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Declar4tfion of Conformity
7D66

Abpott Laboratories Diagnostics Divisipn
nufrottiea*, fllinois 60064 USA

eclare that thF in vitro dia described above and bearing
the applicabfe ppovisions TglEC of the European

of,27 Octobetr 11998 on In al Devices as thev are
the lawqof the member statFs.

is ma{e In accordance with .A,nntx III of the IVD Directive and is issued under the sole
the manufacturer.

Name:

rer'g Address:

Erik,Muegge

QA Monager ops

Signature:

Full Name:

Position:

Date of Approval:

Date Issued:

Place Issued:

Supersedes:

Assoc. Di rector Regulatory Affairs

K_sEp- zo/7

Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038

_September 3,2015

Names {nd Description of Devices

Alanine Aminotransferase

(namo apd address)

l92l Hurd Drive, Irving, Texas 75038

Effective (Date or,;tN;;i'-' t'-SE/ cut 7



Abbott

I)eclaration of Conformity
7D8l

Abbott Laboratories Diagnostic Division

Abbott Park.. Illinois 60064 USA

Certifi cste Identifi cation :

Legal Manufacturer's Nsme:

Lcgal Manufacturer'$ Address:

Authorized Eur'opean
Representative l.name and add ress)

Abbott GmbH ,& Co, KG
Max-Planck'Rirg 2

tion

red

6-5205 W

Abboft Laboratories, I 92 1 Hurd Drive. Irving, Texas 7503 8

Listed in the Tec"hnical bocumentation

We, the undersigned hereby declare that the in vitro diagnostic medical devices described abovr: and bearing
the CE marking, confom with the applicable provisions of the EC Dirostive 98179/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 stat€s.

This declaration is made in accordance with Annex III of the IYD Directive and is issued under the sole

responsibility of the manufacturer.

C*u{ Signature:

Full Narne:

Pos:ition:

Date of Approval: ,/.5t (f-T * ,Zp!',( 
-

Signature:

Full Name:

Position:

Date of Approval:

Thomas Creel

f)irector, Site QA

Mark Littlefield

Assoc- Dircctor Regulatory Affairs

Elex":r-:-3"-!,t' 5'

Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038

08-sEP-20 I 7

/5-':-'c {' k>,lL-

Date lssued:

Place Issued:

Supersedes;

Effective (Date or
Lot Number):

List Numbers and
Slze Code of Devices

CMDN
Code Names and Description of Devices I Clrssificat

7D81-21 5?954 Aspartate Aminotransferase ] Self-decla

Storage site of technicsl
Q 

p c u m ent gJio l O a.:l-C n n_d*"a. 
"9_{r,p"S.l)



Iflehtificerion:

urer's Addresi:

1:ry*Y"zo/7

Declaration of Conformitv
DoO-74JJ-SD DELK
Abbott GmbH & Co. KG

Ma4-Plqnck-Nng 2, 65205 Wiesbaden, Germany

ued,,Sordby dgclare that the in vitro diagnostic medical devices described above and bearins
applicablg pipvisions of the EC Directive 9817g/EC of the EuroneanF applicablg pipvisions of the EC Directive 98179/EC of the Europeanl'o 7 october 19P8 on In vitro Diagnostic Medical Devices as they are

the laws of the member statos.

is made in accordance with d,nnQx IU of the WD Directive and is issued under the sole
the manufacturer.

Diaflfl Romero

DirectOr Quality Assuranca

Signature:

Full Name;

Position: Assoc. Director Regulatory Affairs

Date of Approval: "4j4iaZ*y- ZO / 7

Date Issued: Z 
" 

^*'1+/. zd / 7
Place Issuedl 65205 Wiesbaden, Germany

Supersedes: Not ppplicable

Effective (Date or
LotNumber): 27* -/44/^ ZO t 7



Identificationl

Declaration of Conformity
D53

rer'g Name;

hereby declare that the in vltro diagnostic medical devices described abovc and bearing the CE
the applicable provisions ofthe EC Directive 98l79EC of thc European Parliarnent and of thc
1998 on In Vitro Diagnost'ic Medical Devices as they are trarrsposed into the Iaws of the menrbcr

,p nrpde in accordance with Annex III of the IVD Directive and is i.ssucd under the sole lesponsibility of the

Qiana Rornero

Site Director, Qualrty Assurance

T-a* zplf
7-3-Zald

November 5,2014

Signature:

Full Namc:

Position:

Date of Approval:

Place Issued:

Ett'ective (Date or
Lot Number);

Mark Liftlefield

Associate Director, Regu latory Affails

q4* zo/'r
Abbott Laboratolies
l92l Ilurd Drive
Irving, TX 75038

?-3-&{

Names and Description of Devices Class ifi cation

Max-P1anck-Ring 2

l92l Hurd Di,ive
Irving, TX ?5038

Listed in the Technical Documentation



Decl4ration of Conformity
7D58
Abbott La Division

llinois 60064 USA

hereby that the iu vltlo diagnostic medical devices described above and bearing the CE,

th the app[icable provisions of the EC Directive 98l79lEC of the Eulopean Parliament and oFtlic
1998 ol ln Vitro Diagnostic Medical Devices as they are tr4nsposed into the laws of the rnember

[s fn$de in accofdance with Annex III of the IVD Directive and is issricd under the sole responsibility of tlre

Diana Romero

Site Directgr', Quality Assurance

7*s * zo{
V-3'' 7a/"{

Npvember 5,2014

Signature:

Fnll Name:

Position:

Date of Approval:

Place Issued:

Effective (Date ol
Lot Number):

Associate Director, Regu latory Affairs

?-3 - ?A/{
Abboft Laboratories

!921 Huld Drive
lrving, TX 75038

?-s- ?ot{

N4mes nnd Description of Devices

Abbott
Max-Planck-Ring 2

l92l Hrud Dnive
Irving, TX 75p38

Department - Segulatory Affairs

Ma[k Littlcficld



Declaraflon of Conformity
7D8[
Abbpttrlaboratories Diagnostics Division

AbbbttiPark lllinois 60064 USA

Classification

Self-declared I

Total Bil ;;ii-;;;i;;.;* 
*l

Abbott fthbH & Co. KG

Max-Phnqk Ring 2

Abbott Laboratories, 1921 Hurd Drive, Lrving, Texas 75038

Documentation

hertby declare that tlrp in vitro diagnostic modical deviges desoribed above and bearing

iht0 the laws,Of the member statFs,

is msdeiF aecordance with Anpex III of the IVD Directive and is issued under the sole

t{i{g, oonfo4ra with the applicabfe provisions of the EC Directive 98/79/EC of the European

44d of the Copncil of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are

Tbomas Creel

Ditscqor, Site QA

Signature:

Full Name:

Position;

Date of Approval:

Date Issued:

Place Issued:

Supersedes:

Efroctive @ate or
LotNumber):

As{oc. Director Regulatory Affai rs

i,fl-ct<:7-?c;tl
i4- tx:7 Ztti ,r' 

-
Abpott Laboratories
l92l Hurd Drive
lrvpg, TX 75038

September 8,20 l7

"*-{t<'7:.20r6/



Declaration of Conformity
Certifi ca te Iden ti fication :

Legal Manufacturer's Name;
Legal Manufactu rer's Addressl

8G63

Abbon Laboratories

Abbott Park, Illinois
Diagnostics Division

60064 USA

List Numbers and
Size Code of
Devices

GMDN
Code Namcs and Description of Devices Classification

8G63-21 53236 Direct Bilirubin Sel f-decla red

Authorized European
Representative (na nre and acld ress)

Abbott GmbH & co. KG

Max-Planck-Ring 2

65205 Wiesbaticn Cierm:
Storage site of tcchnisrl
documentation (rrAme and address)

Abbott Laboratories, 192 I Flurd Drive, lrving, Texas 71503g

Harmonized Standards Listed in the Technical Documentation

Y"'jl" T9:rsigned, 
hereby declare that the in vitro diagnostic medical clevices described above ancl bearing

the uH markrng, contbrm with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.
This declaration is made in accordance rvith Annex III of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature:

Full ].lame;

Position:

Date of Approval:

Signature:

Full Name:

Position:

Date of Approval:

Date lssued:

Place lssued;

Supersedes:

Effective (Date or
Lot Number):

Littlefield

f)irector Regulatory Affa i r:s

Mark

Assoc.

A bbott Laboratr:ries
192 I Hurd Drive
Irving, 'IX 75038

_September 3,2015

S'- t562!: Z()i"7 ..



lslnn of the IVD Directive and is is

I tignarure:

Declhltafion of Confornnitv
tE66
Abbott
Di vtslon
Abbott Illinois 60064 USA

Abbott
Max-Planck-fi4g 2

65205 Wi

horeby dgclare that the in vitro diagnostic medical devices dpscribed above arrd bearing the CE
the appiicable provisions of the EC Directive 98/79/EC of the European Parliament and of the
1998 on In Vitro Diagnosfic Medicai Devices as they are t(ansposed into the laws of the member

Qiana Romero Full Name: Mark Linlefield d1
qile Diregtgrr Quality Assurance Position: Associate Director. Regulator;, Affairs

\ovember 5,2014 Date of Approval: November 5,2014

r.{ovembEr s,20r4 pracerssued: BT[lfil1l"J'.'
lrving, TX 75038

Spptembsr 28, 2006 u"t:t:Yt-l:jlt-:.,1 
November 17 ,2014Lot Number):

Npmes and Deseription of Device$

Bilirubin Calibrator'

Abbott
1921 Hurd Drive
lrving, TX 75038



Declhilation of Conformitv
Iddntilicja(ion:

rerls Name:

hereo'y'dpclare that the in Vitro diagnostic medical devices described above and bearing the CE
the applicable provisions of the EC Directive 98f9/EC of the European Parliament and of the
l99B oq In Vitro Diagnosfic Medical Devices as they are transposed into the laws of the member

JigirtfNdc in 4cpotrdance with Anned I[ of the IVD Directive and is issued under the sole responsibility of the

Diana Rqmero

qite Direclpri Quality Assuranoe

November;5,2014

f/- r* vo r{
December 31,2012

Signature:

Full Name:

Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

Mark Littlefield

Associate Director, Regulatory Affairs

November 5,2014
Abbott Laboratories
l92l Huld Drive
Irving, TX 75038

November 17,2014

60064 USA

Npmea and Description of Devicep

Self-declared

l92l Hurd Dfivp
kving, TX 7J03i8



.Declaratfion of Conforrnity
'7D62

Abbott Laboratories Diagnosti cs Division
Abbott Park, Illinois 50064 USA

AbbOttGMbH & CO, KG

Max-Planck-Ring 2

65205

is made i{ accordance with Annex III of the IVD Directive and is issued under the sole
the madufacturer.

's Afdrew:

ErikrlVf uegge

QA Mfnager Ops

Signature:

Full Name:

Position:

Date Issued:

Place Issued:

Supersedes;

Effective (Date or
Lot Number):

Mark Littlefield

Assoc. Director Regulafory Affairs

Dare of Approval: -YfE/" - ,Zdl 7

8:SEP*zat7
Abbott Laboratories
l9r I Hurd Drive
Irvipg, TX 75038

9-3,2015

Names $nd Descrlption of Devices

i(name an{ address)

Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038

described above and bearing
79/EC of the European
al Devices as they are



SffiruY$ N ffiH*

EC DECLARATION OF CONFORMITY
For in vitro diagnostic medical devices (IVD) - Directive ?B/71/EC

The undersigned Sentinel CH, SpA, having its premises in Milan, Italy - Via Robert Koch 2,
manufacturer of the family of devices named as "kits for clinical chemistry arnd
immunochemistry, coagulation and rapid tests for immunology and serology" declares, under
its own responsibility that the below listed devices comply with all essential reguirement:; listed
in Annex I of the 9B/79/EC Directive, as prescribed in Annex III of such Direrctive and its
Italian transposition (Legislative Decree nr, 32212000),

It therefore declares and assures, under its own responsibility, that the devices:
1, cofnply with the applicable provisions of the Directive
2. are not included in the listA and B of Annex II of the Directive
3. are designed, manufactured and placed on the market according to the company

certified quality system, in compliance with lso 9001 and ISo 13485 as per indication
expressed in Annex III of the Directive,

DICHIARAZIONE DI
per dispositivi medico diagnostici rn

CONFORMITA CE
vitro IVD) - Direttiva 9B/79/CE

La scrivente Sentinel CH, SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante clei
disposiEivi appartenente alla famiglia denominata "kit per chimica clinica, immunochimica,
coagulazione, e test rapidi per immunologia e serologia" dichiara sotto la propria responsabilita
che idispositivi sotto elencati soddisfano irequisiti essenziali applicabili richiesti dali'Allegatg t
della Direttiva 98/79lCE, come prescritto dall?llegato III della medesima Direttiva e suo
recepimento ltaliano (Decreto Legislativo 332/ZOO0).

A tale scopo garantisce e dichiara sotto la propria responsabiliti che idispositivi:
1, soddisfano le disposizioni applicabili della Direttiva
2. non sono inclusi nell'elenco A e B dell'Allegato III della Direttiva
3. sono progettati, fabbricati ed irnmessi in commercio nell'ambito dell'applicazione di un

sistema di qualitA aziendale dichiarato conforme e certificato secondo te norme ISo
9001 e Iso 13485 come descritto dall'Allegato III della Direttiva,

Code/Codice Product Description / Nome prodotto
6K:26-30 CRP Vario
6K.25-47 CRP Vario
6K26- 10 CRP Calibrator Set
6K26-72 CRP Calibrator WR
6K26^74 CRP Calibrator HS
6K26-2I CRP Control HS
6KB9-30 Ammonia Ultra
6K91-30 Ceruloplasmin
4P79-30 UIBC Liquid
8124-31 reatinine (Enzymatic)
BL24-41 Creati ni ne (Enzymatic)
8125-30 Lithium
6K89-20 Amnronia Controls
6K30- 10 Clin Chem
6K31-10 Plasmaproteins Cal 3x
1P93-30 Cystatin C
1P93- 10 cystatin c calibrator

:.ir!:{lil.':11r:'rfi i):t;i:i ,a:;i.l{}i'i.; -f.itr1li).t:j.:i;:,):1_}t,ii r!{}r:l::)1.:.}i:i,.;i.:yti(.j.!.,i. r.: {l;l:,.,1,titir3;,.j.{:r)l iii{.7 I zilr|..r tr r:"ilii'i

,, ,{i\ }t:');



SENTINEL$lAusJ#$Ti{.:.d:

Cod€/l odlce Pro uct Descrlption/Nome prodotto
1P9i -z Cvsl rt n C Control Set
6K2$" cK- Calibrator
6K2 :l CK Control
O,KJU-Z Clin Shem Control 1

6K3 27 Clin em Control 2
6K3 .a Imn uno Control 1

6K3 Imn uh'o Control 2
6K3l Irnn uno Control Set
6K90=2 0 Bile \cids Controls
6K9 -1 Fruc :obamine Control 1

6K9E:2 Fruc :obarnine Control 2
4P80-3 Lafr rda Llaht Chalns
6K2t -3 Cho neste rase
6K25-: 0 cK-
6K2 Pani rdatic Amvlase
6K96-3 ,Kao iaht Chainc
6KZ HBE
6K9 Blle \ctds
6K9 :i Dlbr caine CHE

6K93-3 cop er
6K9, -3 Fruc :oSamlne
6Ks Iron
6K9 -41 Iron

f: theimanufacturer deQlareP to;
lafid;,meike- avallable for the 'Cornpetent Authority thp product technical
fie;d in Annex III of the 98lV9lcE Directive, as well as to retain the batch
periad of at least ten (10) yeprs after the producLion d4te of the last lot
instltuted and keep up to date an adequate procedure to guarantee the

file, as

reco r0 s

market
llFnce reqUested by the DiFective,

dichiarpiinoltre di:
re e.tgpere a disposizioiro delle AutoritA Compelente il fascicolo tecnico di

. speeifi6ato nellAllegatp.III della Direttiva 9B/79lCE, nonchd le registrazioni di:p. speeirlcato nell'Ailegatp.tlll clella Direttiva 9u/ /9lQv, noncne le reglstrazl(
tOne erOntrollo per un p{r,igdo almeno di dieci anni d?lla data di produzione

Itlmo lotts
igtituito e: di mantenere urh'idonea procedura per garalltire la sorveglianza post-

itai rishlesta, dalta Direttiva.

Date/Data

J,5lcrl2 -;t':.,

r.:*,*r Cgtttiftels$i rte n$s?it : r:;,.

18S01;?flo7 . tsfl 140(lli?OO,t



Declaration of Conformitv
Identifiqstion:

rer's Name:

Abbott
Max-Pla-nck-f.ing 2
6520s W

horeby that the i4 v[tro diagnostic medical devices described above and bearing the CE
ith the

1998
icablo provisions ofthe EC Directive 98/79lEC of the European Parliament and of rhe
In Vitro Diagnosfic Medical Devices as they are tnansposed into the laws of the member

i$lnFde in ce with Annexi III of the IVD Directive and is isspecl under the sole responsibitity of the

I Diana Romeio

i $te Direptoi,t Quality Assurance

r\ovembo.r 5,2014

//*f-"e /4
J$ly 16,2013

Signatute:

Full Name:

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

November 5,201,1

Abboft Laboratories
1921 Hurd Dr.ive
Irving, TX 75038

November l7 ,2014

Position: Associate Director, Regulatory Affairs

linois 60054 USa

Names and Description of Deviceg Classification

1921 Hurd Dfive
lrving, TX 7J038

Mark Littlefield



Declar+tion of Conformitv
tifrcationl

r's N4me:

Address:

31.)82

Abbop Laboratories Diagnostios Division
Aubolr Park, Illinois 60064 usA

Signature:

Full Name;

Position:

Date of Approval;

Date Issued:

Mark Littlefield

Asqoc. Director Regulatory Affa ins

Abpott Laboratories
t92 I Hurd Drive
Irvipg, TX 75038

_Nqvember 17,2014

eclare that the in vitro diagnostic medical devices described above ancl bearing
the applicable provisions of the EC Directive 98l7glEC of the European
of 27 Octobqr 1998 on In Vitro Diagnostic Mpdical Devices as they are

the laws Of the member statesj
is made ip accordance with $qnex III of the IVD Directive an{ is issued under the sole
the rnanufacturer.

Erik Muegge

QA Mpnager Ops

Place Issued:

Supersedes:

Effective (Date or
Lot Number): fr- s€4- ZA/ 7



Declprtation of Conformity
Identifica 7D65

N Division
Abbott 60064 USA

, hereby {eclare that the in vituo diagnostic medical devices described above and bealing the CE

ith the atplicable provision5 of the EC Directive 981'19/EC of the Europcan Parliament and of the

er 1998 oir In Vitro DiagnoStio Medioal Devices as they are tlansposed into the laws of tlrc ntcnrber

ig $ade in accprdance with Annelr I{I of the IVD Directive and is issued under thc solc responsibility of the

piana Romero

fite Directot, Quality Assurance;

i'f*$:; ZelS-
17* 3- 2s{
].fovember' 5,2014

Signaturo;

Full Name:

Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Nurnber):

Associats Director, Regulatory Affairs

7-s-uF
Abboft Laboratorics
l92l Hurd Drive
Irving, TX 75038

?-s-zo/{

Names and Description of Device$ Class ifica tio n

Gamma- Glutamyl Transferas e

1921 Hurd Drive
Irving, TX 7$038

Department r Regulatory Affahs



3K33

Declaration of Conforrnitv

Abbott
D
Abbott

Self-declared

Listed in the Technical Documentation

u{r hereby declare that the in vitro diagnostic medical devices dpscribed above and bearing the CE
wiith the applicable provisions ofthe EC Directive gt/7glEcof the European parliament and of the

1998 On In Vitro Diagnos{ic Medical Devices as they are tr.ansposed into the laws of the mernber

ls]mFOe in acesrdance with Annex III of the trVD Directive and is issqed under the sole responslbilifiv of the

Diana Rornero

Site Directgr, Quality Assurance

Novomber 5,20t+

November 5,?014

April 4,2013

Signature:

Full Name:

Position:

Date of Approval:

P.lace Issued:

Effective (Date or
Lot Number):

Associate Director, Regulatory Affairs

November 5,2014
Abboft Laboratories
l92l Hurd Drive
lrving, TX 75038

f.Iovember 17,2014



F-ECLAT{ATI ON QF CON FORM ITY

Sekisui Diagnostics P.H.l. lnc
70 Watts rAven ue Charlottetown
Prince Edward lsXand
c1H 289
Canada

tive: MDS$ Gnrbll
$ehiffgraben 41
30175 l'tannover
Germar'ry,

Direei lDL
Catalogue Number 1 E31-20
GMDi.J Code: 53395

General IVD

sment Route: Annex lll, seif-certified

that the above-mentiBned products meet the provisions of the Council
fcr in vitro diagnostic medicaldevices. Allsupportipg documents are

16r.

Prince Edward lsland, Canada

8L' 4!:? . ?-'otl
Date

Senior l\lla nag er Reg ulatory Affairs
Sekisui Diagnostics PEI Inc.

70v
Gha
clE
Tot;

Page 1 of1



DeclAratlon of Conformit
Idonti$eftion: 5Ps6
urer's ![8he: Abbott

Abbott 60064 USA

here@. dgclare that the in vitrp diagnostic medical devices dgscribed above and bearing the CE
the'gBplicable provisions o{lthe EC Directive 98/79/EC oflthe European Parliament and of the
1998 On In Vitto Diagnosfic Modical Devices as they are t4ansposed into the laws of the membel

isinr[do in 4ccordance with AnneX III of the IVD Directive and is issf ed under the sole responsibility of the

$ana Rorselo

$te Directori Quality Assurance

I'fovember 5,2014

/*"r-z,o t{
JFnuary 30i 2014

Signature:

Full Name;

Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

Associate Director, Regulatory Affairs

November 5,7014
Abbott Laboratories
192 I Hurd Drive
Iwing, TX 75038

November 17,2014



Abbott

Certifi cate Identification:
Legal Manufacturer's Name :

Legal Manufacturer's Address:

Declaration of Conformitv
DoC-4P 5220, 4P 520 I. 4Ps2 I 1 -SD DEI-K
Abbott GmbI{ & Co. KG
Max-Planck-Ririg 2, 65205 Wiesbaden. Germanv

f*Fd"/0
Signature:

Full Name:

Position:

N/A

Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75039, IJSA

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices describecl
above and bearing the CE marking, conforrn with the applicable provisions of rthc EC
Directive 98/79lEC of the European Parliament and of ttre Council of 27 October 199g on In
Vitro Diagnostic Medical Devices as they are transposed into the laws of the member states.

This declaration is made in accordance wittr A-nnex III of the fl{D Directive and is issued under the sole
respgnsibility of the manufacturer,

Signature:

Full Name:

Position;

Date ofApproval:

Diana Romero

Director, Site QA

l-7:A!|Ctf: Zpt 7"*

Mark Littlefield

Assoc, Director, Regulatory Aftai:rs

u "/_

M
65205 Wiesbaden, Germany

N/A

Date of Approval:

Date Issued:

Place Issued:

Supersedes:

Effective (Date or
Lot Number):

List Numbers and
Size Code of Devices

GMDN
Code Names and Description of Devlces ClassificatIron

Self-declared
4r,12-20 59090 Hemoglobin Alc Reagent

4P12-01 )JJ IJ llemoglobin A1c Calibrator
!.t9'_.J"1,9
Self-declared

4ps?-r I 44435 Flemoglobin A1 c Controls

Authorized European
resentative (name and address

Storage site of technical
documentation (name and
Harmonized Standards

LZ:-fu-ot:-&eJZ *-
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A ABBOTT

Declaration
2P56
Abbott Laboratories

Diamostics Division
Abbott Park. Illinois 60064 USA

We, the dndersigned. 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 98/19lEC of the European Parliament and of the
Council df 27 October 1998 on In Vitro Diasnostic Medical Devices as thev are transDosed into the laws of the member
states.
This declaration is made in accordance with Annex III of the IVD Directive and is issued under the
manufacturer.

sole responsibility of the

Certifi cate Identification:
Legal Manufacturer's Name:

of Conformity

Signature: Signature:
7

Full Name:

Position:

Date of Approval:

Date lssr-ied:

Supersedes:

Diana Romero

Site Dil'ector, Quality Assuranoe

November 5,2014

November 5,2014

December 31,2012

Full Name:

Position:

Date of Approval:

Place lssued:

Effective (Date or
Lot Number):

Mark Littlefield

Associate Director, Regulatory Affairs

November 5,2014
Abbott Laboratories
I 921 Hurd Drive
Irving, TX 75038

Novernber 17,2014

List Numbeis
and Size Code

of Devices

GMDN Code Names and Description of Devices Classification

2P56+21

2P56+41
53072 Lactate Dehydrogenase Self-der;lared

Authorized European
Representative

(Name and Address)

Abbott
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Storage site of technical
documentation

(Name and Address)

Abbott
1921 Hurd Drive
Irving, TX 75038

Departrnent - Regulatory Affairs

tlarmonized Standards Listed in the Technical Documentation



nFfscturer's Name;
ffcturer's Addross:

Declarfltion of Conforrnitv
7D80

AhbOtt Laboratories Diagnostics Division
Abbott Park, Illinois 60064 USA

Aspoc. Director Regu latory Affairs

Abbott Laboratories
19t I Hurd Drive
Irving, TX 75038

_Ngvember 17,2014

Names arld Description of Devices

vB (nsme and address)

Abbott GmbH & co. KG

Max-Flanck-Ring 2

Abbotf Laboratories, l92l Hurd Drive, Irving, Texas 7503g

described aring
79lEC oft
al Devices

qn is msde ip accordance with ,Annex III of the IVD Directive anfl is iss ued under the sole
0f the matrrifacturer.

Signature:

Full Name:

Position:

Date of Approval;

Date Issued;

Place Issued:

Supersedes:

Effective (Date or
Lot Number):

Erik $uegge

':EEP-zot-t

{-.qEF-z,al'7



A ABBOTT

List Numbers
and Size Code

of Devices

GMDN Code Names and Description of Devices Classifi ca tio n

3El6-02 s3 109 Lipase Caliblator Self-der:lared

Certifi ca te Tdentifi cation:
Lega I Manufacturerts Name:

Declaration of Confbrmitv
3El6
Abbott Laboratories Diagnostics Division
Abbott Park. Illinois 60064 USA

We, the qndersigned, hereby declale that the in vitro diagnostic rnedical devices described above and bearing tLre CE
nrarking, conforrn with the applicable provisions of the EC Directive 98179lEC of the European Parlianrent arrd of the
Council of 27 October 1998 on In Vitro Diagnostic Medical Dcvices as they are transposed into tlre larvs olthe rnernber'
states.
This declaration is nlade in accoldancc with dnnex III of the IVD Directive aud is issucd un<lcr the sole
manul'actir rer.

responsibilil.y of lhe

Full Namc:

Position:

Date of Approval:

Date Issued:

Supersedes:

Diana Romero

Site Director, Quality Assurance

7-3-zE't'r
?- 3 -L&F

Novcmbcr 5,2014

Signature:

Full Name:

Position:

Date of Approval:

Place Issued:

Effective (Date or'

Lot Nunber):

Signature

Mark Littlefield

Associate D irector, Regu latory,,\ lfairs

7*3 *ZatJ"
Abbott Laboratnries
1921 Huld Drive
Irving, TX 7-s038

?-"3 - Zots*

Authorized European
Ileprescntative

(Name and Address)

Abbott
Max-Planck-Ring 2

65205 Wiesbaden. Ge

St<lrage site of teclrnical
docu rnenta tion

(Name and Address)

Abbott
1921 Hurd Drive
Irving, TX 75038

Department - Regulatory Affairs

Harmonized Standards Listed in the Technical Docurnentation

Clona. Qo*u*



A ABBOTT

Declaration
7D73

of Conformity
Certificate ldenti fi catio n :

Legal Manufacturer's Narne; Abbott Laboratories Diagnostics Division
Abbott Par'k. Illinois 60064 USA

is tnade in accordance rvith Annex III o1'the IVD Directive and is issued undcr lhc solc rcsponsibility of thc

6/traQo,wn
Diana Romero

Site Director, Qualify Assurance

7-Z Lols-

?- 3 - 2-c2({

November 5,2014

Signahrre:

Full Name:

Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

Associate Directol I{egulatory Affai rs

7.- s ^ ?aF
Abbott Laboratories
1921 Huld Drive
Ilving, TX 75038

?'s - Totf

List Numbers
and Sizc Code

of Devices

GMDN Codc Names and Description of Devices Class ificat io n

7D73-21 53989 Total Proteiu Sc lf-dcc lirr0d

Authorized European
R epresen tative

(Name and Address)

Abbott
Max-Planck-Ring 2
65205 Wiesbaden. Germany

Storage site of technical
documen tation

(Name and Address)

Abbott
1921 Hurd Drive
Irving, TX 75038

Department - Regulatory Affairs

Harmonized Standards Listed in the Technical Documentation

Mark Littlefield



Cgrtifica te Identifi cation :

Ldgal Manufacturer's Name:
Legal Manufacturer's Addressl

Declaration of Conformitv
7D74

Abbott Laboratories Diagnostios Division
Abbott Park, Illinois 60064 USA

LiSt Nurnbers and
Size Code of
Devices

GMDN
Code Names and Description of Devices Classification

7D74-21 s3462 Triglyceride Self-deolarecl

Authorized European
Representative (name and address)

Storage site of technical
docume4tation (name and add
Harmonized Standards

Abbott GmbFI & Co, KG

Max-Planck-Ring 2

65205 Wiesbaclen. (lernra

Abbott Laboratories, l92l Hurd Drive, Irving, Texas 7-503g

I-,isted in the Technical Documentation

;hat the in vitro diaglostic medical devices descnbed above ancl bearinq
rlicable provisions of the EC Directive 9g/7g/EC of the European
)ctober 1998 on In Vitro Diagrrostic Medicai Devices as they are

transposed into the laws of the member states.
This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature:

Full Name:

Po.sitionl

Date of Approvall

Erik Mucgge

QA Manager Ops

Signature:

Full Name

Position:

Date of Approval:

Date Issued:

Place Issued:

Supersedes:

Effective (Date or
Lot Number):

Assoc, Director Regulatory Affairs-

.8:StrZe.gr-7-_
Abbott Laboratories
I921 Hurd Drive
Irving, TX 75038

9-3-20 I 5

Mark Littlefietd

8^:S-trr-{::Ad 7



Declaration of Csnforrnitv

hereby {eolare that the in vitro diagnostic medical devices {escribed above and bearing the CE
ith the ap$licable provisionq of the EC Directive 9S/'79|EC of the European Parliament and of the

1998 of In Vitro Diagnogtic Medical Devices as they are transposed into the laws of the nrember

i1g n;ade in aqc4rdance with Annek III of the IVD Directive and is issued under the sole responsibility of the

Diana Rometo

$ite Directorr, Quality Assurance

D,.Iovember51 2014

/l*s- z-a rq
December 31, 2012

Position:

Date of Approval:

Place Issued:

Effective (Date or
LotNumber):

Associate Director, Regulatory Affairs

November 5,2014
Abbott Laboratories
192 I Hurd Drive
Irving, TX 75038

November 17,2014

Names and Description of DevicQs

Abbotr
Max-Planck-Ring 2

Abbott
1921 Hurd Drive
Irving, TX 7S038

Deparbne. nt . Regulptory Affairs

Documentation



A ABBOTT

Declaration of ConformitY
7D75
Abbott Laboratories Di asnostics Division
Abbott Park. Illinois 60064 USA

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 981'79lEC of the European Parliament and of the

Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as thcy are lrausposed into the laws of the tnembel

states.
This declaration is rnade in accordance with Annex III of the IVD Directive and is issued under the solc responsibility of the

manufacturer.

Signature:

Full Name:

Position:

Da[e of Approval:

Date Issued;

Supersedes;

Ccrtifi cate Identifica tion:
Legal Manufacturer's Name:

Diana Rornero

Site Director, Quality Assurance

V- 3 * E"r:r{
<l- z- z5l3{r

November 5,2014

Signature:

Full Name:

Position:

Date of Approval:

Place Issuedl

Effective (Date or
Lot Nurnber):

Associate Direclor, Regulatory l\ffairs

'P- 3 - ilsl.{i"'*
Abbott Laboratories
1921 Hurd Drive
lrving, TX 75038

7'- s * d-d'rr'--)

List Numbers
and Size Codc

of Devices

GMDN Codc Names and Description of Devices Classification

7D'75-21

7D75-31
s 3s90 Urea Nitrogen Self-declared

Authorized European
Representative

(Nanre and Address)

Abbott
Max-Planck-Ring 2

65205 Wiesbaden, Germany

Storage slte of technical
documentation

(Name and Address)

Abbott
1921 Hurd Drive
ILvirg, TX 75038

Departnrent - Regulatory Affairs

Harmonized Standards Listed in the Techlical Documentation



A ABBOTT

Declaration of Conformity
tE65Certificate Identification :

Legal Manufacturer's Name: Abbott Laboratories
Diamostics Divlsion
Abbott Park. Illinois 60064 USA

Classification

Self-declared

Abbott
Max-Planck-Ring 2

German65205 Wi
Abbott
1921 IIurd Drive
Irving, TX 75038

Departrnent - Regulatory Affairs

Listed in the Technical Documentation

We, the qndersigned, hereby declare that the in vitro diagnostic medical devices described above and bealing tlte CE

marking. conform with the applicable provisions of the EC Directive 98l19lEC of the European Palliament ancl of the

Council df 21 October 1998 on In Vitlo Diagnostic Medical Devices as they are transposed into ihe la'"vs of the rnember

states,
This decl:iration is made in accordance with Annex III of the IVD Directive and is issued under the sole responsibility of the

rnanufactilrer.

Signature:

Full Name:

Position:

Date of Approval:

Date lssued:

Supersedes:

Diana Romero

Site Director, Quality Assurance

November 5,2014

Novernber 5,2014

March6,2014

tik;- Signature:

Full Name:

Position;

Date of Approval:

Place Issuedl

Effective (Date or
Lot Number):

Mark Littlefield

Associate Director, Regu I atory Affairs

Novernber 5,2014
Abbott [,aboratorics
192 I Hurd Drive
lrving, TX 75038

November 17 ,2.01 4

Names and Description of DevicesList Numbers
and Size Code

of Devices

Multiconstituent Calibrator Self-declared

Multiconstituent Calibrator

Authorized European
R epresentative

(l$arne and Add
Storage site of technical

documentation
(Narme and Address)



HNOPATH

DECLARATTON OF CONFORMTTY

Manufacturer
Tec[no-path Man ufacturing Ltd.

Fort Henry Business Park,

Ballina,
Co. Tipperary,
lreldnd

Product Name

Multichem S Plus (Unpssayed)

Muftichem S Plus (tJnpssayed)

Muftichem S Plus (Unpssayed)

Multichem 5 Plus

Multichem S Plus

Multichem S Plus

Multichem S Plus

Muftichem S Plus (Assayed)

Multichem S Plus (Assayed)

Multichem S Plus (Assayed)

Miultichem S Plus (UnOssayed)

Multichem S Plus (Un{ssayed)

Multichem S Plus (tJnrissayed)

Muftichem S Plus (Unqssayed)

Multichem S Plus

Multichem S Plus

Multichem S Plus

Multichem S Plus

Mi.rltichem S Plus (Alsspyed)

Multichem S Plus (Asspyed)

MUlrtichem S Plus (AssFyeO)

Mulltichem S Plus (AssFyed)

Catalogue Ngmber

05P79-1r0

0sP79-11

05P79-\2

cH100cRP

cH101CRP

cH102CRP

cHl_03CRP

05P78-110

05P78-1t1

05P78-!2

cH110CRF.05

cHl-11CRq.0s

cH112CRF.0s

cHl_L3CRP.0s

cH100PqA

cH101Pr.+A

CH102PLtA

CH103PLlA

cH110PL4,0s

cH111PLA.05

cH1.r.2PLA.05

cH113PLA.05

Rev 08 Issue Date: 24tn Jan20l4:



Ber

Tec

\...
Jl:*'.

TECHNOPATH

GMDN: 47869
Conformity Route: Annex lll Self-Declared

Quality Management System: EN ISO 13485:20t2/ ISO 13485:2003

QMS Certification No.: 1RQ4008261/4
lssued By: Lloyds Register LRQA, 71 Fenchurch Street,

London EC3M 4BS United Kingdom,

Standards Applied: See attached list of standards for which documented evidence of
compliance can be provided.

Techno-path Manufacturing Ltd. hereby declares that the product(s) specified
above comply with the requirements listed in European Union In-vitro Diagnostic
Medical Device Directive 98179 | EC.

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

ass , Head of Quality and Regulatory Affairs

19-Path Manufacturing Ltd,

STANDARDS USED tN FULL OR PART FOR CE MARKTNG AS PER wDD 98/79lEC

Standard Title
EN ISQ I5223-t:2012 Svmbols for use in the labelling of medical devices
tso 1348: i:2072 + AC:2OL2 Medical devices - Quality management systems -

Requirements for regulatory purposes

EN 13512:2002 + AC:2002 Performance evaluation of in vitro diagnostic medical
devices

EN 13641 2002 Elimination or reduction of risk of infection related to in

vitro diagnostic reagents
EN 13975:2003 Sampling procedures used for acceptance testing of in in

vitro diagnostic medical devices - statistical aspects
EN ISO 1497t:2012 Medical devices - Application of risk management to

medical devices
EN ISO 18 113-1:2011- In vitro diagnostic medical devices - Information supplied

by the manufacturer (labelling)- Part 1.:Terms, definitions
and general requirements

EN ISO 18713-2:2011 In vitro diagnostic medical devices - Information supplied
by the manufacturer (labelling)- Part 2: In vitro diagnostic
reagents for professional use

EN 13640:2002 Stability Testing of In vitro diagnostic reagents

DCOO3 Rev 08 Issue Date: 24'^ Jan20l4



A ABBOTT

Certificate Identifi cation :

Legal Man ufacturer's Name:

Declaration
6K01

of Conformity

Abbott Laboratories
Diasrostics Division
Abbott Park, Illinois 60064 USA

Abboft
Max-Planck-Ring 2
65205 Wiesbaden. Germa

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 and bearing the CE
marking, conform with the applicable provisions of the EC Directive 98179/EC of the European Far'liament and of the
Council of 27 October I 998 on In Vitro Diasnostic Medical Devices as thev are transposed into the lar,vs of the mernber
states.
This declaration
manufacturer,

is made in accondance with Annex III of the IVD

Signature:

Full Name:

Positir:n:

Date of Approval: r-ln,.a.,,-,-mber 5,2014

Date Issued: /l^. f *?,*, lzjet ^>* 
'*t*/{7

Supersedes: December 1I,2006

Birective and is issued under the sole responsibilig, of the

Signature: "

Diana Romero

Site Director, Quality Assurance

Full Name:

Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

/ | ') 
rJ

Mark Littlefield s"'

Associate Director, Regulatory Affarrs

November 5,2014
Abbott Laboratories
I 92 t Hurd Drive
Irving, TX 75038

Novenrber 11.2014

List Numbers
and Size Coele

of Deviccs

GMDN Code Names and Description of Devices Ciassifiica tion

6K01,20 )oo /b Acid Wash Self-declared

and Address
Stbrage site of technical

documentation
(Narne and Address)



A ABBOTT

Certifi cate Identifi cation:
Legal Manufacturer's Name:

Declaration of Conformity
9D3l
Abbott Laboratories Diaenostics Division
Abbott Park,Illinois 60064 USA

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the CE
marking, conform rvith the applicable provisions ofthe EC Directive 98119lEC of the European Palljarnent and of tlre
Council of 27 October 1998 on In Vitro Diasnostic Medical Devices as thev are tralsoosed into the laws of tbo rnernbcr
states.
This declaration is rnade in accordance with Annex III of thc IVD Directive and is issued under the sole responsibility ol'the
manufactuler,

Signature:

Full Ndme:

Position:

Date of Approval:

Date lssued:

Supersedes:

Diana Romero

Site Director, Quality Assurance

5 -?T - 2Dl5

1' - )8-.\olf
March 28, 2013

Signafure:

Fuil Name:

Position:

Date of Apploval:

Place Issued;

Effective (Date or
Lot Number):

Associate Director, Regulatory Affairs

€- z7- 2o/_r
Abbott Laboratories
1921 Hurd Dlive
Irving, TX 75038

f- zg- Zo/-f

List Numbers
and Size Code

of Devices

GMDN Code Nanres and Description of Devices Classification

9D3r-20 s8236 Alkaline Wash Scl l-declared

Authorized European
Representative

(Name and Address)

Abbott
Max-Planck-Ring 2

65205 Wiesbaden, Germany
S toragc sitc of technical

documentation
(Name and Addrcss)

Abbott
1921 Hurd Drive
Irving, TX 75038

Deparfment - Regulatory Affairs

Harmonized Standards Listed in the Technical Documentation

Mark Linlefield



A ABBOTT

Certifi cate Identilication:
Ldgnl Manufacturer's Name:

Declaration of Conformity
lI72
Abbott Laboratories Diagnostics Division
Abbotr Pnrk,lllinois 60064 USA

List Numbers
and Siqe Code

of Devices

GMDN Code Names and Description of Devices Classili cation

rI72-20 59058 Detergent A Self-declared

Authorized European
Representative

(Name and Address)

Abbott
Max-Planck-Ring 2
65205 Wjesbaden, Germany

Storage site of tcchnical
documentation

(Name and Addrcss)

Abbott
1921 Hurd Drive
Irving, TX 75038

Department - Regulatory Affairs

Harmonized Standards Listed in the Technical Documentation

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

markirlg) coriform with the applicable provisions of the EC Directive 98f9lEC of the European Parliament and of the
Council of 27 October 1998 on In Vitro Diasnostic Medical Devices as thet, are transr;osed into the laws of'the nrenrber

states.
This declaration is made in accordance with Annex III of the IVD Directive and is issued under thc sole responsibility o1'the
manufacturer.

Signature:

Frlll Name:

Position:

Date of Approval:

Associate Dircctor, Regulatory Affairs

5_ Zg- Zo/5
Abbott Laboratories
1921 l lurd Drive
Irving, TX 7503t1

€- zf- Zo /.{

Abr" Qa^ua
Diana Romero

Site Director, Quality Assurance

5 _ts_ aatS

Signature:

Full Name:

Position:

Date of Approval:

Place Issued;

Effective (Date or
Lot Number):

Daterssr_red: 5 -N^ &Dls
Subersedes: March28. 2013

Mark Lirtlefield



E ABBOTT

Certificate Identifi cation :

Declaration
2194

of Conformity

Legal Manufacturer's Namer Abbott Laboratories

Diaenostics Division
Abbott Park. Illinois 60064 USA

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above ancl bearirrg [he CE

rnarking, conform with the applicable provisions of the EC Directive 98179lEC of the European Parliament an,cl of the
Council of 27 October 1998 on In Vitro Diasnostic Medical Devices as thev are transposed into tlre laws of the nenber
states.
This declaration
man ufacfuner,

Signature:

Full Name:

Position:

Date of Approval:

Date Issued:

Supersedes:

Signature: ''

Associate Director, Regulatory Affairs

is rnade in accordance with Annex III of the IYD Directive and is issued under thc sole responsibility of the

Diana Romero

Site Director, Quality Assurance

December 4,2014

December 4,2014

Nelv

Full Name:

Position:

Date of Approval:

Place Issued:

Eft'ective (Dafe or
Lot Number):

Mark Littlefield

Decernber 4,2014
Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038

Decernber 4,2014

List Numbers
and Size Code

of Deyices

GMDN Code Names and Description of Devices Classifica tion

2194-21 59058 Detergent B Self-dr:c lared

Authonized European
Representative

(Name and Address)

Abbott
Max-Planck-Ring 2
65205 Wiesbaden. Germanv

Storage site of technical
documentation

(Name and Address)

Abbott
l92l Hurd Drive
Irving, TX 75038

Deparhirent - Rcgulatory Ait'aits

Harrnonized Standards Listed in the Technical Documentation



A ABBOTT

Declaration of Conformitv
9D29Certifi ca te Identifi cation:

Lcgal Manufacturer's Name: Abbott Laboratories Division

List Numbers
and Sizc Code

of Devices

GMDN Code Names and Description of Devices Classilica tion

9D29-20 )oo /o Water Bath Additive Sell-declared

9D29-21 56676 Water Bath Additive Self-decl arcd

Authorized European
Representative

(Nanne and Address)

Abbott
Max-Planck-Ring 2

65205 Wiesbaden.
torage site of technical

documentation
(Nanre and Address)

Abbott
l92l Hurd Dlive
Irving, TX 75038

Deparfment - Regulatory Affairs

I{armonized 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 9817g/EC of the European Palliament anrJ of tlre
Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposecl into the laws of the mernber
states.
'l'his dcclaration is rnade in accordance with Annex III of the IVD Directive and is issued untler the sole rcsponsibility of the
manufactu rer,

Signature: Signature:

Full Name: l)iana Romero Full Narne:

- .r.Posrtron: Site Director, Quality Assurance Position: Associate Director, Regulatory Affairs

Date of .4,pproval: U-/ /- 9a 6 Da,. of App'ovat; 6 -tt- ?.b /{
Date rssued: (l-t/ -2p/5 prace rssued: ir9rTfil,Tillil'.'

lrving, TX 75038

supersedes: March 28,2013 E*itj|.,.|Hil1 
6+ t _Z o (g



Abht:tt

I
trtlrrul'tictu

I iort;
s Nruuc;

r's Ael<lrcs.s:

Dect+ fa*ion 0i Confs rmitv

'sAcc L0
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