
Abbott

S i gn atu re:

FullName:

Position:

Date of Approval:

Date Issued:

Supersedes:

Dr. Herbert Hsrtmann

Manager Quality Systems
t) tt

lo l1 s3^ z3

Signature:

Full Name;

Position:

Dato of Approval:

Place lssued:

Effeclive (Date or
Lot Nurnber):

65205 Wiesbaden. Germany

-Jt; / ,.P,?r2".,.' .:Y ".{ ""

//

List Numbers
and Size Code

of Devices

GMDN Code Names and Description of Devices Classification

6C32-20 4833 I ARCHITECT HBeAg Reagent Kit (4xl 00 festsf Annex II List A

6C32:25 4833 I ARCHITECT HBeAg Reagent Kit (lxl00 fests| Annex ll List A

6C32-21 4833 I ARCHITECT HBeAg Reagent Kit (lxl00 testsi Annex Il List A

6C32-37 4833 I ARCHITECT HBeAg Reagent Kit (l x500 fests Annex II List A

6C32-01 42007 ARCHITECT HB e,{g Calibrators Annex II List A

6C32-t0 42008 ARCHITECT HBeAg Conhols Annex II List A

7P24-Ol 4200'1 ARCHITECT HBeAg Quantitative Calibratprs Annex II List A

7P24-10 42008 ARCHITECT HBeAg Quantitative Contro l$ Annex II List A

Declaration of Conformity
Certifi cate Identifi ca,tion;

Legal Manufrcturef 's Name;

Legal Manufactu ref 's Address:

We, the undersigne!, hereby declare that the in vitro diagnostic medical devibes described above
and bearing the CE marking, conform with the app: of the EC Directive 98f9lEC
of the European Parfliament and of the Council n In Vitdo Dlagnostic Medical
Devices as they are transposed into the laws of
This declaration ls ftsde in accordan0e with Annex IV of the IVD Directive and is isbued under the sole
responsibility of the manufacturer.

D oC -6C32 /:l P24.All D ELK

Abbon GmbH & Co. KG

Max-Planck-Ring 2, 65205 Wiesbaden, Gernfany .. .

Susannp Ulrich

Senior Manager Regulatory Affairs

Authorized Europe{n
Representstive (nanle and address)

N/A

Notified Body (namr and address) LRQA Limited, I Trinity Park, Bickenhill I+ane"

7ES, United Kingdom
TUV SUD Product Service GmbH. Ridlerstfafje
Germanv

Birmingham 837

i5, 80339 Munich,

Notified Body number LRQA:0088
TUv sUD:0123

Approvnl Certificatg No. LRQA: 0088/0964 I 7410003s
ruv suo: v7 0100510120

Storage sitc of techniical
documentation (nanie and address)

Abbott GmbFI & Co. KG, Max-Planck-Ring 2, 6520-s Wiesbaden,
Germanv

Harmonized Standaids Listed in the Technical Documentation

27-Feb-20 I 8



Declaration of Conformitv
Certifi cate Identification :

Legal Manu facturerts Name:

Legal Manufacturer's Addross:

DoC-fC34-4rI DELK

Abbott GmbH & Co, KG .

Max-Planck-Rine 2. 65205 Wiesbaden. German

List Numbers
and Slze Code

of Devices

GMDN Code Names and Descriptlon of DevicQs Classificati

6C34.20 48348 ARCHITECT AntiHBe Reagent Kit (4x l0p Tests) Annex ll List A

6C34-25 48348 ARCHITECT Anti-HBe Roagent Kit ( 1x i 00 Tesrs) Anncx Il List A

6C34-35 48348 ARCHITECT Anti-HBe Reagenl Kit (lx50Q Tests) Annex ll List A

6C34-01 30871 ARCHITECT Anti-HBe Ca I i brator Annex ll List A

6C34-10 310t4 ARCHITECT Anti-HBe Controls Ann,gx ll List A

Authorized European
Representative (name and
address)

N/A

Notified Body (name and address) LRQA Limited, I Trinify Park, Bickenhil
United Kingdom
TUV SUD Product Service GmbH. fudler

Lane, Binningham 837 7ES

'sffaBe 65. 80339 Munich. Ce v
Notified Body number LRQA:0088

tUv suo; otzr
Approval Certifi cate No. LRQA: 00881096417 4 /00036

r{-tv sUo: v7 o1oo5r ol24
Storage site of tpchnical
documcntation (name and
add ress'l

Abbott Gmbtl & Co. KG, Max-Planck-Rihg 2, 65205 Wiesbaden, Gen ally

Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagrostic medical devices dbscribed above and bearing
the CE marking, conform with the applicable provisions of the EC Directive ?8179./EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Modical Devices as they are
trarsposed into the laws of the member states.

Tbis dectaration is made in accordance with Anncx IV of the IVD Directive ancl is issucd under the sole
responsibility of the mpnufactu rer.

Full Name: Nusanne Ulrich

Position: position;

Date of Apprlvalr Date of Approvaf :

Dare Issued: ;,I//;ttt/' ,-dj^_7__*___f
Place Issued; Jszos wi"rUaclen, Germany

Supersedes; l9-Apr-2016

Effective (Date of 1 --. t /,q .? -).-
LotNrunber): 1('/ f't(n'/ ,"i-',

l1



Abbot*

Declaration of Conform ity

Atibott lrc.larrd Di
l,eg*l l\trr*u firbl u r.cr'b Arlilress: t;irriskl iir Busirtcss l)ark

lrcland

Abbott I rslard Diagnostics Di vision. l;irris* ti n

l)epartnrcrrti Rcgulatory A lT*irs,

We. the unclersignocf, hcretry declare that the itt vitro diagrrostie medical deviceq
nrarking; conlbrnt With the applicablc plor.i$icns o{'thc I:iC Dircctive 98/?9/[.i:C F]

Couuclil of 2? OcloLrer t99lt on In Vitrc []itgnostic Meelical f)cvicrqs as llre]'rrrd
StlllBs"
'l'his rlcclnration i lll of the lVl) Directir'c rrrd is is
nrnnulactut'er,

Sigrratule: $igntturcJ

[\tll Nantur: .'Ni$ll Plmkct!--_ l:trlf Nantci

llosition: Quallty lvlanager Po.sitiortl

rr-rin!.ss llark, Sligo, (-"r:trrrty Sligo. I

Nn nrcs.Rnd Dnscdlrtion of l)cvldcrL,isl ,Nunrbcrs
nud liizc (lodc

Scl f'd cc ln rcdAI{CI l lTI.iCl' Cli A Reag.ent

AI{Cl tll.HC'l' Cl,iA Re:rgertt

7K68..22

11 RCI-I l"l'tlCT CEA l{cagcttt

Altcl I ll'lic.'l' CIIA fteagent

n RCt.l lTECl' CliA Caiibrators18t74

Aifcl I iT11C3' CIIA Controls

A rrthorircrl !)u ropcnrr
l{e1lr'<rstrnltrIivc

N^nt<; rt rttl ,,\

Ntirnc nnd Addrnss
I.,istcd in the Tpchrricnl l)ocurtteniatiottIlnrrnonized S{nnrlnrif .r

L:l a nd.

'i-5-_-__" _ _- I)ate ol'r\pprovallDate of Appror.rl: I r{ S.r^L I Lt

Dntel.ssttecl: !"tt-,].!4r--"-i"-rr-- lllace lssucrll

IilTcctir.e ( l)?ttc ol
, r--L, u.Yr.v---J-R--

_-,f,O Nov 200t_" ..,. i . .. 
Iifrsctit'e ( D?ttc ol

[,ot Nunr[rer)jSuperscdes; _-,f,0 Nov 200U_" ..,. i ..



Certificate Edentifi cation :

Declaration
02K45 LC

Conformity

l,ega I Manufa€turerts Namc:

Legal Manufacfurer's Address:

Abbott Laboratories

9,iSt Numbers
antl Size Code

of Devices

GMIIN Code Names and DescriPtion of Devlces Classificatiott

2K45-?0

2K45-23

2K45-25

2K45-28

2K45-35

2K45-38

s4588 ARCHITECT CA 125 ll Reagent Kit Self-declared

2K4-s-0 r 3823r ARCHITECT CA 125 II Calibrators Sel{-declated

3K45-10 38230 ARCHITECT C.d 125 II Controls Self-declarecl

Authorized European
Representative

0'{srnc and Address)

Abboft GinbH & Co. KC
Max-Flanck-Ring-2
65205 Wiesbaden. GemtanY

Storage site of technical
documentation

(NaE:e end Address)

Fujirebic Diagnostics, Incorporatcd
201 Great Valley Parkway
Malverr, PA 19355, USA

Fujirebio Diagnostics, Inc.
Sesuin.T X 78155. USA

Ilarmonized Standards Li$ted in the Technical Documentatiot:

We, the undersigrre.d, hereby declare thar rhe,in vitro diagnostic medieal devices describcd apove and bearing the CH marking,

conf6mr with the applicablg provisions ef the EC Directive 98/79/EC of the European Parli{rnen( and of the Council oi27 Oct'

I998 on tn Vitro Diagnostic Medical Devices as they are transposed into the Iaws of tlre tnetnber stirtes.

This declaration is rnade iin aceordanee wifh Annex trUof the IVD Directive and is issupd u{der the sole responsibilitl" o

lnanufaetu rer.

Signature:

Full Namc:

Positionl QualiryManager
p--/- / ,*-

I)ate of Approval; >/// /J0/3
Date Issued:

Supersedes: February2E,2012
Eflective (Dafe or

Lot Numberi: -l:lI;-sldc-rl .

3he

4z Drrry*rn,
rts.



Names aud DescriPtion of DoVicesl,ist Numbers and
Size Code of Dovlces

ARCHITECT CA 19-9xn ReagentKit

ARCHITECT CA I9-9x Reagent Kit

ARCIIITECT CA 19-9f,x Reagent Kit2K9r-39

ARCHITECT CA 19-9.vn Calibrators

ARCHITECT CA 1 9-9i'n Controls2K9r-t?

Authorized European
tive (narne and address

Fujirebio Diagnostics, Inc.,201 Great ValleyStorage site of technicsl
documentation (nsme and address

Listed in the Technical DocumentationHarmonized Standards

Certi ficnte ldenti fi c{ fio n :

Lega I Manufacturer'$ Nnme:

Lcgal Man ufacturei's Addressl

F-l euuow

Sig-nature:

FullName:

Position:

Date of Approval:

Declaration of Conform
DoC-2K91-SD DELK TPM

AbbottGmbH& Co. KC

Max-Planck-Ring 2, 65205 Wiesbaden,

Self-dccls red

, Malvern, Pennsylvania

We, the undersigned, hereby decla,re that the in vitro diagnostic medical de desbribed above and bearing

the CE, rnarking, conform with the applicable provisions of the EC Direcfive ofthe European

Parliament and ofthe Council of 27 October 1998 on In Vitro Diagrroslic
transposed into the laws of the member states.

This declarstion is made iu accordqnce with Annex III of the IVD Directive and is

responsibility of the manufacturen

Devices as they ale

{d under the sole

Ctaudia Becker

lVlanager Quality

tfl'?ec &,lt

Signaiure:

Full Name:

Position;

Date ofApproval:

Date Issued;

Place Issued:

Supersedes;

Effective (Date or
Lot Number):

," '")

ulatory AfTairsReg

,1



Ahott

Declaration of Conforrnitv
DOC.IP65-SD DLK OEM

Abbon GmbH & co. KG

Certifi ca te Identi lication :

Lcgal Manufacturer's Name:

Legal Manufacturerts Address:

Sigrrature:

Full Name:

Position: Manager Quality

Date orApprovat: ()l ll qA -?a/(

af aerlices described above
f the EC Directivc 98l79lEC
Iir Vitro Diagnostic Medical

This declaratlon is made in accordance with .{nnox III of the IVD Directiv[ an{ is issued under the sole
rcsponsibility of the manufocturer, ,l

ch Sr{mer

Signature:

Full Namel

Position:

Date of Approval:

Date Issued;

Place lssued:

Supersedest

Effective (Date or
LotNumber):

List Numbers
and Size Code

of Devices

GMDN Code Names and Description of D{vieer Classilication

1P65-35 61080 ARCHITECT Anti-CCP Reagent fiit
(1x500 Tests)

Self-declared

lP65-25 61080 ARCHITECT Anti-CCP Reagent fiit
(1xI00 Tests)

Self-declared

1P65-10 54899 ARCHITECT Anti-CCP Control s Self-decla red

1 P65-0 r s4898 ARCHITECT Anti-CCP Calibratqrs Self-declared

Authorized European
Rspresentative (name ond eddress)

N/A

Sto rage of technical documentation
(name and address)

Axis-Shield Diagnostics Ltd, Luna Pl{ce, 1]he Technology Park,
Dundee DD2 lXA, Scotland

Harmonized Standards Listed in the Technical Documentatior

niof Manager Regulatory



Cefi ificate Identifi cation:
Leg*l Manufacturer'S Nome:

I-ega I Manufactu ret" s Add re*s:

Declarafion of ConfonmitY
03LJ3..LC .,,,,, , .. ..,.." .!11
Abboft l-aboratodes

Ql*S"{roq{c..p Division -- . ,....

Abbofi Park. IL 60064 usA

V4

List Nrimbers
a*d Size Code

of f)eviees

GMIN Csde Names and DescriPticn of Devices Classlflcatiort

3 L53-25 54130 ARCHITECT C-Peptide Reagont Kit Sell--decl:l rcd

3L53-0 I 4 1836 AITCHITECT C-Peptide Calibrators Sclf-declared

3L53- I 0 41837 ARCI{ITECT C"Peptido Controls Sclf-dec!a reil

Authorized European
Representative

(Narue snd Address)

Abbott Gmbtr{ & Co. KG
Max-Planck-Ring-2
65205 Wiesbaden, Gennany

*$torage sile of techrical
documerttation

(Name and Address)

tsiokit S. A., 08186 l,lica .d'Amunt,
Barceiorra, Spain

[Iarmonized Stsndards Listed in the Technical Docunentation

nranufac€urer.

We, the undersigned, hereby declare fhat the in vitro diagnostic medical devices describcd apclve and bearing the CE ruarking'

.onfbr,r, u'ith thi applicabli provisions af,the EC Directive 98n9lEC of the European Parli4menf and of the Couneil of'27 oc

1998 on In Vitro Diagnostig Medical Eevices as they are transposed into the laws of the rnefnber slates,

Tbis dEckration is wade in aceordance witb,Annex III of t[e IVD Directive and is issu!d under the sole responsibility r

Signiltr.ue:

Full }iame:

I'osition: Quali

Dare of App'oval: t €

{e {ffLa<:t.il_*_-
Date Issued;

Supersedes: Augugt 8, 2012

Abbotj Park, lL 60064 LISA

^..-T-__-'_'
Effectivc (Date or | 1 lh i 'Lr,d.--

I-ot Number): --vJ-t'!-V.il-L'-"----- -

tNl e



Sigtrtrturt;:

FullNlarne:

Position:

l)ato o1'Approval:

Date Issucd:

.nbbsit

Certllicate Id entificatiou:
Legal Manufacturerls Name:

Legan Manufacturetrts Add re$;

Declaration of ConforrnitY
02K46 LC
Abbott Labolatories

Abbott IL 60064 USA

a division of Fisher Ssientific Company LLC
a part ofThenno Fisher Scientific Inc'
8365 Valloy Pike, Middletown, V4??44!:129j
Listed in the Technical Documentation

Position:

Date of Approval:

Place Issued:

Effective (Date or
I-ot Number):

Self-declared

ry Aflairs Manager

5
.sD

rf

,{lu /Pa/5*
f/l81"rorf f.s*

i l+aSupenedss: May ?3, 2005

ClassificationNames and BescriPtion of flevicesList Nunrbcrs
and Size Code

of Devices

ARC.HITEC'| Anti-Tg Reagent Kit2K46-20

2K46-25

ARCHT'I-ECT Anti-T' g Caiibrators?K46-0i

ARCHITECT Auti'l'g Controls

Abbott GmbH & Co. KG
Max-PlanckrRing 2

Authorized liuropean
R,epresentative (rarne and addrcss)

Storagc $ite of techulcal
doeurilentation (narn e and address)

Harnrcnizcd Stanri*rds



CI ABBtl'rr

Declaration of Conformity

Celtifi catc Idenfifi ention :
l.egnl M*nulncturer.'s Ntnre:
Legal [\,la nufncl urer's Ad<lressl

List Nurnberr
nnd Sizc Co<le

of l)evices

GI\IDN Code Nnmes and Description of )cv i fcs Cilassifictrtion

1P"t1-2s
ll)74-:i5

60982 AltCll|TECT Folute Reagent Kit Self-rlccIa red

I P?4-40 54455 ARCHITIiC.T Folate RBC Lysis Dituen! ,Se ll'-rlccln re rl

I P74-50 58208 ARGHf"I'BCT Folale Mnlual Dilueht Scl f-decln rcd

lrY4-01 4193 1 ARCH |I'ECT l:'o lale Ca li blators Scl f-decln rod

tP74-10 41932 ARCHfI.ECT Fol ate Corrtrol s Sclf-elecla r'ed

3 1,2 | .60 5445s ["olnte l-ysis l{eagettt Sclf-clecla rcd

Aulhorized $*r'ope*n
llep lesentativo (uanre and *rld ress)

N/A

Stor'*ge slte of tochnieal
documen tation {rra nro and ad<lress)

Abbott troland Diagnostics Divisiorl, Lifnarnrrck, l,ongford, Co.

Longlbrd, lreland.

llarmonlzed Stnndards Listed in the Technicnl l)ocunrental ion

We, the undersigned, hercby declare tlrat the in vitro diagncrstic me

bearing the CE rnarking. contbrm rvitl'r the applioable provisions ol
European Parlianrent alld of the Counsil sf 27 October 1998 orr In

are transposed lrrto the laws of'the member stitt€s.
This dcclnration is: made in nccordartcs with Annex lll of the IVD Dit
responsibility of thc nsnufflcf urcr.

Signature:

Full Narne:

Position:

Date of
Approvall

Date
lssued:

Iiiobhan Wright

Qualit_v Mnnnger

bq -J4N - li"

Signature;

Full Name:

Posilion:

/rn or

Larrai
Senior

Dateof ffi t'
Approval:

Place lssned r\bbott
Lisnarn

Supersedes .. 4! JS-*_*LL***.*---_
Effecfive (Lot
nunrber or dale)

dicaf devices dcscribcci abo\,e a
'thc DC Directivc 98/79lL.C of.t
Vitr(r Diagrrostic i\4cdical Devic

'ecliye and is issusd under the so

". 
;'-+. {',-;[... /i t-,r"-----i )

rc $hitney
Mn rlngcr llegulntoq' A lfni rs

:ilt, / r {t

h'elafrd Di agnostics [)ivisiorr.
ruck, l-,ongftrrcl. C'o. l,orrgfeird. lrcla

.: iyl t :i

as thcl,



Abbott

Ccrtifir*te I denti fi ca tion :

l,cgnl ${n n u firctu rer's Naftte:

l,ega I i\,la n ufnc{u rer's Arldress;

Declarrtion of Conformit.v
7K59

Abbott lreltnd Diagnostics Divisicrn

l.isnanruck, Longlbrd

Co. Longford

lreland

t,lsf Nurnrlrers
an<l Size Code

of Devices

GMDN Code
Nanrcs anef Description of Dcvir,efi (llrrssifica{ io

lKSq-2.1:)

7K-s9-2li

7K59-30

7 K-59-_l it

6r078 ARCHITHC:[ Ferritin Reagent Kir

AIICH l'f IiC'l Ferriti n Cal i brertors

Self-rtrccln red

Sclf-tl cclnrrrrl
7K59-0 t 41927

7K59- i 0 41928 AK -lll I HC l' F-erritirr Controls Sclf-der:la red
A uthorired EuropeRn Roprcsenta iive

(Narnc and Adc!rcss)

Storage of site fechnical
documcntaf ion (Na rne and Adtlrcss)

,qnoolt tre,and l)jagtlostics DiYision. Li.snan
Departlxent; Itcgulafory AfTai rs
%
Listeri il the "l'cctrnical Documerrtarion

ruckl l,ongford. ('o. Lorrgforcl. lre l l0

11llglp4ized Stnrrdnrds

Signarturc:

Full Narrs;

l)ositicxr;

Date of Approval;

Eff'cctive (Date or
[,ot Nunrber]:

We, the under.signed, hereby dectare rhat tlre in vitro diagnostic.
CE.marking, conforrj \i/irh ihe applicable f*uirinn* of the HC
rrf {he Council af 27 Gctober l ggg on t,. Vltio Diagnosric Medithe mentber.states.
'l'his declarnlion is nrade in accorrlance rvith A**ex rIr of thc rVDlltc nranufscturer..

:
Signatule: !d' .

Full Nanre: ferfin
Fosition; euqiit Manager

Date of
Approvttr ---ut-f\::-lii.jl-

.Q

Date lssued: Lf

Srr;rer';sedes: 7Z il,n"J ?..0 ts.r'-*t_*

Alrbot( lrsland Diagnostios Divi.sic)rr.l'lnce lssucd: Lis.nnqLrck, t,ongiora, Co. t_.rrrgin,.t
lre lan d

to

of



Abbott

Cerfifie*tc Ihontificntion I

l,egal Mrn ufactirrcr's Nanrol

l,egal Ma nnrfnr{urer's Address:

Decl*r*tion of Conform ify
7K59

Abboti lrel*nd Diagnostics Division --'T

**_@

Lisnanruck, fronffo
.-*-%

C,'o. l,ongford
% , rut--l-_-.

l ret an(l

[,ist N unn ircr-s
an<l $iize Code

of Dcviccs

GMDN Code
Nanlcs ancl l)esc.ipfiolt of l)evircp

AI{CI{ tTtiC'U Ferritin Reagent K ir

%

AfrCHIl'hiC'f p"rriffi-

(llassi iica i i

Se lf-der'la red l1K59-21:)

7K 59-?rt

7K.59-10

7K-s9-l ji

6t0?8

7Ks9-0 | 4tc)27
Scl f-d ecla recl

7K59- | 0 4t928 .f\K r'il t F,t, l' l-erritin Controls
Se lf-r.lercla red

A uthor"izcd EunoPeari llepresenta fivc
(Nnpna anrl Addross)

N/A

%
l-isted in rf'o1"^^r,*;l^i-i:l=::::l:i: ' I .

doeumcntftfi

IIarrndnizrd Stnudnrds

Abhorf. lrelnnd Diagnostics l)ivisionl,ltce ls$ued; I i[.r.rpr rrnirtck, Longfbrd, Cto. Longlbrd
ln{land

Dff'ective (Date or -1 i
l,ot Nunrbe r): ': - 

tit-',i 
-,'t t 1

X.r:-11:,]j:]l.f-rs1eA. 
trereby declare that rlre in virro ctiagnosricrLr:.nrarKrflg, conli;nll rvith the applicable provision.s of tle DC

o I the C.unciI of 2'r ocrober r 99ti,n i; \iiiil Di agnostic rr4ed ithe menrher states.

{hc IVD r}irective rrn* i.s iisuct} untcr the sore responsitriri

Dateot'Approvat; _ " ;5 :_'*.:; _Tr_ t _

Date lssued: J.$' r,\*, -) " , --l**=:..* _:_*t3i_E€1- +

supcr.sedes: __?Y:4:;l_ _h*lj" _

u

of



Declaration of Conforr4ity
Ccrtificate ldentifi cation:

Lcgal Manufacturer's Name:

Legal Manufactu rer's Address:

Devices as they are transposed into the laws of the member states,
'fhis declaration is made in accordance with Annex III of tbe IVD Directiv{ and is issued under the sole
responsibility of the maitufacturer. i

Lisf Numbcrs
and Size Code

ol Dcvices
GMDN Code Names and Description of D vicep Classification

8K27-20 541 39 ARCHITECT DHEA-S Reagent Kit ( x t0Q Tests) Sel f-decla red

8K27-25 5413I ARCHITECT DHEA-S Reagent Kit ( x10Q Tests) Self-decla red

8K27-r0 s4t4l ARCHITECT DFIEA-S Controls Self-decla red

8K27-01 s4140 ARCHITECT DI{EA-S Cali brators Sclf-dcclnred

Authorized Duropcan
ReDresentntive (name and sddress)

N/A

Sto rage of teclrn ical documentafi on
(name and addrcss)

BIOKIT, S.A., Can Mald, s/n, 08186 L li gd {'Amunt, Barceiona-Spain

Ilnrmonized Standards Listed in the Technical Docurnentation

We, the undersigaed, hereby declare that the in vitro diagnostic medica
and bearing the CE marking: conform with the applkable provisions of
of the European Parliament and of the Counoil of 27 October 1998 on Ir

devices described above
he EC Dilective 98119/EC
Vitio Diagnostic Medical

Ii ign a lLr re:

IrullNanre:

Pos ition:

Date of'Approval:

Dr. Ilolger Kost

Head of Quality

Signature:

Full Name:

Position;

Date of Approval:

Date Issuedl

Plaee Issqed:

Supersedes:

Effective (Date or
LotNumber):

Ct i.t tt
he Ulrich

ioi Managcr Regrrlatory

3$,.{l * J"4- #"A



frf abbott

Declaration of ConforrPi{Y

Certificate Identification:

Legal Manufacturer's Name:

Legal Manufacturer's Addt'ess:

DOC-4P72-SD DLK OEM

Abbott GmbH & Co. KG

Max-Planck-Rinz 2. 6520 5 Wiesbadett, Gertnany

List Nunrbers
and Size Code

of Devices

GMDN Code Names and Description of Delvices Classification

4P72-25 6 1010 Architect HbAlc Reagent Kit (100 te$ts) Self-d ecl a red

4P72-35 61010 Architect HbAlc Reagent Kit (500 tesits) Self-declared

4P72-01 JJJI) Architect HbA 1 c Cal iblatols Self-dccla rcd

Authorized Europeau
Renresentative (name and address)

N/A

Sto rage of technical documeutation
(nane and address)

Axis-Shield Diagnostics Ltd, Ltlna Plalce, The Technology Park'

Dundee DD2 I XA, Scotland

Harmonlzed Standards Listed in the Technical Documentat

w declare that the in vitr deVices desclibed above

an confonn with the appl he Ec Directive 98119/EC

of nd of the council of 2 vi[ro Diagnostic Medical

Devices as they are transposed into the laws of the member states.

This declaration is nrade in accordance with Annex III of the IVD Directiie and is issued under the sole

respousibility of the manufacturer,

Signature:

Full Name:

Position:

Date of Approval:

Signature:

Full Name:

Position:

Date of Approval:

Date Issued:

Place Issued:

Supersedes:

Effeclive (Date or
Lot Number)i

/l
t-(tr

usarf ne Ulrich

! Manager Regulatory

J. (a't L. o--.t k ?
Stefanie Leschonsky

Manager Quality

13. No'r, Zot\
i1s Site Operatious Germany
ti /\)rtr/ i 2''rf

20f Wiesbaden, Gernrany

Ja{ 2013



Abbott

Declaration of Confornt

Certiifi cate Identifi cation:

Legal Manufacturer's Name:

Legal Manufacturerts Address:

DoC-7C18-AIDD Sligo

Abbott Ireland Diagnostics Division

Finisklin Business Park, Sligo, Ireland

il
List Numbers
and Size Code

of D evices

GMDN Code Names and Description of Dev lces Class ifi catio n

7Cl8-27 48316 ARCHITECT Anti-HBs Reagent Kit Annex II List A

7Cl8-37 48316 ARCHITECT Anti-HBs Reagent Kit Annex II List A

7Cl8-34 483 l6 ARCHITECT Anti-HBs Reagent Kit Annex II List A

7C18.28 48316 ARCHITECT Anti-HBs Reasent Kit Annex II List A

7C18-3 8 48316 ARCHITECT Anti-HBs Reasent Kit Annex Il List A

7C18-03 41997 ARCHITECT Anti-HB s Calibrators Annex II List A

7C18-13 41998 ARCHITECT Anti-FIBs Controls Annex II List A

Authrorized European
Reprresentative (name and nddress)

N/A

Notified Body (name and address) TUV SUD Product Service GmbH
RidlerstraBe 65
80339 Munich
Germany

UL International (UK) Ltd
Wonersh House,
The Guildway,
Old Portsmouth Road,
Guildford,
Surrev. GU3 lLR

Notified Bodv number 0123 (TOV SUD Product Service GmbH) & )84 (UL International ruK) Ltd)
Approval Certifi cafe No. V1 0019220008 (TUV SUD Product Service

fttK) Ltd)
GmbH) & 361 (UL International

Stora;ge site of tech;rical
docurnentation (naine and address)

Abbott Ireland Diagnostics Division,
Sligo, Ireland,

Deoartment r Resul atorv Affai rs.

-.,,,1 ^Finisklin Business Park, Sligo, County

Harmonized Standhrds Listed in the Technical Documentation



Abbott

Signature:

Full Name:

Positionr

Date ofApproval:

Date Issued:

Supersedes:

We, the undersigned, hereby declare that the in vitro diagnostic medical
the CE markingn Conform with the applicable provisions of the EC Directive
Parliament and of the Courtcil of 27 October 1998 on In Vitro Diagnostic
transposed into the laws of the member states.

This declaration ls made in accordance with Annex IV of the IVD Directive a

res ponsibility of the manufacturer;

;es {escribed above and bear
)8/1PlEC of the European
dic{l Devices as they are

is isisued under the sole

Director Quality Assurance/Site
Quality Hiad 

- Positiou

I q (*1tq

Joe Murrdy

?Q fta,-eh SotQ

11 Ian2017

Signature:

FullNamel

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

whitnef€L'l-lA(tr\'

anager Regulatory Affairs



I Albott
a_

Ccrti l'rcate ldor ti fi .ntiort :

l,cgrl $lantlfactu rcrt$ Narne:

l,egal lVlannfael urer'E Addrers;

Decteraflsfl of
AltCf .l l'Iligl" Sol dl iorrs

4bhott lrelan4 DigEn gst ics

Finisklin llrrsiness Park

Slino
Irclsnd

Conforrnity

Llivis ion

[,ist Nrr ut]rcrs
rrrrrl Sizc Code

u{ Dcviccs

Gl\fDN Code Nnmrs *nd Oescription of Det'ibes (llr ss I It

I r",56-40 Not Available AIECI.{il"SCT PrnbE Goaclitioning $oltrtioit SeIf'declared

6C54-58 Nrt. Availoble AltCl'tl TISCT Co*oenlratsdl Wa-ch l] tt fftr Sclf-clccln r-*d

6C54-82 Neit Available ARCHITF,C'I Concenlrnled Wnsh tlr:ff"er Scll-rlccl:r rerl

6C54-88 Not Avnilable ARCI-Il'l'ECT ARM Concemtrated Wsslr B uffef Srlf-rlcclared

6C5i-60 Not .Available ARCI-IITECT Triggor Solution Self-decl:l rcd

6C55-82 Not AvailSblc ARCI'l l"l'l)C'f 'I'riggcr Solution Sclf-rlccls re{l

61j23-65 Not Avsilatrle A RCI-I l:[ECl' Pre-T'rigger So I u liorr Self-dcclared

6f,23-82 Not Available ARCH1TECT Pre-Trigger So I uti on Solf*dccla rcd

7D82-50 Not Available ARC[1 ITEC? Mufti-Assay Manual Dilueilt Self-dccla t'ed

Aulhorizctl F)uropean
Rcpre-scrrttI ivc

(Nrtne rrnd Addrcss)

N/A

S{ora$c site of fcchnicnl
document*tlon

{Neme anrl Addre*s)

Abbott lreland Diagnostics Division. Finisklin

Department: Regulatory Affairs.

Bus css Park, Siigo, Cotrnty Sligo, l9lu rrc.

I-laruno*lzed Strrrdards Listed in the Technical Docutnentaliotr

Wc, the undcrsigned, hsrcby declare lhat the iu vitro diagrostie tnedical dcvice
marking, confonn r.vith thc applicable provisions of lhe EC Dir*etive 98r9/DC
Council of 27 October t998 on In Vitro Diagnostic Medical Devicos {is thc}' ar
states.
'l'his dcclnrntion is rundc In accordRncc rvilil Anncr lll of lltc lVl) Iliroctivc and is

ntrtrrufacluret .------'*- ,--i_gs#-Z_S- 
'_-Sigllnture: 4-*^-^-S Sigllnttll(

Full Namer

Positiail:

Dttc of Approval:

Date lssoed;

Super:scdesl

-*Nintl Plunkatt

Quality Managsr

Iull N*nrc

Positior

Dale of Approval

Illace Issucd

fifl'cctive (Dale o

l-ot Nulrberl

s deqcribed abovc and bearirrg tl'
of tlie [:)urrrpc&n pflrliarnent !lnd
: trahsposocl into the larvs o l' thr:

issrrtt.d urrdcr thc solc rcsponsiltilit

/
/ t .ft 

-.&z*t*-"9Qh'J *.i.:
'i lnrraine lVhiincv

; Sr nior Mattagcr Regulalory Alll

' OL{ jte(c/ 2ot4

: n IDD Sliso

r /\'r r:r, r,. -. ---tr i -Jil{t 11

cti
I the
)eDrber

of thc



ffi Abh*tt

Clcrli{icattt Jdrrrttillca t irjrt:
[,egtl Nlalruliicturcr"s ]l*nrr:
l,egrrl {\,1 nrrrrliritrrrer's .Atltlrussl

Decla rafiolr 0f Cos?{k}rn} i fY

Ahbott Park" lL 00$6"4 L|SA

Nnnres urr d .Dts(riltittn of D er'ie*s

i\11( :l il'1"[C I Scptrirr'

,{R('l {l 1'}:tC1' Replacenrenl Calrs ,\e I f'- rl c rl a rctl

Alt('l ItTli(l-l Saruirle Cups I St'tf..dlrltrtrl
I

-* ! - --------'- -' --

r\RCI {ffhCT' ltr:action Vessels Sel f'-tl er lrt rt d I

AlLCl I tlTIC:T Reaction Vessetls

r\bbr,.lt Ljrr-rh.Ll rt f <t fi(i
I.lax-lllanck-liilg ?
652115 Wlesbnderr. (ltt rviartv

Abboit [.,nboratories

Ding,nostics l)ivisjou

Abbofi Park. IL, 60064 tJSr\

l.isl \rrurIers
srtrl Siz"rr (.,.trtlc

of'Dcr.ie e s

GillDN
Co{c

;;;;,;;r

I tc'r-.-rt.i
t__-= -,

dotrrner.rihtion (lrlrnr arrd nddrcst)

Starrtlards

Lauren Sleber'

Producl QuaJity Assurarce
N.iarl{*liur

--e"l-.91:.*-lf " -"

Iutc Li ?()l.)

Li*tc'd iri thu'l'ecltniual Dercuutcntalion

Signattire

Fr:ll !anle:

Positiou.

I)ate ol :\p;l rr.rr,zt I

Plitce lr-$uctl:

Eff'ective {Drrte or'

l.,ot .i\unrber);

l{c+iliiri(lf\' .\i ! t.r'.

lJ ri'ccl( r:

.l-i t
/1, J ,i) | \
-i 7J 2'.2'-.': t. ' 't

Aillrr>tr I lir{:or ar<r r ie:
D ir{gnosf irs [) ;r.'irrer:r

A'npcttt tfurl ll.. ('riih,l I

" '":'1.'i',,'/,'., :' .

unrler lhc.sol(,

li'"ill Nlnrrr]

l)ti*i L itrn

l)utc ot'Apploval

llate l.cor.re(l:

S upcrscrrlel.

s\

4 Dr 8-0i

Storrigc ,$r'te 0f te€htticfll



Abb
A Promise

This document certifies t

$e,rgiu Soroco
has completed

Architect i200

Levefl ILevel 2
Application, Operation, Troubl

from 9 February 2015 to 13 F

rrainel Athanasios Pl

Date: 13 Feb 2A15

Life

4r=



Abb
A Prornise

This docurn€ht certifies

Alexei Legu
has completed

Architect i200

Levell I Level 2
Applieation, Operation, Troubl

from 9 February 2A15 to 13 F

rrainer, Athanasios Pl

Date: 13 Feb 2015
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