
Republica Moldova
mtn. Chisindu 2001
str. Tighina 65, of. 607
tel/fax.: (j73-22) 54-9I -2I
tel./fax : (37 3 -22) 5 4 -7 3 -7 3

tel./fin: (37 3-22) 54-9 1 -20

Rechizitele bancare:

Cod fiscal/Cod TVA: I 00 3 600 I I 7 582/020 5 086

BC " Mol dova- Agro indbank " S,s

filiala M.Eminescu
cod: AGRNMD2X864

GLOIAL BIOMAIIGTII{C GROIJ?. MOTDOYA

Re: COP 21009530 din 10.07.19

Prin prezenta,"GBG-MLD' SRL care participa la Q@190539-dis-1qqzJ9
privind achizilionarea reactivelor pentru laborator,vd comunici urmdtoarele:

- reactivele sunt compatibilitate cu utilajul de la producdtorul utilajului'
- Adaptarea, calibrarea metodelor la analizator se va efectua de cdtre fimizorul de reactivi oare

,upo.td tout" .i."urile gi cheltuielile aferente. Ambalajul reactivilor este compatibil cu aparatul

(system inchis).
- daitratoril gi materialele de calibrare sunt inregistrate in ordinea stabilitd in mod obligatoriu

de legislatia Republicii Moldova in vigoare gi corespund cu setul de reagenli (sunt de la acglaqi

producitor
- reagenlii, seturile de reagenli sunt pAstate pind la livrare in condilii prevdzute de producitor.

-va fi inclus suporhrlui stiintific.

cont : IBAN MD06AG000002 2 5 I 7 480 I 2 67 5

ISO 9001:2008 All Cert Certifrcat Seria C Nr. 02041

Catre IMSP AMT Buiucani

In atentia grupului de lucru achizitii publice

Cu respect,

Tudor Ceaicovschi
Director,,GBG-MLD" SRL



Form ularul ofertei (F3'1)

Data dePunerii ofertei: 10.07'19

Licitalia Nr.: 21009530

ATtemativaNt.: nu sunt

Cdtre: MSP Asociatia Medicala Teritoriala Buiucani

"GBG-MLD"SRL declard c6:

Semnat:

Nume: Tudor Ceaicovschi

in calitate de: director

Ofertantul : "GBG-MLD"SRL

Adresa: mwr. Chisinau, str. Tighina 65 of. 607

Data: l0 iulie 2019

a)
b)

A|.l IUDI g.\c.urru4!e tr us v^relq
lcsc_Iraro-sRr se angajeazdsa fumizezelpre steze, in conformitate cu documen{ele de

atribuire 9i condiliile stipulate in specificaliile tehnice 9i prel' urmatoarete bunun Svsau

servicii: reactive pentru laborator.

Suma totald a ofertei fbrd TVA constituie: 263467 'llLei- fara TVA'

[doud sute Eaizeci 9i trei mii patru sute gaizeci qi qapte lei 1 I bani]

c) Suma totald a ofertei cu TVA constituie 28454 4'479 Lei' inclusiv TVA

td;til" optzeci qi patru mii cinci sute patruzeci qi patru Ei opt Lei 479 baril

Prezenta ofertE va rdmine valabild pentn: perioada de timp specificatl ,in
in""pi"a cu data-limitd pentru depunerea ofertei, in conformitate cu fOf!'21 l-l
ottliuto.i" gi va putea fiacceptatd in orice mome 

^pind 
la exn$t1 a3es11i

i";; ;"p,atii prezentei of"tt", "G'c-N{LD-SRL se angajeazd sd oblini o

de bund executie in conformitate cu FDAT' pentru executarea

Au fost examinate gi nu existd rezerviri fa]6 de documentele de atribuire'

L.$.

contractului de achiziJie publicd.

Nu sintem in nici un conflict tle interese, in ;onformitate cu punctul IPO5'4'

Compania semnatard, afilialii sau sucur salele sale, inclusiv fttt*,: .lPtift , l1l
subcontractor ce fac parte din contract, nu au fost declarate neeh$blle .r+ oTu.

prevederilortegislalieiinvigoaresauare€ulamentelorcuiacidenpindoineniul
achiziliilor publice, in conformitate cu punct IPO5'5'

d)

0
c)



'Secret come rci o l, co nfld e ntiaf '

BenefrctaE lMsP AMf Buluconi

mun.Chblndu, str, ton Luco Cangiote, 2

IDNO: 7(N3600753737

Moldova

GARANTIE DE oFEnrA rur. ca:Sffl
#6 tuti" zors

Bc ,,MoldovlAgroindbank" s'A., cu sediul pe str' Constantin Tinase 9/1, mun. Chlsiniu,

Republica Moldova, numirul de identificafe de stat - codul fiscal 1002600003778 (numit in

"Garant") 
a fost informate ce'GBG-MLD" s.R.L' cu sedlul pe str' Ti8hina nr.55, mun. Chlsindu,

Moldova, numirul de identlficare de stat - codul fiscal 1003600117582 (numit in continuare

urmeazi s6 inainteze oferta cltre Beneficiar la data de 09 lulie 2019 (numiti in continuare ,,Ofert5"l

achizitionarea reactivelor de laborator, conform invitatiei la ltcltatia public6 nr.21009530 din 09 iulle 2(

[a cererea ofertantului, noi, Garantul, prin prezente. ne angajSm in mod irevocabil si vE plStim

sumd sau sume €e nu depEgesc in total suma de 5'7qt,00 (cincl mll taPte sute, ml MDt, la

citre noi a primei solicitiri scrise !i semnate de persoane autorizate din partea Beneficiarului,

documente doveditoare cuv€nite ale cazului garantat, cu speclficatia in golicitare a faptulul, ci
incalca una sau mai multe dintre obligaliile sale referitoare la condilille Ofertei, $ianume:
aI si-a retras oferta in timpul perioadeivalabilititil Ofertei; sau

b) a modificat Of€rta dupe expirarea termenului-limlt5 de depunere a ofertelor; sau

c) fiind anuntat de cStre Beneficiar, in perioada de valabilltate a ofertel, despre adjudecarea

(i) eiueaz; sau refu2d s; semneee formularul contractului;
(ll) nu accepti rectiflcarea erorilor aritmetice, efe€tuati de citre Brupul de lucru, erori

Ofert6 in timDul examlnerii ei; sau

(iii) eSueazd sau refuze se prezinte Barantia de buni execulie, dacS se cere conform conditlllor

ori nu a executat vreo condllie specificati ln documentele de licitatle, inainte de semnarea coI

de achizitie,
Aceasti garantle va expira in cazul aPariiiei uneia dintfe urmdtoarele situaiii, oricare dintre

va suryeni prima;

a) la primirea de citre noi a copiei inStiinlirii privind adjudecarea contructului Ofertantului 5i

emiterea Garantiei de bunS executie ellberati €dtre Beneficiar la solicitarea Ofertantului; sau

b) in urma recepiionirii de c5tre Garant a copiei in$tiinfirii despre numele altui ciStitator, fie la

termenulul de valabilltate a Ofertei depuse de citre Ofertant in cadrul licilaliei;

c) la expirarea termenului indicat maijos.
prezenta Barantie intre in vigoare la data de Ul lulle 2019 li este valabili pind la data de 07 august

inclusfu.
Prin urmare, orice cerere sau platS in conformitate cu aceast: garantie tfebuie receplionatE de

Garant la oficiu pin6 la data respectivi'
orice litigiu apSrut pe parcursul realizSrii prezentei garanlil va fi solutionat pe calea

cazul cind p54lle nu vor soluliona litigllle apErute prln neSocieri, acestea vor fi solulionate in

cu legislalia Republicii Moldova.

Victor lurat,
Vicepregedinte al Comitetulul de Conducere

al gC "Moldova-Agroindbank" 5.A.

Carollna Semeniuc,

Contabil-Sef al BC "Moldova'Agroindbank" 5.A.

: r'. I i r i.l: , f-' tr l:. ;,1
,.i:1.; r ,, ir :.,, i-. i 'lr rli.,j,!::ii /l, i'r,r:ri::)li:i,.,'r-'.rrr"

ir, r. 1:., i -1i rliri r., ii:i,iiii; ri. i.. lj ;i.':'i S.r''rj : i1)r'::l



Abbott Pmducls Romania S,R.L clr.l, Ro 15910808
gEEn court Buchlltl RC.: JaM546216.11.2003
G€r. H.ts$su 4C C.dt.ls€daf 595002l'l
Co|P B, olsr2" 3edor2 6srE r Crubark

edrt!6d, Rdnar e lBlNr Ro22cm000mfi24585043

l3[ +40"21{29 30 00
FeE +40.21€29 30 0l

AUTORIZARE

Catre: IMSP AMT Buiucani
LP: 21009530

Noi, ABBOfi PRODUCTS ROMANIA SRL, reprezentant autorizat in Romania (Sfiada

Gara Herastrdq numarul 4C, sector 2, Bucuresti, inreg. la MEC sub fi. 1069122) al

companiei Abbott Labomtories, ptoducator de instrumente de biochimie Architect C8000'

precum si de reactivi, controale, calibratori si consumabile pentru aceste4 avand

capacitatile de productie in SUA, Abboft Park 60064, lllinois,Santa Clara Califomia'
Germania - Wiesbaden, Marea Britanie- Dartford, autorizam prin prezenta pe fumizorul

Globsl Biomarketing Group - Moldova SRL, sa oferteze in licitatie si sa livreze

mai sus mentionate, la IMSP AMT Buiucrni. Prin prezent4 garantam

litatea si performantele produselor oferite si autoriam pe Global Biomarketing Group
Moldova SRL m asigure, pentru produsele respective, indeplinirea obligatiilor care

din contractul de fumizare.
autorizare s-a eliberat Dentru a serui la licitatia LP nr. 21009530' din 13 iulie

19, avand ca si autoritate conhactanla - IMSP AMT Buiucani.

completarii:
l0 Iulie 2019

ABBOTT
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TA F'OI\DATORILOR 6OGBG-MLD' SRL

R CEAICOVSCHI - B.I. - A 03148654 din 13.082009' of. 03

LEVA VERA - B.I. -r A 480S559 din 14.06.2fi)0, of. 48

Ceaicovschi
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Declarafia privind conduita etici 9i neimplicarea in practici frauduloase 9i de corupere (F3'4)

Data: "10" iulie a. 2019

Licitatia Nr.: 2 I 009530

Cdtre: MSP Asociatia Medicala Teritoriala Buiucani

'GBG-M[,D"SRL confirmd prin prezenta cA:

1. Nici unul dintre angajaJii, companionii, agenfii, acJionarii, consult4nlii, paltenerii no$tri Sau

sau asociati ai lor nu eite in relalii care ar fl putut considerate ca un conflict de interese, cr

orevederilor din documentele de atribuire.
z. f" auorl in "-" uo- afla despre faptul unui conflict potenlial, vom raporta imediat

respectivl catre autoritatea contractanti.
3. Ni;i unul dintre angajaJii, companionii, agentii, aclionarii, consultantii, partenerii noqtri sau

sau asociatii ai lor nu a iost angajat in practici de corupere, escrocherie, complotare'

alte practici anticoncurenlialefi procesul pregdtirii ote tei din cadrul prezentei licitatii,

previderilor din documentele de atribuire, punctul IPOl0
4. in legaturl cu procedura respectivz de licitalie qi cu orice contract care, :Y"tt""li-o,: 

tlft

"u 
ta-^ltut al acesteia. nu au fosg nici nu vor fi efectuate nici un fel de pH! cetre

cormpanionii, agenlii, aclionarii, consultantii, partenerii no{li.1au rudele 
.lor, 1"" tiol

actrlzilia puttii, implementarea contractului qi aprobarea pldlilor contractuale in numele

contractante.

Semnat:

Nume: Tludor Ceaicovschi

Funolia trr cadrul companiei: director

Denumirca companiei: "GBG-MLD"SRL

L.$.



Declarafie privind situafia personalii a operatorului economic (F3'5)

Subsemrlatul, Tudor ceaicovschi reprezentant irnputemicit-al "G. BG-MLD"SRL (denumirea op

economij:), in calitate de ofertant/oflrtant asociat, la procedura de COP nr.21009530 pentru at

"ontt""4ui 
a" u"hizitie publica avand ca obiect achizilionarea reactive pentru laborator,codul

3369650b-0, la data de 08.07.19, orgafizatide IMSP Asociatia Medicala Teritoriala Buiucani,

propria rfspundere ci:

nu am intrat in faliment ca urmare a hot?irdrii judecEtoregti;

mi-am irideplinit obligatiile de platii a impozitelor, taxelor qi contribuJiilor de asigur5ri sociale;

nu arn fopt condamna! in ultimii 3 ani, prin hotiirarea defrnitivi a unei instantejudecdtore$i,

faptii carp a adus atingere eticii profesionale sau pentu comiterea unei gregeli in materie pro:

toate infqrmafiile gi documentele prezentate pentru ptocedura de achizifie menfionati mai sus sunt

veridice Fi autentice;

nu suntefn incluqi in Lista de interdiclie a operatorilor economici.

inleleg cp in cazul in care aceastii declaralie nu este conformi cu realitatea sunt pasibil de

prevedelilor legislafiei penale privind falsul in declarafii'

Data corPpletiirii: I 0.07. I 9

Operatot economic,

*GBG-MLD"SRL

Semnihlra

Subsem4atul declar oi informatiile firmizate in scopul demonsflrii indeplinirii criteriilor de califi

selecfie $unt complete gi corecte in fiecare detaliu 9i inpleg ca autoritatea contractantii are dreptul

solicita, in scopui veri{:rcarii 9i confirm6rii declarafiilor, orice documente doveditoare de care disp

L.$.



Alexa nr.7.2 Ia Instructiuiea
aprobati prin ordinut IIIPS

trr. 400 din 14 martie 2014

CC 04 AE

CERTIFICAT
privind lipsa sau existenfa restanJelor fafi de bugetul public nafional

4. Vafabil pinn la / Ae]l,clsLrrereP' to 26.07 .2019

5. Autentificarea Serviciului HanoroBo[ cJryx6bl

din tt.o'1.20t9

3, Atestarea lipsei sau existenlei restantelor conform datelor sistemului lrformafiolal Automatizat /
floATBepx,4eHxe oTcyTc.lBva tlJrv :AaJlv.q.ta'. HeaollMKri conlacHo 4aunrx I4utloptua4loHHofi aBToMaT{3IZp

unct interim Ludmila BOTNARI
Num.le li pE.trbddosfrisi n srr

Este extras din Sistemul Informalional al SFS SIA,,Contul curent al contribuabilului'7/ 11.07.2019 ora 13:02:03

cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oflcial 72-771399,28.03.2074)
NOrA (0100)

1, Destitratia / Ha3Ha'reHlte

2. Date despre contribuabil / I4HoopMaurur o tr?IJloronrarejrErlr[Ke

Codul frscal / Numirul de identificore
onclra,lEHErfi Koa / I'l-qeHrtOLIKaIrnoHHElft HoMep

Adresr sediului de bazd (strada, numirul)
Arp€c ocHoBHoro MecropacrlojloxeHnt (ynfi ua, HoMep)

Codul - Denumirea localilSlii
Kon - HarrMeHoBaH e HaceneHHoro nyArm

La data emiterii prezentului certificat restanla fald de bugetul public nalional constituie/ Ha

BbtAa.tH AaHHOfi CnpaBKH HeAOhMKa nepeA HaurroHaJlbHbrM ny6luuur'tu 6tolxeToM cocrae

/oo118L
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,,Se crct co tI e rcio l, co nfi denli o l"

Dlui Tudgr Ceaicovschi,

Administlator al S.R, L.,,cBc-MtD"
MD-2001f mun. Chigindu, str.'l'ighina, 65,

Certlficatul este eliberat pentru a fi prezentat la destinatie.

Ex,: lvan Buga

Tel:022-3e33-64

Moldova

CMo f Eoaat+

CERTIFICAT

prezenta, BC "Moldova-Agroindbank" 5'A' confirmJ d ,,GBG-MLD" S'R'L' (

7582) dispune de urmitoarel€ conturile curente:

Numlrul contului curent, cod IBAN Valuta

M D 14AG0000002 25L84AOI542 MDL

M 054AG0000002 25t44E07 5 42 EUR

M D8 lAG00000002257167 7 9 35 CHF

M D 70AG0000000225 rL39 3244 UAH

M D 17AG000000225L74E04542 RUB

M D62AG000000225!94EOZ5 42 U5D

MD39AG000000022513059583 GBP

M 081AG000000022582A80L47 MDL

de €onducere

B( LIOLDOVA /\GROINDBi'Nt'5 A-

5ll ( c.5rr.rin Ti;rar.9r-1- i.lt :t0t rr. I hi!,.;{i ia:rrtlicr Mu d.i!r

'{umlrir inrel,strJrrde nu ica:io-ru0r/:'8ria(ir!a(nPna&|Ur1$(Lrl )015:6iJcoei
Nuq,,:Le iries.o nir-r!r Canirelul!i de a.dd!<+r( - i+Icho ac!:o:...'l

05 wwlu Aot9

55iIl! i :2i
:)t) 22i
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Declaration of ConformitY

7D8l
Abbott LaboEtories Diagnostics Division

Abbott Parlq lllinois 60064 UsA

Certincete Identllication :

Lcgal Matrqfaeturer's Name:

Leg8l Msnufscturer's Address:

respoosibility of thc mao^ufacturer'

dr"'cclnrrr.ing;"ooiorln ,nith thu 
"pplicable 

provisions of theJC Directive 98/79lEC ofthe European

parliament anjof the Council of 27'drctober 1998 on In Vitro Diagnostic Medical Devices as they are

transposed into the laws ofthe member states'

Tbis declaration ls made iD accordance with Anoex III ofthe M Directive End is issued utrd€r the sole

Signatue:

FullName:

PositioD:

Date ofApFoYal:

Thomas Creel

Dircctor, Site QA

Signatwe:

Full Name:

PositioD: Assoc, Director Regulstory AffaiF

R-rz+'2ttf 

- 

DateorAppoval'| /A-c'c7:3ai t
;'fl^ s'-7-Ztti
Abbott Labontories
l92l Hurd Drive
Irving TX 75038

September E,201?

/'**c'c Z:zoi/

Date Issued:

Plaae Issued:

Supersedes:

EffectiYe @a1e or
Lot Number):

NaEes 8Dd D€scriptior ofDevices ClagsificrtionLlst Numbefs 8nd
Slzc Cod€ of
Devices

GMDN
Code

6LA5-21 53229 Total Bilirubin Self-declared

6rA54l 53229 Total Bilirubin Self-declared

Abbott GmbH & Co. KG

Max-PlaDck-Ring 2

65205 Wiesbaden, G€rmary

Autborized Europear
Reprcscotrllve (n&mc a|ld address)

Storage sift of techDical
docuEentatioo (Bame stld 8dd!q!ql Abbott laborctories, l92l Hurd Drive, Irving' Texas 75038

Hsrmonized StNnd&rd! Lisled h tbe Technical Dory

We, the unrlersigned, hereby declare that the in vih.o.diagno:tt"S{:"t -d:Ii::t*"*:bg.*"-:T:":"*"t



Declaration of ConformitY

Certifi cate Identilication :

Legal Manqfacturer's Name:

we, the unclersigned, hereby deolare that the in vitro diagnostio medical devices described above and bearing the (

-uiking, "onfoi, 
*ith the applicable provisions of the EC Directive 98/79lEC ofthc Europeaa Parliament ald of

councilof2ToqtobertgggonlnvihoDiagnostioMedicalDevicesas,eyaretransposedintothelawsofthe
slares.
This declaration is made in accordance lvith Annex III of the IvD Directive and is issued under the sole resporsibility

manufacturer.

Signature:

Full Nsme:

Position:

Date ofApproYal:

Date Issued:

Supers€des:

Aan'a-Gs,to. Signaturs:

Full Name:

Position:

Datc ofApproval:

Plaoe Issued:

Effeotive (Date or
Lot Nunber):

Diana Romero

Site Director, Quality Assurance

?*s^ zorf
7- s- 20{

November 5,2014

Mark Littlefield

Associate Director, Regulatory

7-g- zotf
Abbott Laboratories
l92l Hurd Drive
INing, Tx 75038

?-3-zor{

Names and Description ofDeYicesList Numbers
and Size Code

Gallma-Glutamyl Tnnsforase

Abbott
Max-Planck Ring 2

Abbott
1921 Hurd Drive
Irving, TX ?5038

Depaffnent - Regulatory Affatus

Storsge site of technical
documentation

(NBme sod Address)

Listed in th€ Technical Documentation



Certilic{te Identifi cation :

LeBrl Malulacturer's Name:

Legsl Mrttufacturer's Addre$s:

Declaration of Conformitv
7D80

Abboft Laboratories Diagnostics Division

Abbott Park, Illinois 60064 USA

Place Issued:

Supe$edes:

Effective (Date or
Lot Nmber);

lrving TX 75038

November 17, 20l4

List Numbprs and
Size Code 0f
Devices

GMDN
Code

Names snd Dercription ofDevices Classilication

7D80-31 s3r14 Lipase Self-declared

Authorized European
Representstive (nsme and addr$s)

Abbott GmbH & Co. KG

Mex-Planck-Ring 2

65205 WisJbaden. Germanv
Storsge slap of technical
documentatiotr (trsme and sddress)

Abbott Laboratories, l92l Hurd Drive, Irving, Texas 75038

Harmonizdd Standsrds Listed in the Technical Documentation

-.'.,sisnature: _JrAAer----'
Full Name: Erik Mu€gge

QA Mrnager Ops

Dare of Approvat: 8;S e/-.ZO t 7

Signatul€:

Full Name: Mark

Position: Assoc. Director Regulatory Affairs

Date of Appoval: t- SEy'^ ZolZ
Daterssued: ?-StrP-Zot7

We, the u4dersigned hereby declare that the in vibo diagnostic medical dovices described above and b,

tho CE mEking conform with th6 applicable provisions ofihe EC Directive 98/79lEC ofthe European

Parliament and ofthe Council of27 October l99E on In Viro Diagnostic Medicsl Devices as lhey ars

transposed into the laws of ih€ member states.

This declaratiotl is made in accordalce with Atrnex III ofthe M Directive and is issued urder the sole
r$ponsibitrity of the manufacturer.

Abbott Laboratories
1921 Hurd Drive



Declaration of ConformifY

Certilicrte ldentifi cationl
L€gal Man4facturer's Nam€:

we, the.undersigned, hereby declare that the in vito diagnostic medical devices described above and bearing the

-aiking, confo,lr *ith the ;pplicable provisions ofthe 6c Directive 9El79lEC ofthe European ParllT:1,.111 :

An* epru*

the

l"*"ii'"i ji o,ii"u"i rs98 i';1" v*" Diagnostic Medical Devices as they are transPosed into the laws of the

states.
This dcclaratiotr 15 Eade ir accordance lvith Annex III ofthe lvD Directivc and is issued under the sole rcsponsibility

manufacturer.

Signature:

Full Namei

Positioni

Date ofApproval;

Signanre:

Full Name: Mark Littlefield

Positio AssociateDLector,Regulatory

Datelssuedi //-U-"O / r/

Supersedesi July 16,2013

Diana Romerc

Site Director, Quatity Assurance

November 5, 2014
Date ofApProval: November 5,20'14

Abbott Laboratories

Place Issued: 1921 Hurd Drive
Irving, TX 75038

Effective(Dare or 
November 17,2014

LOt NumoerJ:

Names and Descriptior of Devlces

Abbott
Max-Planck-Ring 2

Abbott
l92l Hurd Drive
Irving TX 75038

Depaftnent - Regulatory Affairs

site oftechnical
docuEentstion

OIElEe and Address)

Listed in the Tecbtrical Documentation



A ABBOTT

C!rtificFte Identification:
Itgal M&D|rfrcturer's Name:

Declaration of ConformitY

/l5lot)

Abbott linois 60064 USA

List Numb€rs
and Size Code

of Devices

GMDN Code Names and Description ofDevices Classificati )n

3P39-21;3P3941 535E3 Uric Acid Self-declar d

Authorlzed European
Representrtlve

(Nbme and Address)

Abbofi
Max-PlaDck-Ring 2
65205 WiesbaderL Germany

Storsge site of techtric&l
documeIltatiotr

(NEme and Address)

Abbott
1921 Hurd Drive
Irving, fi 75038

Departnent - Regu.tatory Affairs

Harnoniz€d Standrrds Listed in the Tecbnical Documetrtation

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

-rrking 
"onfori6, 

*ith fte ;ppucable provisions ofthe EC Dir€ctive 98/79lEC ofthe European Parliament and o

Councii of27 Oqtober 1998 on In Vifo Diagnostic Medical Devices as they are transposed into the laws ofthe n

sutres.
This d€claratiotr ls made in accordance with Atrnex IU ofthe IvD Directive 8nd is issued uDdcr thc sole responsibility

marufacturer,
n

srs-'^*", wQ/flA U(Mn/4.o
Full Name: Diana Romero

Positioni Site Dtector, Quality Assuance

Date ofApproval: November 5,2014

Datelssuedr //-"5- ?-A f4

Supersedesi Decembq 31, 2012

Siguahrc:

Full Name:

Position: AssociateDirector,Regulatory

Dat€ ofAPFoval: November 5,2014
Abbott Laboratories

Place lssued; l92l Hurd Drive
Irving, Tx 75038

Effectjve (Date or 
November 17, 2014

Lot Numoerr:

the
mbe

f the



we, the undersigned, hereby declare that tbe in vitro diagnostic medioal devices described above and bearing the (

marking, conforrn with the applicabie provisions or tne iC pir ective s}t7.stEc of 
lh: 111p111 -lfltlT:ll1i ::

council of27 ootober lggs on In viir'o Diagnostic Medical Devices as they are transposed into t]le laws ofthe

ifi'ii""tu."tion r, .ude in accordance with Annex m ofthe IvD Directive and is issued undcr the sole responsibility

manufacturer' n ,,
Signature: AnlnAf ilOrnnn' 

-urti"utr, il
Position: Site Director, Quality Assuance

Dato of Approvali ?- 3 - ZOt f

Date Issuedi 73^ L-aff

Supersedesl November 5,2014

certilicote ldentification:
L€gal ManUfacturer's Name:

Declaration of ConformitY

Signature:

Full Name:

Position;

Date ofApproYal:

Place Issued:

Effective (Date or
Lot Number):

Mark Littlefield

Associate Director, Regulatory

7-9^?,o/f
Abbott lnboratories
I 92 I Hurd DriYe
Irving, TX 75038

?-3- zotf

Names and DescriPtion ofDevices

Representative

Abbott
l92l Hwd Drive
Irving, fi 75038

Departrnent - Regulatory Affats

documcntation
(NEme and Address)

aisted in the Technical Documentation



Abbott

Declaration of ConformitY

DoC-7DJJ-SD DELK

Abbott GmbH & Co. KG

Max-Planck-Ring 2, 65205 Wiesbadeq Cormany

the CE marking, conformwith the applicable provisions ofthe EC Drrectlve 9E//9/EU ol tne Europea

Padiament andof the Councit of2? October 1998 on In Vitro Diagnostic Medical Devices as they are

transposed into the laws ofthe member states.

Thls declar8don is made itr accordance nith Anrex IU ofthe M Directive and is issued under the Eol€

respotrsibility of the maDufacturer.

Certificate ldentifi cstion:

Legal Manufacturer's Name:

Legal Manufacturer's Address:

Signature:

Full Name:

PositioD:

Date ofApproval:

Dirla Romero

Director Quslity AssnraItce

Z2-/444y'20t 7

Signature:

Full Name:

Position:

Date ofApproval:

Date Issued:

Place Issued:

Supersedes:

Eflective (Date or
I.ot Number):

Assoc. Director Regulrtory Allsirs

Z2-t444/-2o/ 7
Zz -zt-t+y- za t 7

55205 Wiesbaden, Germany

Not applicable

2Z-t?/4/^ZOt7

List Numbers snd
Slze Code olDevlces

GMDN
Code

Nrmes and Dercription ofDevices Classllica tion

7DS5-22 52929 Self-declared

'7D55-32 52929 Alkaline Phospbatase self-declared

Authorized Europeatr
RcDresertatlve. (name arrd addfess)

N/A

Storage site bf technical
documetrtation (nrme and address)

Abbott Laboratories, l92l Hurd Drive, Irving, Texas 75038, USA.

Earmonized Standards Listed in the Techlical Documenlation

We, the undbrsigued, hereby declare that the ir vitro diagnostic medical devices described above and bearing

the CE marking, conformwith the applicable provisions ofthe EC Directive 98/79lEC ofthe Euopean



a
Declaration of ConformitY

Cerdlicate [denttlication: 7D14

LegalM8nltfacturer'sName: AbbotlLaboratoriesDiagnosticsDivision

Legnl Manufacturer's Addressi Abbott Patk, Illinois 60064 USA

Lict NumberE srd
Size Codc of
Devlces

GMDN
Code

Names aud Description of l)evices Clsssifrcatio!

1D74-21 53462 Triglyceride Self-declared I

Authorlz€d European
Representqtive (name and address)

Abbott CglbH & Co. KG

Max-Planck-Ring 2

65205 Wiesbaden, Gcrmany

Stonge site of tcchnical
documentslion (Eame and addfesr)

Abbott Laboratories, 192 t Hurd Drive, Irving' Texas ?503 8

Hsrmonized StaBdardr Listed in tho Tec )ocumentration

We, the urdersigned, hereby declare that the in vitro diagnostic medical devices described above and bearin

the CE mafking, conform with the applicable provisions ofthe EC Dilective 98/79lEC ofthe European

parliament anJofthe Council of27 October 1998 on In Vitro Diagnostic Medical Devices as they aro

transposed into the laws ofthe member states.

Thir declarstion is made in accordance with Annex III of the IvD Directive 8nd is issued under the sole

responsibility of the mrnufscturer'

tt'Sigoature: _+%Z_
Full Name: Erik Muegge

Position: QA Manager Ops Positiory Assoc. Dlrector Regulstory Allairs

Date of Approval: 7-SFF- ZO t7 Darc of Approval: g'.SEF"Zo/7

Date Issued: t-SF/- ZotT
Abbott Laboratories
I 92 1 Hurd Drive

Place Issued: kving, TX 75038

Supersedes: 9'3-2015

Effective (Date ot
LotNumber): ?-tE/-ZOt7



A ABBOTT

Certilicate Identifi cation :

Legal Manqfacturer's Nam€i

Declaration of ConformitY
79

Signature:

Full Name:

Position:

Datc of ApFoval:

Place Issued:

Effective (Date or
Lot Number):

we,theundersigned,herebydeclarethattheinvitrodiagnosticmedicaldevicesdescribedaboveandbearingthe
marking, confonn witt rtre appticaUle p.oui.iont oftft" iC Oitective 98/79lEC ofthe European Parli"-"lt 

T::Uilt?q-|7&;;;i|;;'*";-nt"; Diagnostic Medical Devices as thev are transPosed into the laws of tt'e

ln'i:t"r"."tion i" *ade in accordance with Annex rrl ofthe M Directive and is issued under the sore responsibirify

marufacturer.

sie^"uu,, UArTA ( @4n-
Full Namel Diana Romero

Position: Site Dtector, Quality Assurance

Date of Approvali November 5, 2Ol4

Daterssued: //- S- ZO /2y'

Supersedes: December 31, 2012

the

Mark Littlefield

Associate Dircctor, Regulatory

November 5, 2014

Abbott Laboratories
l92l Hurd Drive
Irvhg, TX 75038

November 17, 2014

Names atrd DescriPtior ofDevices

Abbott
Max-Planck-Ring 2

Abbott
1921 Hurd Drive
kving, TX 75038

Deparbaetrt - Regulatory AffaiE

storaEe site of tcchnicsl
documetrtatlotr

(NFEe and Address)

Listed in the Technical Docuneltation



Ligt Numberu .nd
Slze Code ofDevicer

GMDN
Code

Names and Decription ofDevlcec Cla$iification

4P52-20 59090 Hemoglobin Alc Reag€nt Self-declared

4P52-01 53315 Hernoglobin Al c Calibrator Self-declared

4P52-t1 44435 Hemoglobio Alc CollFols Self-declared

Authorized Europesn
ReDresentrrtive (name and address)

N/A

Stqrage site of techtrlcsl
documentrtioD (nsme a[d address)

Abbott Laboratories, l92l Hurd Drive,lrving, Texas 75038, USA.

Eormotrlze[ Stendards Listed in the Techlical Docufirentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described
above and bearing the CE marking, conform with the applicable provisions ofthe EC
Directive 98/79lEC of the European Parliament and of tle Council of27 October 1998 on ln
Vitro Diagnostic Medical Devices as they are transposed into tle laws of the member states.

This declrrstion ls made in accordatrce ldith Aanex III of the fVD Directive and is issu€d under the sole

Declaration of Conformity
DoC-4P5220, 4P5201, 4P52 I l-SD DELK

Abbott GmbH & Co. KC
Max-Planck-fung 2, 65205 Wiesbaden, Germany

Certifi cate trdentihcation:

Legal Mrtrufacturer's Nam€:

Legal Matrufacturer's Address;

re!potrsibiuty of the manufacturer.

Signatue:

Full Nam€:

Poeition:

Date ofApproval:

Diana Romero

Director, Site QA

Sigmture:

Full Name:

Position: Assoc. I)irector, Regulatory AITairs

frutru Fpr"tCI

/7'Anf^ zatT DateorApproval: / 7- ilar-Zal'Z
Date Issued:

Place Issued:

Supelsedes:

Effsctive (Dete or
Lot Nunber):

,/7-.t/ar- ?P/7
65205 Wiesbaden, Germany

N/A

17-1Ar-2217



Ab5otl Lairoralor es

Diagnclilcs :)ivisio$
lO21 | i,d Drivu
l!\,inc, TX 75038

Abbott Laboratories

tOO *a 2OO ebtott Pa* noaa
Abbott Park, Illinois 60064

Abbott Clinical Chemistsy Urea Nitrogen

Abboft
I\4ax+lanck-Ring 2

Authorized Europeao
Represcrtctive (Dame lod address)

Abboft Laboratoncs
l92l Hurd Ddve
Irving, TX 75038

Slorage site of techricsl
documentation (Dame and sddress)

I, tho undor6i8ned, hcltby d€Dlarc ttsl lhc iD vitso diagrEstic m'dic'l dcvices de$ribd 
'bovc 

6nd bcadng fte CE markint' co$form

iiti, O" *oii-."Uf" p.'iiions olrhe EC Dkectivc gEieIEC 
"" 

tb'v *" tt""p*ed into ihc law8 oflhc nncffb(r datcl

Thlc doclentior is nEd€ h rrcordrlce *'ith Artrer tll ot tht IVD ltircc&e rBd ls i$ued urdsr Ito 3ole reeolrslttllly of tne

6-/s--zoof

6-ts*-z-oq

UrEr Nitrogdl 7D75 DA
June 2009

Decloration of ConfotmilY
(R3)

Psgc I ofl

f#,$P'*



.bboti Lnor6i.rica
DiagncslicB DiJrsion
1021 llurd Ddle
lrving,-lX 75Oi13

Declaration of Confo

Abbott Labomtorics

AFthorized Europcalr
Rfpre.sentativc {!qt[e sDd address)

Abbott
Max-Planck-Ring 2

65205 Wicsbaden, Germa.oy

Sionge site of tcchBical
docuEe[tstioD (neme anrl addrers)

Abbott laboralories
l92I Hurd Drive
Irving, TX 75038
DeDartleot - Rcgulatory Affairl-

Hbrmonized Stsndards Listed io the Techdcal Doflrmeltatron

diacnonic mcdicrl dcvic€s dacribcd sbove antt bca'ing lbc Cli rnarking canforn

98i9/!C &s lbcy arc lrans?osed into thc laws of thc mcmbet shtes

Thi! de.lrrrtior i€ rlude ltr sccordlnce vith Anlet lll of the lVD Direcrlv€ 
't 

lt llsued ond€r thr tole relponsfbnhy of t|ie

mtFEfrcturer.

Siguatue: z-Z/&*-A Dare Issucd:

FUll NiJncl MarkLiftlcfield Plac€ Issued:

Abbon LaDofil@nes

l92l Hurd Drivc,
Irvins. TX 75038

PDsition Regul,atory Alfairs Matrrger Supersedes: Fcbruzry 6, 2006

Dalc: d;-/€-?a7 Efective (Date or L.ot

Number):
6-/{-24)7

I'on 7D6E DA
Ju4e 2009

DElaration of Confomity
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