si#Zsd--

S ignature:

Full Name

Position: Assoc. Director R.egulatorv Affa irs

Date of Approval: -XjEE:ZA/:'_*
Date Issuecl:

We. tltr: trndcrsigttcd. hclcby declare tlrat the in vitro diagnostic, rnedical ,Cevices described abo,,'e and bearing
the Cli marking, cortlirrrn lvith thc applicable provisions ol'the F,C Directive 98/19/EC of thc F,uropean
Parlianrcrtt and ol'the (,'orrncil of 27 October 1998 on In Vitro Diasnostic Medical Dev'ices, as rhev are
transposed into the laws of the member states.
'I'his declaration is madre in accordance with Annex lll of the IVD Directive and is issued unrlr:r the sole
responsibility of the man ufacturer.

Place Issued:

Supersedes:

Eff'ective tl[)ate or
Lot Number);

Mark

Abbott Laboratories
192 I Hurd Drive
Irving, 'I'X 75038

._September 3, 20l-5

List Numbers and
Size Code of
Devices

GMDN
(lode Names and Description of Devices Cllas:;ification

7D56-21 s2925 Alanine Am inotransfer,asc Self-rlecla red

Authorized Europeun
Representative (name and address)

Abbon GmbH & co. KG

Max-Planck-Ring 2

65205 Wicsbadcn. Ccrntlnv
Storagc site of technicall
documcntation (name and address)

Abbott Laboratories. 192 I Hurd Drive, lrving, Texas 75038

Harnronized Standards Listed in the'l-echnical Documentation

Littlefield

V-*r;f-:q.7-



ffi
Abbott

Certilicate I dentification :

Legal Mrnufacturer'9 Nsme:

l,egal Manu facturer's Add rcss:

List Numbers and
Slze Code of Devices

7D81-21

Declaration of ConforrnitY

7D8l

Abboft Laboratories Diagnostic Division

Abbon Park. Illinois 60064 USA

Names and DescriPtion olDevices

Asoartate Aminotransferase

Classification

!ielf-dleclnred

Authorizrd European
Reprxentative (name and address)

I AbbouCmbH& Co' KC
ivlax-Planck-Ri.ng 2
6_5205 W

Abbor Laboratorics, 1921 Hurd Drive. lrving Texas 75038

Listed in the Technical Documentation

We, 1he unclersigned, hereby declare that the in vitro diagnostic medical devices described above amd bcaring

rhe CE marking]confcrm with the applicable provisions of the I:C Directi'rre 98179/EC of the Eurc'pean

parlismerrt anJof the Council of 27 dctober 1998 on In Vitro Diagrrostic lvtedical f)evices as they'arc)

transposed rinto the la,ws of thc member states'

This declaration is marde in accordance with Annex III of the IVD Directive and is issued under the sole

rcsponsibility of the m rnufaclurer.

Storage slte of technictl
docum€ntetion (name and address)
Harnonized Stsndards

I

/-, i

( -.t L' ISignature:

FullName:

Positi on:

Dale of Approval:

Thomas Creel

Director, Siie QA

Srgnature:

Full Name:

Position:

Date of'Approval:

Date lssued:

PIace Is;sued:

Supcrsede,s;

Effective (Date or
Lot Number):

Irvlark Littlefield d'

llssoc. f)irector Rcgrrletoru,i'ffairs

,/-f'c-ry-T':2ctlltf -
,tl5:-ckl7-*:-ZcU--Jll-*,

l\bboft Laboratories
l92l Hurd Drive
Irving. TX 75038

08-sEP-20 r 7

.i-€'-:", T^ Z&lf



E ABBO'TT

C'ertificate ldentifi cation:
Legal I'Ianufacturer's fi a me:

Declaration of Conforrnitv
7D65
Abbon Laboratories Diagnosrics Division

Abbort I'ark, lllinois (r0()6J t ISA

Abbott
Max-Planck-Ring 2

65205 Wiesbaden. Gcrman
Abbott
1921 Hurd Drive
Irving, l'X 75038

Deparlrnent - Regulatory Aftairs

Listed in the TechnicaI Docunrcntatiott

We. the undersigned, hereby cleclare that the in vitro diagnostic rttedical devices described above, aud bearirlg the Cll
nrarking, conform rvith thq applicable provisions of the EC Directive 98179lEC of thc E,uropcart l)arliartrt:nt an,-l 'l'tltc
C-ouncil of 2i' October 1998,rn In Vitro Diagnostic Medical Doviccs as tlrey ar,3 transposed into the larvs of tlrc nturrtber

stales.
'l'his dcclaration is nrade in :rc,cordance rvitlt Annex Ill of {hc
man u facturcr,

IVD Directive and is issucd undcr thc solc r,csponsibilitY of thc

Ud,^Gs a*Signature:

Full Narne:

Posit ion:

Date ol Approval:

Date Issued:

Superr;edes:

Signature:

l:iull Nane:

Positionr

Da':c of Approval:

Place Issuecl:

Ellectil'e (Date or
Lot Number):

Diana Romcro

Iiite Director, Quality Assurance

V*3* zolf
7- s * ZCI/-{

liovenrber' -i. 2014

lvlark Littleficld

Associatc Director', I{cgul.itory Aflairs

7- g - ,vo/'f'
Abbott Laboratolics
192 1 Hurd Dritc
lrving, 'l X 750,i8

q*3 * z<t/s-

List Numbers
and Size Clodc

of Deviccs

GMDN Code Names and Description of Devices (llassi fica tion

1D6s-21
7D65-41

5303C Ganr ma-C lutantyl'lransferase iiull--dc'r: lale rl

Authorized Buropean
Representative

Namc and Addrcss)
Storage site of technical

docunrentiation
(Nanrc and Adrlrcss)

Harmonized Standards



a ABlto'I"I

Declaration of Conlbrmifv
7D58Certificale Identifi cation;

Legal Manulacturcr's Nante:

Authorizcd European
Repre scn tative

Name and Acldress

Abbott Labolitories Diaqnostics Di v"ision

Abbou Park. Illinois 60064'USA

Abbott
Max-Planck-Ring 2
65205 Wiesbaden, Gertna

Abbott
l92l Hurd Drive
Irving, TX 75038

Depanlnent - Rcgulatolv Aftirirs

l{armonizetl Standards Listed in the'fecl.rnical Documentatiott

We, the undersignecl, hercby deolare thatthe in vitro diagnostic lnetlical dct,ig,gs desqribcd abovc an,J bearing:hc flF.

rrarking, conform rvith the applicable provisions of thc EC Direclit'c 98l79lEC of the liuropean Parliament atrd ol thc

Cc,ulcil ol'27 Ocbber 1998 on I1 Vitro Diagnostic Medical Devices as they are transposed into tlle laws ol'tlie ntentber

s{ates.
'I'his declaralion is made in accordance with Annex
nran ufactu rc r,

III of thc IVD Directive and is issucd utrder thc sole nesp'onsibility tlf the

Signature:

Full n-,ame:

Position:

[)ate of Approval:

Date lssued:

Supersedes:

Ait"o Qs,ru,zo
[)iana I{orrrcro

Site Dilector, Quality Assurance

f-3 * Lo/{

7- .3 * v-o/{
Novcntber ,5. 2014

Mark Littlcfield

Associate Dircctor. Relrullrtttrl AiTe irs

7 '3 - zots*
/\bb0tt LaL)oratories
192 I llurcl Drivc
lrving, 'l X 75(l3ii

.7_3..Tc,/._f

Full Narne:

Position:

Dirtc olApploval:

Pllacc lssued:

Ell'cctive (Date or

l.c,l Nrrnrber'):

List Numbcrs
and Size Code

of Devices

GMDN,Codc Names and Description ol'I)evices Class ilicatio n

7D58-t! | 52941 Anrylase Sell-dr:clare d

Storage site of tech nical
docurnentation

(Nanre and Arldrcss)



a
Abbott

Certificate ldentification;
Legal Manufacturer's Nanre:

Legal Manufacturer,s Address:

Declaration of Conformitv
7D80

Abbott Laboratories Diagnostics I)ivision
Abbott Park, Illinois 60064 USA

List Numbers and
Size Code of
Deviccs

CMDN
,Code Names and Description of Devices tClar;sification

!ielf-dcclared
7D80-.31 531t4 Lipase

Authorized liuropean
Representative (name iand address)

Abbou cmbH & co. KC
Max-Planck-Ring 2

65205 Wiesbatlctr, Ccnnarr
Storage site of technicarl
documentation (nRme and address) Abbott Laboratories, 192 I llurd Drive, Irving, Texas 7503g

i-:-:-:-:--::----=- :----Lrsteo ln ille I echnlcal [)ocutnentalionHarmonized Standardr;

!\'e. thc untlcrsigned. hcrcby declare lhat tlrc in vitro diagnostic nrcclical clevices de.rcribcc] aht:vc rlncl bcaringi
tltc CL... markirlg, conltrrril rvitlt tlre apgllicablc provisions of'tlre lrC Dirccrtivq 9lt/79l[C] of thc lirrropcail
Parliarrrertt antcl of thc rllourtcilof ?7 Oclobcr 1998 on In Vitro Diagnostic lvledical Dcvicci as they arL:
transptlsed into the lirrvs of the rrrernbcr slatcs.
This declaration is madc in accordance with Annex tll of the IVD Directivr) and is issued under the s.leresponsibility of the manufactu rer.

Signature:

Ijull Narne

Position:

**"*i*kx::
Eril< Muegge

QA lllanager Ops

S ignature:

Full \:arne:

Position;

Date of Approval:

Date lssued:

Place Issued:

S upersedes

Eff'ecti've (l-)ate or
Lot Nurnber):

i)are of A,pproval: E'_:;jj/; _Z,,il,!f_

As.soc. Director Iilegulato ry Alfirirs

3__;tt7a- ?c,_tJ,___

3iEt2: zd,/_;l

,Abbott Laboratories
t92 I Hurd Drive
lrving, TX 75038

._Nor emher | 7. l0 I l

;1-;Et7- z*oL7*-



A AI]BO:IT

Declaration of Conformity
7D75Certifi catc Identifi cation:

Legal l\{anufacturer's l,{a me: Abbott Laboratories I)iagnostics Division
Abbott Park. Illirtois 60064 L.ISA

)lassificatic n

Abbott
Max-Planck-Ring 2

65205 Wiesbadt'rt. Cet matt

Abbott
l92l llurd Drivc
Irving, TX 75038

Dcparlrncnt - Regulatorl Allairs

Listed in the Technical Docurnentation

We, the undersigned, heleby declare that thcr in vitro diagnostic rnedical devices described above and bearing thc CLi

nrarkirrg, conform with the applicable provisions of tlre EC Directive 981'79/EC' of tl.re Er.rropcan Parliatnc:tlt arrd o1'the

Council of 2l'October I998,on In Vitro l)iagnostic Medical Dcvices as thcy ar,l lrattsposed into the lraws of-lhc tnetnber

states.
'Ihis dcclaration is mldc in accordance with Annex Ill of the lVl) Dircctive aud is issucd underr llte solc r,cspttnsibility rlf the

mn n ufactu rer,

Signature:

F'ull Narne:

Position:

Date of Approval:

Date IssLred:

Superset.les:

'Diana Ronrero

lSitc Dircctor. Quality Assurance

?* Zt - 7c,t{
?- E.- zo/s-

lrlovombcr' 5,2014

Signaturo:

Irull Narro:

Position':

I)ate of Approval:

Place Issued:

Effectire (Date or
[.ot Number):

r\ssociate Dilectot', I{egulatory Allairs

2'" 3 - 7tttJ"*"
i\bbott L.aboratr:ries
192I llurd l)rire
Irving, 1'X 7-50,i8

7* v- Tt")/J'

List Nunrbers
and Size Clodc

of Devices

CMDN Code Names and Dcscription ol Devices

7D75-21
7 D',t 5-3 |

5 3 59C) Urea Nitrogen

Authorized Eurtrpean
Rcprescntative

Nanrc and Address
Storagc site of tecbnical

documcntation
(Nanre antl Adrlress)

lla rnronizeti Stan dards

l\4ark Littlcficlcl



13 ABBOT]'

Certificate Identification :

Legal IVlanufacturer's I\{ame:

Declaration
3L81

Abboft Laboratories

Diaenostics Division
Abbott Park. Illinois 60064 LJSA

,Authorized European Abbott
Representative Max-Planck-Ring

Name and Address 65205 Wiesbade
Abbott
I921 Hurd Drive
Irving, 1'X 75038

Deparrment - Regulatory Affairs

flarmonized Standards Listed in the Technical Documentatton --__l
We, the un,Cersigned. hereby declare that the in vitro diagnostic nredical devictls described abovr: anci bcaring rhe CIF'

marking, conform rvith the applicable provisions of the EC Directive 98179lEC: of the European Parliament and crf thc

Council of 2,r ()ctober 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of the ntember

states.

of Conformiity

2

Ge

Storage site of technical
documentation

(Narne and Address)

This declaratiou is nnade in accordance
manufacturer'.

$t$i

III of the IVD Directive and isi issued under the sole responsibility of the

rlr
with Anncx

"irit,.,';
Signature:

Full NaLrne:

Position:

Date of Apprrcval:

Date Issued:

Supersedes:

Diana Ronrero

Site Director, Quality Assurance

November -5. 2014

.'/ { "'1.-.tt/'{c.(-r

July 16,2013

Mark Littlefiel,l

Associate Director,

Novernber 5,2014

Abbott Labora:ories;

1921 Hurd Drive
lrving, TX 75038

November li ,2011

c.

Reg;ulatorl'Affzrirs

Sionetr rre'

FullName:

Position:

Date ol'Approva[:

Place Issued:

Effective (Date or

Lot Number):

;";/*,;e?#*#',

List Numbers
and Size Code

of Devices

GMDN C'ode Names and DescriPtion of Devices tClassification

jL8 I -22: 3L8 I -32;

3L8l -41
53251 Creatinine Self-de'clared



i3 ABBOTT

Declaration of Conformiity
3P39Certifi cate Identifi c:rtion :

Legal lVIanu facturer's f{ame: Abbott Laboratories
Diaenostics Division
Abbon Park. Illinois 60064 LISA

Abbott
Max-Planck-Ring 2

65205 Wiesbaden. German

Abbott
192 | Hurd Drive
Irving, TX 75038

Department - Regulatory Affairs

Listed in the Technical Documentation

We. the undersi;3ned. hereby declare that the in vitro diagnostic medical devices described above anil bearing the CE

marking, con.fbrm v,,ith the applicable provisions of the EC Directive 98179lF,C of the European Parliarnent and of the

,Council of 2i' October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the lawr; of thr: membcr

itates.
'fhis declaration is
rnanufacturer"

Signatnrre:

Full Narne:

Position:

Date of Approval:

Date lssued:

Super;e,1es:

made in accordance with Annex III of the IVD Directive and is issued under the sole responsibility ol'the

/r,,

,.n r:. ,, .'."h-'., .,''.#-;rn':;,f".i(--,./'- .. 1Y+ .*^- 
,,

Mark Littlefield i'

Associate Director, Regulaton" AlTairs

November 5,2014
Abbott I-aboratories
192 I Hurd Drive
Irving. -fX 75038

Novembcr 11 ,|2014

'\ ,"-)
,Uf ( " 

;u\ l(L:nk jt
Diana Rorrcro

liite Direct,cr, Qualilv Assurance

l\ovember -5.2014

, /: s :l{}1{
l.)ecember 31,2012

Qi on af r r rr''

Irull Name:

Position:

Date of Approval:

Place Issued:

Effective (I)ate or
Lot Number):

List Numbers
and Sizc Code

of Devices

GMDN C'ode Names and Description of Devices (3lassification

3P39-21; iP39-4 I )r)dJ Uric Acid Self-declared

.Authorized European
Representative

F{ame and Address)
Storarge site of technical

documentation
(llame and Address)

Harmon ized StanrJards



a AI]tsOT't'

Declaration of ConfbrmritY

Ce.rtilica{e ldentification :

Legal Manufircturerts lVttme:

7D73
Abbott Laboratories Diagnostics Division

Abbott Park. Illinois 60064 IJSA

List Nuntbers
arrd Sizc Code

of Devices

CMDN Codc Namcs and Description of Dcvices tiilassi fica t ic, n

7D73-21 53 989
'l'otal f'rotein Scll:de'clarecl

Ar,rthorized Europcan
Represerrtative

Nanre and Addrcss)
Storage site ol' techrr ical

documcntation
(Nnnre and Address)

I{nrnronized Stan.dards

Abbott
Max-Planok-Ring 2

65205 Wiesbaden, C

Abbott
l92l Hurd Drive
lrving, TX 75038

Departrnent - RegulatorY Aflairs

Listed in the'Iechnical Docuntetrtattott

\\re, the uldr:rsiglr:d, hereby declare that the in vitro diagnostic rledical dcvic,;s clescribed above and beariltg the CE'

rrrarkirrg, confornr rvith thc applicable provisions of the EC Directive 98119lEC of tlre European Parlianterlt attc ol'lhc

Council ol'27 October l99g on In Vitro Diagnostic Mcclical Devices as they are transposed inlo thc larvs of the nretnl.rer

states.
.Ihis dcclaralion is rnade in a<.cordance rvith Annex lll of thc IVD Directive ancl is issucd undcr thc t;ole responsibility of thc

manufactu rer.

.UtaaQs*owSignatule:

Fnll Narne:

Position:

Date of Approvnl:

Date IssueC:

Superscdes:

Signatut e:

Full Nan:;e:

Positicn:

Datc crf Approvirl:

P race Issued:

tillcctive (Date or

l-ot Nunrber):

[)iana Rorrrero

Sitc Dircctor, Quality Assuratrce

o-7-tnrf
/\r

7- 3 - ?-a73

Novsmbcr 5, 201.1

Associate Director, Reglulatoq' A tllLirs

7- 3 '3.0/ri-
,\bbott Labora:orie:i
192 I Hurc Drivc
Irving, I'X 75(138

?- 3 - Z(il37'



A ABBOTT

Cerrtificate Idcntifi cntion:
Legal Mrnu:lacturcr's Nante:

Decla ration of ConfbrmitY
7D53

Abbott Laboratories Diagnostics Division

Abbott Pa|k. Illinois 60064 USA

Abbott
Max-Planck-lting 2

65205 Wiesbadcn, Cerrnan

Abbott
l92l FlLrrd Drive
Irving, TX 7503t{

Depafimcltt - Regulatory Al'lairs

Harrnonizcd Standards Listed in the Tecbnical DocLttttentation

\\/e, the unders;ignecl, herebl, declare that the in vitrc'r diagnostic rncclical devices described abovc and b'laring tlre Cl:

,r-,or:king, cc,nft,r'rn rvith thc applicable provisions of the F,C Directivc 981'19lLl:-: of thc l]uropearr, Parlialtrent al cl of thc

Cr:uncil of ll7 rOctober l99ti on In Vitro Diagn<lstic Medical Dcvices as thoy i:ile transposcd into tlte lavrs of tfre ttretltbct'

stirtes.
'I'his dcclaration is ntadc in accordnnce with
nra rtufacturcr.

Annex Ill of the tVD Dilcctive antl is issrre d under tlte solc rcsponsibilit5' of tlte

Cla,ruffi**o Signarure: &.d,Sign;rtur:e:

Fulll.,ante:

Pos ition:

I)ate of Approval:

Date Issuerd:

Supet sedes:

I)ian;t Rc'nrertl

Site Director', Qualify Assurance

i*A- ze/,f

?- S - zol.f
Novernbe:' 5, 2014

Full Namc:

Position:

ttate olApproval:

Place Issttcd:

Ell'cctive (I)ate or
L,ct Nutnber):

lvlark l.ittle{leld

Associatc Dir,:ctor, I{egr-rlatorV Alluirs

.;7-3* z0/r'
A bbott Labor'.rto|ii:s
192 I Ilurd DLive

Irving, T)( 7,<038

?-3- z?'t(-

l,ist Nurnbers
and Size Code

of Dcviccs

GI\'lDN Codc Nanres and DescriPtion of Devices CIass i;fication

'7D53-23 53stt\) Alburrrin IICC Se lf-declrlr:d

Authorized Buropcan
Ilcprcsen ta tive

anre alrd Addrcss
Storage site ol' tcchnit:al

docunte rt I irtion
(Nanrc and ArJdrcss)



i= ABBOTT

Abbolt Park. Illinois 60064 USA

Certifi cate Identifi ctttion:
Legal I\'tanufucture r's flame:

Declaration of ConformitY
7D55
Abbott Laboratories I)iagnostics Division

-t*.r*t 
_J

licJf'-dc:lared 
__]

Storrrge sitc of tcchnical
documenl:rtion

(Nanre and Address)

Harmonized Stanrlards I-isted in the Technical Docunre:ntation

\!'c. t6c underslgncd, hercby declare that the in vitro cliagnostic nreclical cicviccs dcscribed atrove ancl bearing llre Cll

rnarking, confsrnr rvith the applicable provisions of the EC Directive 981'79lEC. of thc Etrropc:art [)arliarl<:rtt ancl ttl'thc

Counc il of 2lr Octobcr. I 998 r-tn In V itro Diagnostic Med ical Dev iccs as th cy arc tral lsposed ir.rto rihc larvs, <;f tht' nrcr.tlbe r

st.rtcs.
This dcclarirtion is nrade in accordance with Annex III of thc IVD Directive and is issued undcr thc s,:rlc r,csponsibilit"v of'thc

rnrnufacturer,

Sigrraturc:

FullNanre :

Position:

I)atc ot'App,roval:

Date lssrred:

Superse,Jes:

0rrrrt" Qo*o
Diana Rotrrclo

Site Dilcctcr. Qualitv Assurance

t- 3 - zo/f
7* s- 74/ f

l\ovenrber 6,2014

Sigrratut'r::

Irull Natro:

Positiott:

Date trf Approval

ltlace Issuccl:

lrllccti,'e (Date c'r

[,ot Nunrber'):

,\ssociatc Dircctor, f{cgrrlatorl' Atiairs

7- 3 - zorS-
Abbott Laboratories
1921 Hurd Drive
lrving, TX 750!;8

?-s'?c>ts'

I-ist Numbers
and Size C)orlc

of Devices

GMDN C'ode Nanres and Description of Dcviiccs

7D55-21
7D55-31

52929 Alkalinc Phosphatase

Abbott
Max-Planck-Ring 2

65205 Wiesbadcn. Gcrntan

Authorizcd Europcan
Rcprcsenta tive

Nanre anrl Address
Abbott
l92l Hurd Drive
Irving, 1'X 75038

Deparltnent - Regulatory Aflairs



a ABBO'r't

Declaration
2P56

of Conformity
Certifi cate Identific ation :

Legal Manufacturer's I\ame: Abbott Laboratories
Diaenostics Division
Abbott Park. Illinois 60064IJSA

Classification I

l

--_-_--__1Self:cleclar,:d I______)
Abbott
Max-Planck-Ring 2

65205 Wiesbaden, Germ

Abbott
1921 Hurd Drive
Irving, TX 75038

Department - Regulatory Affairs

I{armo n ized Stanidards Listcd in the Technical Documentation

l^Ie. the undcrsigned, herebl,cleclare that the in vitro diagnostic rnedical devices described abore and br]aringthe (lL

marking, conform u,ith the applicable provisions of the EC Dirc.ctive 98119lEC of the IluroJrean Parlianrcnt arrd of thc

C-ouncil of 27 October 1998 on In Vitro Diagnostic Medical l)evices as they are transposed inlcr the lavrs of thc tncmbcr

states.
This declaration
manufactu rer.

S.ionrtrrrc'

Full Nlme:

Position:

Date of Appr,:val:

Date Issue C:

Superscdes:

Diana Ronrero

Site Director, Qualiry'- Assurance

n"ovcmber 5, 2014

November -5,20 l4

December I 1. 2012

Signaturre:

FullName:

Position:

Dale of Approval:

Place Issued:

Effcctive (Date or
Lot Number):

is rnade in accordance rvith Annex III of the IVD Directive and is issued under the sole responsibility of the

I

")
t<;{. i)t .}'t \. ;{.

,-:1 -../'"7-,' * -1 '=4r".'.";
./r" "- -L- 

{u ,*.'L L{:.'-:'':';.-

Mark Littlefiehd d'

Associate Dire'ctor. Rergulator-v AfTairs

November 5,:!.014

Abbott Labora,tories
1921 Hurd Drive
Irving, TX 75038

November I 7. 201.4

\
{Jl#

List Numbers
and Size Code

of Devices

GMDN Code Names and Description of Devices

2P56-21
2P56-41

5307'..l Lactate Dehydrogenase

Authorized European
Represenrtative

(Name and Address
Storage site of technical

documentation
(Name and Address)



ffi
Abbott

Declaration of Confonmitv
7D62

Abbott Laboratories Diagnostics Di'vision

Abbott Park. Illinois 60064 USA

Certifir:ate Identifi cation :

Legal Manufacturer's lt{ame:

Legal N{anufacturer's .t\ddress:

Authorized European
Representative (name and address)

Abbott GnrbH & Co. KO

Max-Planck-Ring 2

65205 Wicsbadett, 0t'nttartv 
-

Storagc site of technical
documcntation (name and address)

Abbott Laboratories, 192.1 l{urd Drive, lwing, Texas 750313

Ilrrnro nized Standards Listed in the Technical Documentation

We, thc undersigned, hereby declare that the in vitro diag'nostic rnedical rjevices described above and bea.ring

the CE rnarking, contbrm with the applicable provisions o1'the EC l)irect;ive 98179/EC of the liuropean
Parliarrent and of the Council of 27 October 1998 on In Vitro Dlas'nostic Medical Dcvices as tlhey are

transposed into the laws of ttLe member states,
'l'his declaration is madr: in accordance with Annex III of the IVD Directive and is issued under thc solle

responsibility of the manufscturer.

' .-.:;"';-r''

Erih llluegge

QA

a
Posrtion: .{ssoc. Dircctor Regulatorl'Affairs

Date of Approvar: *&58[. 1q,/ Z.--.

S rgnarure:

Full Narne:

I)ositir:n

Date of '\pproval:

!lanager Ops

'-5€'f ?017

Signature:

Full Namc:

Date Issued:

Place Issued:

Superscdes:

Efl"ective (Date or
Lot Number):

A_SEt:,ic)/ L*_
Abbott Laboratorics
192 I Hurd Dnvc
Ining, TX 75038

9-l-20 I 5

X=5tr17-:-?t,CLl-7- -

List Numbers and
Size Code of
Devices

CIMDN
C'ode

Names and Description of Devices Classification

'7D62-21 5t362 Cholesterol Scl f-cleclared

Mark Littlefield



ffi
Abbott

Declaration of Confclrmitv
Certifi cate Identification:
Legal Manufacturert$ Name:

Legal Manufacturer' s Address:

7D74

Abbott Laboratories

Abbott Park, Illinois

Diagnostics Division

60064 USA

List Numbers and
Sizc Code of

(;NIDN
Code

Authorized European
Reprcsentalive (name and address)

l_!:I'.-'
I 'tou..zr
1__

Abbott GmbH & Co. KG

Max-Planck-Ring 2

65205 Wiesbaden, (ierrrrur

I Storage site of technical
I docurnentation (name and address)

Abbott Laboratorics, l92l Hurd Driv,e, In'ing, Texas 75C,38

I larmonized Standards Listed in the'I'ecirnical DocLrmentation

We, the undersigtred, hereby declare that the in vitro diagrrostic medical devices described above and bearing
the CE rnarking, conlirrm with the applicable provisions ol'the EC Directive 98/79/EC o1 the liuropean
Parliament and of the C-'ouncil of 27 October 1998 on In Vitro Diasnost,ic N{cdical Devic':s as the:v are
transposed into the larvs of the member states.

This declaration is made in accordance rvith Annex III of thc I!'D Directive and is issued under the siole
responsibility of the m.anufacturer.

l

I

I

S rgrrature:

Full t'r-ame:

Positic,n:

Date of Appr,rval:

-,}"-..;1*u*<:-. 
*--

Erik Nluegge

Qr\ !Ianager C)ps

^1V-:5€1!:Zp/a

Signaturc:

I-ull Nanre:

Posit.ion:

Date o I Approval

Date Issued:

I)lact: Issued;

Supcrscdes:

[:fi-cctive (I)ate or
Lot lJumber):

Assoc. Director Regrulatory Affairs

-fuSEErzt:u*7* -*
8^,!€1- zs"tJ7 -*

Abbot[ Laboratodes
l92l f{urd Drive
Irving, TX 7503ti

9-l-20 I 5

g-=StZ{::"3?J

Names and Description of Devices

Triglyceride

Littlefielcl
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€ ABBO]]T'

Decla ration of Conformi ty
3t.'79Certificate Identifi cation :

Legal lVlanufacturer's l\lame:

eifu;,

Abbott Laboratories
Diaenostics Division
Abbott Park. Illinois 60064 LISA

Authorized European Abbon
Representiative Max-Planck-Rine 2

me and Adclress 65205 Wiesbaden, Germa
Abbott
1921 Hurd Drive
Irving, TX 75038

Department - Regulatory Affairs

I
I

I

I

Listed in the Technical Documentation

We, the undersigne,C, hereby rieclare that the in vitro diagnostic rnedical device,s described abo"'e ancl bearing the CI:

marking, conform with the applicable provisions of the EC Directive 98/19lEC of thc European Parliament anrl of the

,Council of 2l'October 1998 ,:n ln Vitro Diagnostic Medical Devices as they are transposed into the laws of tfL': ntcmbcr

slates.
Ihis declaration is
manufacturer,

S ignature:

Full Name:

Po;itron:

Date of Approval:

Date I;sued:

Supersedes:

ntade in accordance with Annex III of the IVD Directive and is issued under the sole responsibilitl'olithe

lDiana Romero

lSite Director. Quality Assurance

fJovember 5. 20 1,1

lDecember i l, :0I 2

l,'- {" J- t t'/

.')
?i I i]$ i/{dl'ik Sionatrrr,:

Full Nam,::

Position:

Date of Approval:

Plrrce Issued:

Eflecti,ie (Date or
| ^i NI',mhorl'Lv! iru,rrv!r/-

?.n
..?e ..f- " 

/'...../ . ,"t ;'.
"/ -, - t;+ 3< -:u#'€.{- *:ii*-

N{ark Littlefield &

Associate Director, Regulatorv Allairs

November 5. 2014

Abboft Laboratories
l9tl IIurd Dri,"e
lrving, TX 75038

November 1'/, ).014

List Numbers
and Size Code

of Devices

GMDN Code Names and Description of Devices lllassification

Li9-21:3L79-:\ l ,

3L79-41
45789 Calcium Self-de clared

Storage site of techLnical
documentation

(Name and Adclress)

Harmonized Standards



A AI]I}OTT

Ce rtifi cate Identifi r:ation:
Lcgal I\f anufacturer's Name:

l)eclaration of Conlbrmity
3E r6
Abbott Laboratorics Dia!:nostics Division
Abbou Pa|k. Illinois 60064 USA

Abbott
Max-Planck-Ring 2

65205 Wiesbadcn. Gcrman
Abbott
I921 Hurd Drive
lrving,'1'X 75038

Department - Rcgulatory Aftairs

Listcd in tlie Technical Docunrentation

\f'c, thc undersigned, hereby declarc that thc in vitro cliagnostic rncdical clevicos de.scribecl abovc ancl bearins lhe C'E

nrarking, confornt rvith the applicable provisions of the IIC Dilcctive tt8/19lECl of the European Parl.ianrent arrrJ of the
Clouncil of'27 October 1998 on In Vitlo Diasnostic l\4edical Dcvices as thev are trirnsDosc:d into the Larvr; of thr: rncrnbcr'
stirtes.
'l'ltis declaration is rnade in accordance with Annex III of thc IVD Direclive and is issucd
nra n u facturer'.

undcr the sole responsibility o{ tht

Sigrralure:

Full Nanro:

Posirion:

Dale ot'Approval:

I)ate lssued:

\rrnnrqr',ln<

Clo"w'E"rrt-",
I)iana llourcro

Site Dircctor, Quality Assurance

7 - l- zarr
q- 3 * 7o/{

'Novcrnbcr 
5,20 l.+

zfr,e';Signatur,ll:

l;ull Nanrr;:

Position:

Date of Approval:

Place Issued:

ll{lbctir,e (Date or'

Lot Nurnber):

Mark Littlclielcl

,Associate Dircctor, l{cg.rlaton, Aftairs

7*3 -7dtf'
Abbolt l.aboratr:ries
I 92 I Hurd Drir e

lrving, 'l'X 750lifi

?--3 - Zo ts-

List Nunrbcrs I CMDN tlodc Names nnd Description of l)evices Classilica tion
altd Size Code

of I)cviccs

)8"16-02 | Sf tO'l Lipase Calibrator Scll'-deolared

Authorized European
Ilcprcscn (ative

Nanre and Add
Storage site of technical

docurnentation
(Namc and Address)

IIa rmonizcd Starrdards



-T ABBOTT

Certifi cate Identificartion:
Legal Manufacturer's Name:

Declaration
rE65
Abbott Laboratories

Diaenostics Division
Abbott Park. Illinois 60064 USA

Abbott
Max-Planck-Ring 2

65205 Wiesbaden, German
Abbott
192 I Hurd Drive
lrving, TX 75038

Deparhnent - Regulatory Affairs

l,isted in the Technical Documentation

'Wre, the unclersignerJ, hereby declare that the in vitro diagnostic medical devices described above and berlring tlc CE

rnarking. conlbrm u;ith the aprplicable provisions of the EC Directive 98119lEC of the European Parlianlrlnl an(l of the

(louncil of 27 October 1998 on ln Vitro Diagnostic Medical Deviccs as they are transposed into the laws; of the mctnber

states.
'this declaration is rmade in accordance with Annex III of the IVD Directive and is issued under the sole responsibility of the

of Conformity

manufacturer.

rl r, ^., . ,tJ
Signarure: ,L|$;'il,;t. 

.f .,1;ptelil<--__ Signarure:

Full l.la'me: Diana Romcro

Po:;ilron: Ilite Director. Qualiq' Assurance

Date of Approval: lrlovember 5.201.1

Date lssued: lrlovember 5. 201.1

Supersedes; It4arch 6, 201.1

Irull Name:

Position:

Date of Approval:

Place lssuecl:

Etlective (Date or
Lol Number):

Associate Director, )leg.rlatory Affairs

November 5,2014
Abbott I-aboratories
1921 Hurd Drive
Irving, TX 750.i8

November 17.:101'1

List Numbers
and Size Code

of Devices

GMDN Code Names and Description of Devices (llassification

r E65-04 3Q216 M ulticonst ituent Cill ibrator iielf-dc,: lare<l

I E65-05 30216 Multiconstituent Calibrator ilelf-de,:lared

,\uthorized European
Represenlativc

Storage site of technical
documentation

(Name and Addlress)

H,armonized Standards



E' ABBOTT

Declaration of ConformitY
Certiticate Identifi cation :

Legal Manufacturer's Name: Abbott Laboratories
5P56

Diagnostics Division
Abbott Park, Illinois 60064 USA 

--

Abbott
Max-Planck-fung 2

65205 Wiesbaden, Ge

Abbott
192 I Hurd Drive
Irving, TX 75038

Department - Regulatory Affairs

Listed in the Technical Documentatron

,W,e, the unclersigne<l, hereby declare that the in vitro diagnostic medical devices described above and berlrirlg the CE

rnarking, conlbrm with the ap,plicable provisions of the f C Directive g8l79lEC of the European lParliamr:nt and of the

Council of 27 October 1998 rin In Vitro Diagnostic Medical Devices as they are transposed into the lan's; of the metnber

:;tates.
.fhis declaration is rnade in accordance rvith Annex uI of the IVD Directive and is issued undcr the sole responsibilirtl'of the

rnan ufactu rer ..:
t i.r l;i;,11',.7:.;4':

H,armon ized Stanclards

Diana Rorrero

llite Directrcr, Quality Assurance

l\ovember -5. 201,1

,:,/- <' '., . ,;l
rI

.lanuary 30, 20 l4

l

-----_J

r-i'rr;
'g{iryt*'

Signafire:

Full Name:

Posit ion:

Date of Approval:

Date I:;sued:

Superse,:ies:

Full Namc:

Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

Mark Littlefield ,
.Associate l)irector, iRegulatory Affairs

No,''ember 5,2Cl4

Abbott Laboratories
192 I Hurd Drive
Irving. TX 75038

November I 7, ,1014

List Numbers
and Size Code

of Devices

GMDN Crrde Names and DescriPtion of Devices (llassifi ration

5P56-0 I 53356 Lipid Multiconstituent Calibrator llelf-der:lared

.r\uthorized European
Representativc

Name and Address
Storage site of technical

documentation
(Name and Address)



A ABBO'TT

Certifi cate Identillication:
Legal Man rrfacturer'rs Name:

I)eclaration of Conformitv
9D29
Abbott Laboratories Diasnostics Division
Abbou Park, Illinois 60064 USA

Harrnonized Standards Listed in the Technical Docunrentation

We, the unclersigrted, hereby declare that the in vitro diagnostic rnedical devic:es desoribed abore and b;aring the CE
nrarking, confornr with the rlpplicable provisions of the EC Directive 98/79/ErJ o1'the lluropean Par,lianrent arrd of tirc
Council of il7 October l99Ei on ln Vitro Diagnostic Medical Devices as they aLre transposecl intc, the lara,s of tfre rnr:nrber
states.
This doclaration is nlade in accordance with Annex lll of the IVD Directive and is issuetl untler the sole rcsponsibilit), of the
nran u facturt'r,

-l
_l

Signature:

Full Name:

Pos ition:

Date of Approval:

Date Issued:

Superscdes:

fif7171 ir.

l)iana Romero

Site Direcrtor, Quality Assurance

/rt-/ /- 4 rt t 4
\J/ | r d-\,/t.,/

/ t 
^ - '//Q-t/ -2C/)

March 28,201 3

Signature:

Full Narre:

Positic,n:

Date of Approv;11:

Place lssucd:

Eft'ective (Date or
Lot Number):

Associate Director, Regluiatoq, Af'tairs

6 -tt* zo r{
Abbott Laboraiorie:;
192 I I-iurd Drive
Irving, 'fX 7503ti

6+r-z'o,.5'

List Numbers
and Size Clode

of Devices

GMDN Code Names and Description of Devices Class ilica tion

Self-rlec lared9D29-2t) s6676 Water Bath Additive

9D29-21 56676 Water Bath Additive Self-declared

Authorized Eurropcan
Represcntative

(Name and Address

Abbott
Max-Planck-l{ing 2

65205 Wiesbaden. (iermar

Abbou
192 I Hurd Drive
Irving. TX 75038

Department - Regulatory Aflairs

Storage site of technical
documentation

(Name and Address)



a ABBO'II

I)eclaration
6K0t

of Conformity
Certifi cate Identifi cation :

[,egal 1\{anufacturer's lrlame: Abbott Laboratories
Diaenostics Division
Abbon Park, lllinois 60064 LJSA

Abbott
Max-Pianck-Ring 2

65205 Wiesbaden, G

Abbott
1921 Hurd Drive
Irving, TX 75038

Depaftment - Regulatory Affairs

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above ancl bearing the CE
marking, conForm u,ith the appiicable provisions of the F,C Directive 98/79/EC'of the European Parlilarnent and of Lhe

,Council of 2l' October 1998 on In Vitro Diasnostic Medical Devices as they are transposed into the lawr; of the mernber
states.

_l
l

I

_i

'Ihis declaration is
manufacturer"

Signature:

Full Name:

Position:

Date of Approval:

Date lssued:

Super:;edes:

Diana Romcro

ilite Director, Qualitl Assurance

l\ovember 5. 201;l

i "/-- f. ' 
' ,'-' t'' ,/{' I

Deccmber I l, 2006

Full Nam,::

Position:

Date of Approval:

Place Issued:

Efltctive (Date or
Lot Nurnber):

made in acrcordance rvith Annex III of the IVD Directive and is issued under the sole responsibility ot the

)

il./'# ,,,'r{. ,,( {";/};:1i'' ;i; Sisnaturr:: -p ;;"{,',r*t' *f*iju*:{1 \^. -
Mark Linlefield ;
Associate Direr:tor. Regulator;' Atiairs

November 5,21114

Abbott Laboratorics
192 I Hurd Drive
trvine. TX 75018

November 1"7.'-1011

[,ist Numbers
and Size Code

of Devices

GMDN Code Names and Description of Devices Classi{ication

6K0r -20 56676 Acid Wash Self-dcclarc d

Authorized European
Representative

Name and Adrlress
Storage site of technical

documentation
(Name and Address)

Harmonized StanrCards



A ,A.I]BOTT

Declaration of Conformitv
9D3 ICertilicate Idcntifi cation :

Lcgal Manufacturer's Name: Abbott Laboratories Diasrrostics Division
Abbott Park, Illinois 60064 IJSA

Scll:-de c hrcd

Abbott
Max-Planck-Ring 2

65205 Wiesbaden, C

Abbott
l92l Hurd Drive
Irving, IX 75038

Department - Regulatory Affhirs

Listed in the Technical Documentation

We, the undersigned, hereby'declare thatthe in vitro diagnostic medical devices described abovc' and bearing tre Ci l:
ntarking, conform rvith the applicable provisions of the EC Directive 98179/EC of the Iiuropean Parlianrr:nt ancl o1'rlrc
Council of 2lI October 1998 on llt Vitro Diagnostic Medical Devices as they are transposed into the lawsr of'the: rrcrnbcl
states.
This declaration is made in accordance with Annex III of the IVD Directive and is issucd under the sole resltonsibility of thc

List Numbers
and Size Codc

of f)cvicesi

Full Namc:

Po.sition:

Date of Approval:

Date lssued:

Supersecies:

Diana Romero

site Director. Qualiq, Assurance

5 .?'r - wtl
5 - a8'-aoli'
l'4arch 28. 12013

Names and Description of l)evices

Signaturer:

FullName:

Position :

Date of Apploval:

Place Issued:

Effi:ctive (Date or
l-ot Number):

Associate Direclor, Fi.egrrlarorv Aff airs

€- zg- z:o/f
Abbott Laboratorie.s
192 I llurd Drive
lrving, 'I X 75038

f- zg')7ot{-

rna nu factu rer. r
sigr,arure: OlArntt- fynllto

GMDN tllode

Alkaline Wash

Authorized European
Rcprcsentative

(Name and Address
Stloragc site of technical

documen(ation
(Nanre and Addrcss)

llarnronized Standards



A ABI}OT'T

Ccrtilicate Identil'ica tion :

[,egal Manufacturer's Name;

Declaration of Conlbrmitv
IJ72

Abbott Laboratories Diasnostics Division
Abbott ['ark. ]llinois 60064 USA

Abbott
Max-Planck-Ring 2

65205 Wiesbaden, Germa
Abbott
l92l Hurd Drive
lrving,'l'X 75038

Departrnent - Regulatory Af fairs

hlarnronized Stnrndards Listed in tlre Technical Documentation

We, the undersigned, heleb'y declare that the in vitro diagnostic rnedical devices described above and bt:alirrg thc (lu
marking, conforrn with the applicable provisions of the EC Directive 981'19/EC of the European Parlliarrtent and of the

CoLrncil of 27 October 1998 on [n Vitro Diaenostic Medical Devices as they are transposed intc' the lau's of the nenrbct
states.
This declaration is nrade in accordance rvith Annex III of the IVD Direclive and is issued under the sole resJronsibility of the
man u factu rer,

Storage site of tcr:hnical
docunrentation

(Name and Address)

Full Name: Diana Ronrero

Posjtion: Site Director, Quality Assurance

signature: _up;ruo%u; Signature: 74/

Darte of Appr,rval: 5'pf AA6
Daterssued: 5 _By^ 

AD\S
Superscdes: March28, 2013

Date of Approval:

Place Issued:

Elifbctive (Date or

Lcrt Nurnber'):

Full Nam,e: Mark Littlefield

Position: Associate Director, Regulatory Affairs

g- 28' )7el'9
Abbott Laboratorier;
192 I Hurd Drive
Irving, 1'X 75[t38

€_ Zf- 26/.9-

l.,ist Nunrbers
and Size Code

of Devices

GMDN Code Names and Description of Der,,ices CIassifica t i''.rn

tJ72-20 5905 8 Detergent A Sell'-dr:c larr:d

Authorized European
Representative

(Name and Add



A ABBOTT

List Numbers
and Size Code

of Deviccs

GMDN Code Names and Description of Devices Classification

2194-21 59058 Detergent B Se lf-cleclared

Certificate Identification:
Legal Manufacturer's; Name;

Declaration of Conformity
2J94
Abbott l,aboratories
Diasnostics Division
Abbott Park, Illinois 60064 USA

We, the unclersigned, herebl, declare that the in vitro diagnostic medical devices described abo've arrd bearing the tlE
nrarking, confonn with the applicable provisions of the EC Dilective 98179/EC of the Europealt Palliarnent and of the

Councilof ll7 October l99li on In Vitro Diagnostic Medical Devices as they are transposed intr: the lalvs of tltc m,lntber
states.
'I'his declaration is made
manufacttrrcr.

in srccordance with Annex III of the IVD Directive and iis issued under the sole responsibility of tlte

Signr,rture:

Full ]riame:

Position:

Date of Approlal:

Date lssued:

Supcrscdes:

Diana Rornero

Site Dire,ctor, Quality Assurance

December 4,2014

I)ecember 4,2014

New

Signature:

Full Nanre:

Position:

Date of Approval:

Place Issurld:

Eft'ective (Date or
Lot Number):

Mark Littlefield

Associate Dir,gctor, Regulatory At'fairs

December .1, :1014

Abbott l-aboratories
192 I Hurd Drive
Irving, TX 75038

December 4,:a014

Authorized European
Representative

(Name and Address)

Abbott
Max-Ptanck-Ring 2

65205 Wiesbaden, Gennany
Storage site of technical

documentation
(Name and Address)

Abbott
l92l tlurd Drive
lrving, TX 75038

Depanment - Regulatory Afi'airs

Harnronized Standards Listed in the Technical Docutnentation

-Uta,ffi -



i= ABBOT]|

Declaration of Conformiity
,4D<)Certificate Identification :

Legal l\Ianufacturer's f{ame: Abbott Laboratories
Diaenostics Division
Abbon Park, Illinois 60064 tlSA

Max-Planck-Ring 2

65205 Wiesbaden,

Abbott
1921 Hurd Drive
Irving. TX 75038

Department - Regulatory Affairs

Fnarmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described abovr: and bearing the CIE

marking, cr;nform with the applicable provisions of the EC Directive ()8179lEC of the European Parliament arrC ol- the

Council of 2'l October j998 on In Vitro Diagnostic Medical Devices as they are transposed into the lau's of the nrember

states.

Abbott

This declaration is
manufacturer.

Signature:

Full Name:

Posit.ion:

Date of Approval:

Date Issued:

Supersedes:

Diana Rornero

Site Direcbr, Qualitv Assurance

November 5,2014

' 
) 1 . r ?tly'{- -\ - ;i ( i ?

March 6,21014

Full Name:

Position:

Date of Approval:

PIace Issued:

E{fective (Date or

Lot Number.f :

made in accordance with Annex IIt of the IVD Directive and is issued under the r;ole responsibility of the

4) r, u , "t ii rlr, rr' ,*
N4ark Littlefield

Associate Director. ReSlulatoq' Aflairs

November 5,2014

Abboft Laboratories
1921 Hurd Drive
Irving, TX 75038

November l7 ,2011

List Numbers
and Size C'ode

of Devices

GMDN C:ode Names and Description of Devices ,Classification

4P52-?l 6l0lCl Flemoglobin .A I c Self-dt:c larc d

4P52-02 533 l5 Hemoglobin A I c Caiibrators; Self-dt:clare d

4P52- 1 (l 44435 Hemoglobin,A.l c Controls Seif-declart d

Authorized European
Representative

Name and Adrd

Slorage site of technical
documentation

(Name and AdrJress)



a ABBOT:|

Declaration of Conformitv
3K33Clertificate ldentifi cation:

Legal I{anufitctu rer's Ilame: Abbon Laboratories
Diaenostics Division
Abbott Park. Illinois 60064 IJSA

Abbott
Max-Planck-Ring 2

65205 Wiesbaden. German
Abbott
192 I llurd Drivc
Irving,'fX 75038

Department - Regulatory Affairs

Listed in the Technical Documentation
__J

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described abov,: and bearing the CIE

marking, confbrm rvith the applicable provisions of the EC Directive tr8l19/E() of the European Parliament anC of thc
Council of 2] October i998 on In Vitro Diaenostic Medical Devices as thev are transDosed into the lat's of thc mcmbcr
states.
This declaration is nrade in accordance with Annex III of the IVD Directive and isr issued under the sole responsibility of the
manu factu re r.

Sigrrature:

Full Name:

Position:

Date of Approval:

Date Issued:

Superse,les:

$)s-r i,,: , 'l)L r,'r*,. I r

Diana Romero

lSite Director. Qualiqv Assurance

,\overnber 5.201.1

November,5,2014

,April 4. 2013

Signature: ft ..{ o 
'-r1- 

r,A-*Z:i,X.t' !

Full Name: Mark Linleirel,l t:'

Positiorn: Associate Dire,:tor, Regulaton Affa.irs

Date o1'Approval: November 5,2114
Abboft Laboratories

Pl;ace lssuerj: i92 I Hurd Dri've
lrving, 'fX 7-5038

trG€-^ri.,- /l)ato nr"' ':"':)'",."i' November i7, l0ll
Lol Number.):

List Numbens
and Size Code

of Devices

GMDN Code Names and Description of Devices Classilfication

3K33-2r 30169 Ultra HDI- Sel f-cl:c lared

Authorized Eur,opean
Representative

ame and Adrdress

Slorage site of technical
documentation

(Name and Adrlress)

Harmonized Standards



sGt{ttll"l

Dl--Cl l*AIiAl lOl'l Ot-' CO Nf"' OFIM I IY

l,/lanufactrrrer: Sekisur Diagnostics P F.l. lnc
70 Watts Avenue Charlottetown
Prince Edward lsland
C1E 289
Canada

F:uropean Representative. MDSS Gnrbl."l
Schiffgraben 41
30175 Hatttiover
Germany

Prc;duct Direct LDI
Catak:gue Nurnber 1 831 -20
G[/DN Code. a'3395

ill;:ssrfrcatron General lVll

Ccnforrnity Asserssnrerrt Route Annex lll. self-certified

We hereby declare that ti-re above-mentionecl prociucts rneet the provisions of the, Coun,:il
Dtrective 913/ZgE:C for in vrtro diagnostrc medical devices l\ll supporting docunrerts ,are
he ld by the rranufacturer

[jlace of ls:;ue Prrnce Eciward lsland Canada

Srgnature

{iehisui Diagnostics P.E:.1. Inc

r "ifia.' ,'

i*
Perrrt'r \A/hr{ov!,,r.lL

Senror Marrager Regu latory Affatrs
Sekisui Diagnostics PEI Inc

Date



a"*1
Certifi cate ldentifi cation :

Legal Manufacturer's Name:

Legal Manufacturer's Address:

List Numbers I GMDN Code
and Size Codr:

of Devices

4 D l8-03

1D l9-01

Ilarmonized Stand:rrds

\\'e, the undersigncd, hereby declarc that the in vitro
c,)nforrn with th,e applicable provisions of the EC Di
1998 on In Vitro Diagnostic Medical Devices as they
This declaration is made in accordance with Anne
man u factu rer.

S ignature:

Full Narrre: J

l'osrIlon:

Dtate of Approval:

Datetssuel: --=.LYli',i
;

n1 r,\lncrcAn?rc. w- JLlltg jul) 
|

I
i

tion of Conformit)'
l

IRIS \'4Acc LC
ries

Division

agnostic rnedical devices described above and bearinil the CE rnarking,
'tive 98179.rEC of the European Parliament And of the Council of 27 C,ctober

Place Issued:

Effective (.Date or
[.ot Nr"rmber):

IL 60064 USA

mes and Description of Devicesi Cllass,ification

ARCHITEC]

ARCHITE Replacement Caps

Sample Cups7Cl4-01 ARCHITE Self-declared

Self- declared

Self- declared

7C I _s-02

7C r 5-03

ARCHITEC] Reaction Vessels

ARCHITEC Reaction Vessels

Authorized European
Representative

(Name and Address)

Abbott Gmbl
Max-Planck-

Diagnostics
Abbotl Prrk.

&Co. KC
ing-2

Storage site of technical
documentaf ion

(Name and Address

echnical Documentation

Decla
ARCIJ S

Abbott

Abbott Pa

rf vs yol t>; L\, oL rnc E,uropcan ranlamenl ano oI tne Lounctl lI I / L'ctotter
lc transposed into the lar.vs of the rnember siates.
ItI of the IVD Dircctive and is il;sued uncier the sole responsibilitl,ol'the

Dare c'f Approval: 
- -- - c-i*. l" I 

, * ::1 -\'.:,
Abhoft Laborarorie.s, Diagnostics
Division, Abb<,rtt Park, lL 61064 USA

.-: -^. ..i- .

-=-*t' - .-r'''r"'' l:l- 
- ---(..



standards Applied: see attachL'd list of standards for which docu rented evidence c f

compliance can be Provided.

Techno-path Manufacturing Ltd. hereby declares that the produa(s) specified

above comply with the requirements listed in European union In-vltro DiaEnostic

Medicaf Device Directive 9817 glEC,

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

:F U.
e;rnd r/iss . Head of Qualitv and Regulatory Affairs

Tcdhno-path Manufacturing Ltd.

1tl- /^r, - /_aJ3-
Dat E

STANDAROS USED IN FULL OR PART FOR CE MARKING AS PER I\/DD giBl79lEC

sta ndard

13612:2002: + AC:2002 p-ertonniinie euarr;-t1"" ;f i";'tt;dt.g""tti. ."a.tr 
.- -l

EN 13641:2002.

Title

EN 13975

EN l5O 14971:l!012

EN ISO 18113-:112011

EN t50 18113-;l

Product{s)

Rev 0ll

I sLr rru_PdLrt rvldllurdLlul ll l5 Lre

Fort Henry llusiness Park,

Ba llina,
Co, Tipperary,

lreland

lssue Date;24'h Jan 201'1

vit ro dlrgnostic. r-eagents * - - :T
Sampling procedures used for acceptance testin8 ol In In

yrl 19 -di4-811 9 sli!-mjiqigel-€Yrg:,:!9l49ql{P 99,!s

Medica devices -,Application of risk manlgement to

Product Name

Multichem 5 Plus (UnassaYed)

Multichem 5 Plus (Unassay{:d)

Multichem S Plus (UnassaYed)

Multichem S Plus

Multichem S Plus

Multichem S Plus

Multichem S Plus

Multichem 5 Plus (AssayedJ

Multichem 5 Plus (Assayed)

Multichem 5 Plus (Assayed)

Multichem S Plus (UnassaYrld)

Multichem S Plus {Unassayr:d)

Multichem S Plus (Unassayed)

Multichem S Plus (UnassaYr:d)

Multrchem S Plus
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