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Dlui Tudor Ceaicovschi,
Administrator al S. R, L.,,GBG-MLD"
MD-200L, mun. Chi5indu, str. Tighina, 65,

FA*,ftr
Msldova Agroindh*nk

(:t8o f L or:;!rr
05 ulrte"r* J6If$

CERTIFICAT

Prin prezenta, BC "Moldova-Agroindbank" S.A, confirmE cE ,,GBG-MLD" S,R.L. (lDNo

1003600117582) dispune de urrhdtoarele conturile curente:

Numirul contului curent, cod lBl\N Valuta

M D 14AG000000225 184E01542 MDL

M D 64AG000000225 t4 4E07 5 42 EUR

M D81AG0000000225 1 1 67 7 935 CHF

M D70AG0000000225 1 1 393244 UAH

M D 17AG 00 0000225r14E04s42 RUB

M D 62AG 00 0000225L9 4E02s42 USD

M D39AG 000000022s 13059583 GBP

M D81AG 000000022582 480t47 MDL

Certificatul este eliberat pentru a fi prezentat la destinatie,

Victor lurag
Vicep

al BC"M

Ex,: Ivan Buga

Tel.; 022-30-33-64
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Anexa nr.7 la Instrucfiunea
aprobatii prin ordinul IFPS
nr. 400 din 14 martie 2014

CC 04 AE

CERTIFTCAT
privind lipsa sau existenla restanfelor fali de bugetul public nafional

Nr.
N!

din
OT

01.04.2019

1, Destinatar / flo.rry.rarenr

Pentru patlicipare la proceduri de achizitii publice

2. D*e despre contribuabil I l4uQopv.aryw. o Harlorollrlarenlblul4Ke

Denumirea
Haunegogagze

Codul fscal / Numlrul de identificare
@ucra,rrsni roA / l4,qeHrr.r0urcaufi oHHblfi HoMep

MLD S.R.L. 1003600117582

Adresa sediului de bazil (stradd, numlrul) Codul - Denumirea localitifii
A,4pec oqronuoro Mecropac[oJrqxeuar (ynnqa, norr,tep) KoA - HauveHosaHl4e HacereHHoro [yHKra

nr.65 13O-SEC.CENTRU

3. Atestarea lipsei sau existgnfei restan{elor conform datelor Sistemului Informa{ional Automatizat /
floArnepx,qerue orcyrcrBr44 vrrl:aurvrrrs, HeAor{MKr{ coulacHo AaHHbIx AntouarusraposaHHoft Zntpopuaqnouuoft

CucreNmr

La dataemiterii prezentului certificat restanta la bugetul public nalional constituie/ Ha gary

BbrAarru AaHHofi c[paBp4 HeAor,rMKa nepeA HaIU{oFIaJIbHbIM ny6nvqHblM 6IoA}KeroM cocraBr-f,er:

0,00lei/nefi.

4. Valabil pini la / [eitcrnuper,ela to 16.04.2

5. Autentificarea organului fiscal /

Director adjunct interimhr al
Fuclis/AonxHoo6

L.9/Mn.

Executor: T. Straiescu-Lungu: TeI: 82-34-33
@

Este extras din Sistemul Informalional al SFS SIA,,Ciontul curent al contribuabilulul'll 0L,04.20I9 ora 1.5:41:48

cu aplicarea prevederilor pct, 82-83 Ordin IFPS nr.400 din I4.t13.2014 (Monitorul Oficial72-771399,28'03'20'.14)
NO.TA (0,00)

Ludmila BOTNARI
Numele {i preomddtDminu tr ![u
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Data: 1 5.03. -04.04.2Q19

LP:21005877

Formular infqrmativ despre ofertant (F3.3)

A. Ofertan{i individuali

Pagina I din 3

l. Informa{ii generale

tl Numelejuridic al rfertantului ,,GI}G-MLD,, SRL

r2.
Adresa juridicd a

inregistririi
lfertantului in (ara

Mun. Chisindu, str. Tighina 65, of.607

1.3 Statutuljuridic al fertantului Persoand juridicd

o Proprietate Privatd

o Formd de orgai cizare juridicd Societate cu Rdspundere Limitatd

o Altele

r4. Anul inregistrdrii fertantului 06.01.1995

1.5 Statutul de afaceri al ofertantului

. Agent local/Dit
producdtorului

vibuitor al
strdin

Distribuitor

o Intermediar

t Companie de o trepozit

. Altele

t6.
Informafia despre

autorizat al ofertar

reprezentantul

rtului

o Numele Tudor Ceaicovschi

c Locul de munc, Sifunclia ,,GBG-MLD,, SRL, Director

t Adresa Mun. Chisindu, str. Tighina 65, of. 607

. Telefon / Fax
022 54 73 73

o E-mail ffice@gbg.md

t.7. Num[rul de inreg ;trare pentru TVA 0205086

1.8.

Numdrul de identi
pentru impozitul p
ofertanfii str[ini)

late al ofertantului

e venit (pentru
Nu este cazul



19.
Ofertantul va anex

urmbtoarelor docu

a copiile
mente:

in conformitate cu FDA3,

) Informafii de calificare

2.1

Numirul de ani de

a ofertantului in li
servicii

experienfi generald

r[ri de bunuri gi 24 ani

2,2.

Numirul de ani de

a ofertantului in li'
bunurilor gi/sau se

experient[ specificd

narea/prestarea

rviciilor similare

24ani

23.
Valoarea monetarb a livrdrilor de

bunuri/prestarea s$rviciilor similare
"Nu se aplicd"

2.4.

Disponibilitate de

(bani lichizi sau cr

de resurse creditar
bancar etc.). Enun
copiile documente

resurse financiare
pital circulant, sau

g, extras din cont

rerafi gi anexali

lor justificative

"Nu se aplicd"

2.5.
Detalii privind ca1

producere I echipe

acitatea de

nente disponibile
"Nu se aplicd"

3.
Informatii financ tare

31
Rapoarte financiar
auditorilor pentru

Se anexeazd pen

'e sau extrase din bilanlul financiar, sau declara{ii de profit / pierderi, sau rapoarlele

ultimul an de activitate. Enumerali maijos gi anexa{i copii:

'tru a.2018

3.2.
Denumirea, adresd, numerele de telefon, telex gi fax ale bdncilor care pot oferi carac;leristici despre

ofertant in cazul cbntactbrii de cltre autoritatea contractantd:

Denumirea.'BC ,fMoldova - Agroindbank,, SA, fil. M. Eminescu

Adresa: Mun. Chisin5u, str. Tighina 49

Telefon: 022 54 88 49

Fax:022 54 88 49

3 .3. Informafie privind litigiile in care ofertantul este sau a fost implicat:

a) Orice proces pe parcursul ultimilor 3 ani:

Cauza litigiului Rezultatul sau sentin{a qi suma irnplicatd



b) Procese cureirte, pe parcursul anului fiscal curent:

Situafia curentI a procesului

@tfi addugate dg cdtre autoritatea contractantd, dupd caz



LISTA FONDATORILOR "G G-MLD'' SRL

EFI

2. COLEVA VERA - B.I. - A 48058559 din 14.06.2000' of. 48

COVSCHI + B.I. - A 03148654 din 13.08.2009, qf. 031. TUDOR C

Director,
T. Ceaicovslhi
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Formularul ofertei (F3.1)

Data depunerii ofertei: .03.-04.04,2019

LP:21005877

Alternativa Nr.: nu sunt

Cdtre: IMSP Spitalul Clinic de Traumatologie si Ortr:pedie "GBG-MLD"SRL declari c6:

a) Au fost examina(e gi nu
b) .,GBG-MLD,,SRL se an documentele de atribuire

qi condiliile stipr{late in gi/sau servicii: reactive si

consumabile penfru laborator:

c) Suma total[ a of{rtei frrd TVA constituie: 232201,50.

fdoua sute treizebi si doua mii doua sute unu] Lei 50 bani.

d) Suma totald a ofdrtei cu TVA constituie: 278641,80

fdoua sute saptefeci si opt mii sase sute patruzeci si unu ] Lei 80 bani'

rioada de timp specificatd in FDA4.8., incepind cu

formitate cu FDA5.2., va rdmine obligatorie gi va

pirarea acestei perioade;
D"SRL se ar"tgajeazd sd obfind o Garan{ie de bund

ecutarea corespunzdtoare a contractului de achizilie

onformitate cu punctul IPO5.4.
e sale, inclusiv fiecare paftener sau subcontractor ce

reeligibile inbaza prevederilor legislaliei in vigoare
niul achiziliilor publice, in conformitate cu punctul

IP05.5.

Semnat:

Nume: Tudor Ceaicovschi

in calitate de: director

OfertantuI : "GBG-MLD'ISRL

Adresa: mun. Chisinau, qtr. Tighina 65 of.607

Data: 1 5.03 .-04.04.2019

15



Declaralia privind conduita eticl gi neimptricarea in practici frauduloase 9i de corupere (F3.4)

Data: 1 5.03. -Q4.04.2019

LP: 21005877

Cdtre: IMSP Spitalul Clinic de Traumatologie si Ortopedie

2

3.

4

"GBG-MLD"SRL confiiml prin prezenta cd:

L

Semnat:

Nici unul dintre angajafii, companionii, agenfii, actionarii, consultanfii, partenerii nogtri sau rudele

sau asociafi ai lor ilu este in relafii care ar fi putut considerate ca un conflict de interese, confornr
prevederilor din dogumentele de atribuire.
in cazul in care vbm afla despre faptul unui confliot potenfial, vom raporta imediat informafia
re spectivd c[tre autbrit atea contr actantd.
Nici unul dintre an[ajafii, companionii, agenfii, acfionarii, consultanfii, partenerii noptri sau rudele

sau asocialii ai lor nu a fost angajut in practici de corupere, escrocherie, complotare, constringere

sau alte practici anticoncurenfiale in procesul pregdtirii ofertei din cadrul prezentei licita{ii, conform
prevederilor din do{umentel I IPO10.
in legdturd cu proc{dura res cu orice contract care, eventual, ne va fi adjudecat

ca re4rltat al acesfeia, nu fi efectuate nici un fel de pl6ii catre angajalii,
companionii, agenlii, acfionarii, consultantii, partenerii noqtri sau rudele lor, care sint implicafi in

achizilia public6, irhplementarea contractului gi aprobarea pldlilor contractuale in numele autoritAtii

contractante.

Nume: Tudor Ceaicovschi

Functia in cadrul compaqriei: director

Denumirea companiei:':GBG-MLD"SR[,



Declarafi4 privind situa{ia ipersonall a operatorului economic (F3.5)

..GBG,MLD"SRL

Subsemnatul Tudor Ceaibovschi,rcprezenta\fiimputernicit al "GBG-MLD"SRL (denunrirea operatorului

economic) i1 calitate de dfe*anVofertant asqciat declar pe propria rdspundere, sub sanc{iutrea excluclerii

din procedura de achizifip publicl 9i sub sanofiunile aplicabile faptei de fals in acte publice, od nu md aflu

in situatia prevdzutd la ar1t. I 8 din Legea privind achiziliile publice rir. 13 1 din 03 .07.20 I 5, respectiv in

ultimii 5 ani nu am fost Condamnat prin hotbidre definitivd a unei instanfe judecdtoreqti pentru

participarea la activitlli 4le unei organizafii Qriminale, pentru corupfie, fraudd qi/sau spdlare cle ban i.

Subsemnatul declar cd inFormafiile furnizatelsunt complete gi corecte in fiecare detaliu gi in{eleg cd

autoritatea contractantd4[e dreptul de a solioita, in scopul verificdrii gi confirmdrii declaratiilor, orice

documente doveditoare de care dispun.

Subsemnatul, Tudor Cealcovschi reprezentaht imputernicit al "GBG-MLD"SRL (denumirea operatorului

economic), in calitate de ofertant/ofertant asociat, la procedura de LP 21005877 pentru atribuirea
contractului de achizilie publicd avdnd ca obiect achizitionarea de reactive si consumabile perrtru

laborator conform necesitatilor IMSP Spitahll Clinic de Traumatologie si Ortopedie pentru anul2019,la
data de 15.03.-04.04 .2019, organizatdlMSP,spitalul Clinic de Traumatologie si Ortopedie declar pe

propria rispundere cd:

nu am intrat in faliment qa urrnare a hotdrArii judecdtoregti;

mi-am indeplinit obligafiile de platd a impozitelor, taxelor gi contribuliilor de asigurdri sociale;

rlu am fost condamnat, irlultimii 3 ani, prin hotdrdrea definitivd a unei instanfe judecdtoreqti, pentru o

faptd carc a adus atingerg eticii profesionale sau pentru comiterea unei gregeli in materie profesional6;

toate informafiile gi docurnentele prezentate pentru procedura de achizilie men{ionat[ mai sus sunt
veridice qi autentice;

nu suntem incluqi in Lista de

Subsemnatul declar c[ informatiile furnizate in scopul demonstr[rii indeplinirii criteriilor de calificare gi

selectie sunt complete gi porecte in fiecare detaliu gi infeleg ca autoritatea contractantd are dreptul de a

solicita, in scopul verificirii qi confirmdrii declarafiilor, orice documente doveditoare de care dispun.

inleleg ca in cazul in carg aceastd declarafie nu este conform[ cu realitatea sunt pasibil de inoilcarea
prevederilor legislafiei penale privind falsul in declarafii.

Data completdrii: I 5.03.-Q4.04.2019

Operator economic,

..GBG-MLD"SRL

Semndtura



rvuovA AFTAC'A '.'.i.

IVA: 00B62A5A95A - Cod.Fisc.: 075209AA155 -R.E.A. MB 1 i 67248
APTA

FAU TION

authorize thef following CompanY:

We authorize as well to submit bids, negcltiate and sigJn the te,nder Contracts for all 2019

effrafiFtrcpl5l=i -cofi

rnob. +39 l$l Bl-Et-"t'{T

r:froc r39,S141 &3S?5

far .Jft)14ldi$t$?

'i ut-€lEsc.trflE

cANELLt 01.01.2019



ITAI.CERT

CERTIFICATO NO 5O5SGQO3
CERTT''ICATE IV " 505 SGQOS

Si certifir:a che il
this is to certify that

Gestione per la Qualite
Q uali 4r M a na(iemen t Sys tqn

messo in atto da
" implenented I'ty

Sistema di

REgione

Data di Prima Emissione ITALCERT

' ' . 2011:10€0

Data di Scadenza
Expiralir:n Date'

2020"10-29

: ::lll:3;8a lt?i:[ti?
! : PFS il. 097C

flernbro d8lll A.cordl dl lluluo lrconorclneDlo EA, lAf e lllc
! : Slgnrlory o/&t tAFtnd llAC llulr.l REqillltu Agr*nteh6; ,,,.,., -ITALCERT S.r.l; ,l Viale Sarca, 336i-,201f6 Milano (Ml) ltel. +39 0266104876 | fax. +39 02661o147s I www.italcert.it I italcedsrl@legalmail it

vd

NUOVA APTACA S.r.l.

Monte Bianco, 4 - lT 2Cr900 MONZA (MB)

nella Sede Clperativa di ' .

operct\rc (/nit

Monforte, 30 - lT 14053 CANELLI (AT)

' d conforme alla norma
is in conpliance A/ith the ttaudarcl

ulrut rru tso 9001-201s (tso soot"zots;

per i r;eguenti Processi
concet!ing the follou'ilg kirtds of Processes

Gestione della,.fabbiicazione ed immissione in commercio di tamponirsterili
per il prglievg di,lcampioni biotogici in orifizirnaturbti e i'n ambito chirurgico,

Progettazione e fabbrilaziqne di dispositiul ms6lir:o diagnostici per laboratori di anellisi.
' Com m erci blizzazione d i d is posit ivi rnedici e d i a g nosti cir i n :vitro.

Co m m ercializzazione d i a rticol i d a'l a boratori o
Aianagement of tlie. ntanuaciUrin@ anicl placing on the market of .sterile tampons fatr sarnplin,g of biologTical spc'cir,,tens

in hatrtral orlfice.ancl in surgical field. Design and lnanufacturlng o devices for labcttatorle:;
: devi&s tn boratgsry aftk'les,

"')::,:;";,:;?2:'tr:'::',1,;:,:i":ii:,',1,';::::;,):,lll^:'n"'" 

apprrcabiri

'f t:J:::1,11:,""# ? "; ;:::::::i;,:::i,,i!: 

":;;:;:,,;ll 

^,,1;:.l:."' "' ^'

. i . L'AMMiNISTRNTONE DELEGATO .

Data di Prima Emissione
First lss|)e Date

l99B-07-23

Settore IAF 14 - ?-g .

Data di Rinnovo
RL'net\,al Date

2017'10-30
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[hgc, 1 of ll

Roseto degli Abruzzi ,22 Decerr-rber 2017

Authorization Letter

To whom it may concern

We, LIOFILCHEM S.R.L., lnanufacturer of diagnostics for microbiology, certified ISO 9001 ancl

ISO 13485, located inVia Scozia,Zona Industriale, 64026 Roseto degliAbruzzi (TE) ltaly

do hereby appoint the conlpany

,'CBC-MLD' S.R.L,

Fax +373 22 54 73 73

as autlrorized distributor of our products in Moldova.

-fhis 
autlrorization is valid to 31.12.2019 if not cancelled earlier by either Party rvith rnrriIlerr

notice.The cooperation bdtween "CBC-MLD" S.R.L, and Liofilchem can be termirrated by
either Party before 31,12,2019 by sending a written official cor.r'rr-r-runicatiorr witlr one nrorrllr
advance.

The nredical devices manqfactured by Liofilchem comply with the European Union directive
9Bl79lEC for in vitro diagnbstic devices (lVD).

A clistribution Quality Agreement is presented and agreed as Annex L

",l," 
Jt*;" -R'u*'^"

Chief Operating Officer
Liofilchem srl , IUTOFILCHEM s.r.t., BACTERIOLOGYPRODUCTS

Va Scozia - Zona lnd,le
^ il0_?S Roseto degliAbrrr'.i ([Q
Cod. Fisc. e Parlla -Vn 

OOSSO1S06ZS

l-iofilchern s.r,l.
Via Scozia - Zona lrrclustriare
(i4026, Roseto degli Abluzzi (TE) lraly
Tr:l +-l !) 0t3-58!13 0745
Fax +.19 (1858930330

(.apitale Sor:iale € 825.600 i.v,
R.E,A, l-eramo n. 793J1
Reg. Soc. Tribunale cli T'eranro 4124
P.l. e C.F. 00530130671
wlvw l i c,r f i l ch erl. n c-:t

Ccrtified ISO 900.1 irnd
fSOl J4€5 lryTUV SUp



La societd
fabbricante
08.01.2016

Liofilchem@
DICIIIARAZIONE IDI coNFoRMrrA cn / Ec DEcLARATToN oF coNFoRMITY

DTcHTARAZIoNE DI coNFonnnrA cB

Liofilchem@ S,r.1., (:on Sede Legale in {ia Scozia, 64026 Roseto degli Abruzzi (TE) Italia, in qualitd di

del dispositivo rpedico-diagnostico ln vitro elencato nella tabella allegata Revisione 3l .0 del

dichiara sottri la propria responsabilitd

1, che il dispositivo sopra indicato soddisfa tutte le disposizioni applicabili della Direttiva 98179lCE (Allegato
III) recepita nella Legislazione Italiana dal Decfeto Legislativo n" 332 del 8 settembre 2000;

2. che il dispositivo in oggettb non d incluso nell']\llegato II, lista A e B della Direttiva 98/79lCE

3. che la documentazione tecnica di cui all'allegafo III della direttiva Direttiva 98179/CE d a disposizione delle
autoritd nazionali presso fa sua sede e sard gonservata per 5 anni dall'ultima data di fabbricazione del

prodotto;

4. che il processo di fabbricatione segue adeguatilprincipi di assicurazione della qualitd;

5. di aver attivato e di mantenere aggiorrrato, un rsistema di sorveglianza post-produzione per il mo'nitoraggio
dei prodotti;

6. che il dispositivo in oggettb d stato messo in commercio munito di marcatura CE.

EC DECLARATIOI{ OF CONFORMITY

The company Liofilchem@ S.rJl., registered officq in Via Scozia, 64026 Roseto degli Abt:ttzzi (TE) Italy, as a
manufacturer of the in vitro niedical-diagnostic device listed in the attached table, Revision 31.0 of 08.01.2016

hereby certifies under its own responsibility

1. that the above mentioned device complies with all the applicable provisions of Directive 98/79lEC (Annex III)
and its relevant transpositiQn into national law;

the above mentioned is notlincluded in Annex II , List A and B of Directive 9Bl79lEC;

tlrat tlre techriical documerrtation referred to at Annex III of the Directive 98l79lEC is available for the
national authorities in its facility andthat this documentation shall be kept for 5 years after the last product
has been manufactured;

that the manufacfuring process follows suitable principles of quality assurance;

that, has implemented and keep up to date, a post-production surveillance systenr for monitoring the
products;

6. that the device in question, was introduced into the rnarket provided with CE mark,

Roseto. 08.01.2016 Direttore Tecnico/ Technical Director
Dott. Silvio Brocco

2.

J.

A
I

5

totzS



PRODOTTI CE DI LIBERA VENDITA / FREE SALE CE PRODUCTS
Rev. 31.0 del 08.01 .20 t5

10002 DNA AGAR + BLIJ DI TOLUIDINA

1 0004 CLED ANDRADE AGAR

'10004. CLED ANDRADE AGAR

1 0005 IVAC CONKEY SORBITOL .GAR

1 0005- MAC CONKEY SORBITOL AGAR

1 0006 TRYPTIC SOY AGAR + 0.6% YEAST EXTRACT

1 0007 BACILLUS CEREUS AGAR (PEMBA)

1 0007' BACILLUS CEREI.JS AGAR (PEMBA)

10011 YEAST GLUCOSE CHLORAMPHENICOL AGAR

10011 YEAST GLUCOSE CHLORAMPHENICOL AGAR

10013 DNase TEST AGAR

1 001 3. DNase TEST AGAR

100'1 Purole Lactose Aoar

10014 Pumle Lactose Aoar

1001 CZAPEK DOX AGAR

10018 DRIGALSKY LACTOSE AGAR

10021

1 0021 BIGGY TNICKERSON) AGAR

10022 BRILLIANT GREEN AGAR

10022' BRILLIANT GREEN AGAR

'10023 Chocolate Aoar

1 0023'

10024 TRYPTOSE AGAR
'l nn9L* TRVPTNStr AGAP

1 0025 COLUMBIA AGAR (Horse Blood 5%)

1 002s', COLUMBIA AGAR lHorse Blood 5%)

1 0026 CLED AGAR

1 0026* nt trT) Anap

10027 BACILLUS CEREUS AGAR 'Mossel)

10027* BACILLUS CEREUS AGAR IMossel)

1 0028 ISOStrNSITtrRT AGAtr

1 0028', ISOSENSITEST AGAR

1 0029 [,AN N.lNKtrV AGAP

1 0029" MAC CONKEY AGAR

1 0030 MANNITOL SALT AGAR

1 0030- IVIANNITOL SALT AGAR

1 0031 MUELLER HINTON II AGAR

1 0031' MUELLER HINTON II AGAR

1 0033 PSEUDOMONAS (CETRIMIDE ) AGAR

1 0033- PSEUDOMONAS (CETRIMIDE ) AGAR

1 0035 SABOURAUD AGAR

1 0035' SABOURAIJI] AGAR

1 0035S SAROI lRAl lh AGAtr lr

1 0036 S,S. AGAR

1 0036. S S- AGAR

1 0037 TRYPTIC SOY AGAR

1 0037' TRYPTIC SOY AGAR

I 0037S TRYPTIC SOY AGAR lrradiated

1 0039 ROGOSA AGAR

'10039* ROGOSA AGAR

1 0040 NEW YORK CITY AGAR

1 0040' NEW YORK CITY AGAR

1 0041 LISTERIA PALCAM AGAR

1no41 LISTERIA PALCAM AGAR

10042 CRYSTAL VIOLET AGAR /Sheeo Blood 5%)

10042' CRYSTAL VIOLET AGAR (Sheed 5%)

1 0043 HEKTOEN ENTERIC AGAR

1 0043- HtrKTNtrNI trI\ITtrPIN Al:AP

1 0044 NUTRIENT AGAR

'1nnlt NUTRIENT AGAR

Oliofilchern@ s.r.l. Via Scozia - Zona lndristriale 64026, Roseto degli ,A,bruzzi (TE) Italy - Tel +39 0858930745 - Fax +39 0858930330

1 0046 SERUI\4 TELLURITE AGAR

10047 BISMIJTH SULFITE AGAR

'too47' BISMUTH SULFITE AGAR

1 0048 E M B- LEVINE AGAR

1 0048. E M B. LEVINE AGAR

1 0050 cAMPYLOBACTER AGAR (Sheeo Blood 5%)

'10050- cAMPYLoBACTER AGAR (ShBeD Blood 5%)

I 0051 Leolonella BCYE Aoar

1 0051 Leoionella BCYE Aoar

1 0052 YERSINIA SELECTIVE AGAR

1 0052. YERSINIA SELECTIVE AGAR

1 0053 WILKINS CHALGREEN AGAR

1 0053- WILKINS CHALGREEN AGAR

't 0054 WURTZ LACTOSE AGAR

1 0054. WURTZ LACTOSE AGAR

X L D. AGAR

1 0056' X.L.D. AGAR

1 0057 BILE AESCULIN AGAR

1 0057', BILE AESCULIN AGAR

1 0058S TRYPTIC SOY AGAR lrradiated -30 mL-

1 0060 BRAIN HEART INFUSION AGAR

'10060* BRAIN HEART INFUSION AGAR

'10064 CHRISTENSEN UREA AGAR

1 0065 SCHAEDLER KKV AGARlSheeo Blood 5%)

't 0065- SCHAEDLER KKV AGAR(Sheep Blood 5%)

1 0067 ScHAEDLER KVN AGAR (Sheeo Blood 5%)

'10069 X.L.T.4 AGAR

1 0069. X.L.T.4 AGAR

1 0074S TRYPTIC SOY AGAR+NEUTRALIZING lrradiated

1 0078 MUELLER HINTON II MOD AGAR

1 0078* MUELLER HINTON II MOD AGAR

1 0079 CASITONE AGAR

1 0079r CASITONE AGAR

1 0080 HAEIVOPHYLUS TES'T' AGAR

1 0080* HAEIVlOPHYLUS TEST AGAR

1 0082 HELICOBACTER PYLORI AGAR

1 0082' HELICOBACTER PYLORI AGAR

1 0090 IV.R.S Aoar

1 0090' M.R.S. Aqar

1 0095 BRAIN HEART AGAR FOR HAEIVOPHILIJS

10129 MAC CONKEY AGAR IVI/G

10129. MAC CONKEY AGAR M[,4G

10131 Mueller Hinton ll Aoar fSheeo Blood 5%)

10'13't Mueller Hinton llAoar (Sheeo Blood 5%)

10132 MUELLER HINTON FASTIDIOUS AGAR 90 min

10134 Leoionella BMPA Aoar

1D',t41 SALMONELLA TEST AGAR

10141. SALI\4ONELLA TEST AGAR

10142 BLOOD AGAR lSheeo Blood 7%)llSO 10560)

10'142' BLOOD AGAR (Sheeo Blood 7%)(lSO 10560)

10143 r Hinton Aoar + 5 V. Horse Blood Lvsed

10 t45 CAIV1PYLOBACTER KARMALI AGAR

'1 0146 CAMPYLOBACTER PRESTON AGAR

10148 CAMPYLOBACTER AGAR (Sheeo Blood 1 0%)

'tD225 LISTERIA PALCAM AGAR 140 mm

'lD23',l

1 0233 R.P.M.I. AGAR

| )zJc SABOURAUD CAF AGAR + GENTAMICIN

1 0235' SABOURAUD CAF AGAR + GENTAMICIN

1 1236 CLED AGAR 140 mm

Pag.2 rJi 23



articoli per laboratorio analisi
dlsposable labware

www.l(ima.it

ffi
ffi

Piove di Sacco, 2510212419

DISTRIBUTOR AGREEMENT

To whom it may concern, we hereby deolare that:

KIMA sas - Via Leonardo Da Vinci 22 - 35028 piovt."

appoints "GBG-MLD" SRL - STR. TIGHINA 65, - 2A01

Messrs

.GE}G*MLD'' SF(L

STR. TIGHINA 65
200,1 CHISIN,AU
MCILDOVA

di Sacco - (PD)- ITALY

CIIISINAU -MOLDOVA

as authorized distributot'of KIMA plastic labware prcrducls in the territory of MOLDOVA

GBG MLD has the right to intporl and distribute KIMA plastie labware products.

This Agreement is valid one [2) years from the prest:nt date.

The Distributor does not have any possibilitv to ohrlige the company KIMA sas with quantities

delivery time as well as prices without prior written a,uthorization from KIMA sas'

KIMA sas keeps the right to modify the prices accorrjing to the market of the raw materials.

l(lMA S.r.l. - Via Leonardo da Vinci, 22 - Z.l.Tognana - 35028 PIOVE Dl SACC;0 (PD) ltaly - e-mail: inio@kima.it " Cap, Soc,

Tel. +39 049 9719511 - Fax +39 049 S71S542 " 9710543 - RegisLro frnprese Padova, Oodice Fiscale e Partila IVA 01466290283 -

€ 50.000,00 i,v
REA P0 160069

s.eL
De Mnel, 22
I s^cco (PD)vE Dt SACCo (PD)

014682S0283
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DIC}IIA]RAZIONE DI C€HFORMITA CE

EC
r$nf$rrne ell'Allegato Vitro e s.nt,i'

acmrding tu Annex Ilt pf thq Dhectiila 98/79/ECIn Viilu Diagnostie loledisal Devices as nmendecl

MEUF S'f,1, ' Frodszlone kit diagnostici per analisl e terrenl di
co ltura per m iwa bio I ogia

da Wngi, 24 Z,f,
35OAq Pfeve di Sacsa {Po) - fbfia

posta
elettuonica meus@te6n6meu6,it
etnail

PrtI:Ji fl':;rt i.lii /81 d^€r';$l
$ lef{.ri:i di *)diTtil+161,r.

fabtrricante

nanr.tf}ctu'l.+r

indirizzo

adddess

telefsno ++39-049-
phone 97LgS44

++39-049"
9779542

Vfa

con tappc a vitt, Frovette eterili, provette coil separatore di
$iers, con antlcsagulanti, r:ontenitorl Q provette per liquidi

identtficazione dei prcdottj

p w d u rt id eft ti i f ica ti o n steriile test tubes, test tubes with s*rum
antlcoagulants, centainers and test tubes

dassificazione dei prodotli

plpgy€rjitrwtifisn d€rires other then thoad nt*ti!!:! ,|YZ!! ?ry:-?Jryg{l* ?!!!:/.8:11!f!!91
$i dishiar*

satto la propria responsabilitir cfte i disposlUvi sopraelencati rispettano le disposizloni
e s,m.l. Dispositivi Medica-Diagnostici In Vitro'

della Direttiva 98/79/CE

Tutta la docurnentazione tecnica richiestf datl Altegatc III ddla succitata Direttiva, e comprovante il rispetto dei Requisiti
Essenziali di cu ra det Fabbrlcante

under our svle lespansihility that pt'ovfsitsns of the Oirective 98/79/EC
tc

All the arppotting rlpcutne vq in arder to prave

ta fhe Essential as listed in Annex I" are rctain# ander the

luoEo e elata

ptace End date

firma

sigrrdture

Picve di Sacco, B2/Ot/2013

Asslcu:arlEn€ qualitA I Quatify Manager

Giovanni Clriarin

L1 t'n t,*t..

t'4EU$ s.r.l.'Via Laonardo 4a Vinui , ?4iE " ?.i T*gnarrn " 35*2& PISVE fli $ACC0 (Pil) itsiy " ?-|xail:rn+iJ'!qr.ir:1in+ii:r 'l
Tel -.33 QA* s?1$$44 - Fax +3S 049 SX$542 - neb. lmF" Sadsva. SDrllce Flsftls e ps{lii* iVA {12584830r8f; " fifiF' 3* g$rX4!5 ' iop $*r Errn li] (]i: ti, , i
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CISQ is a member of

ffi* "*.*

tllc r*tEFilAlloN[ffi ]lFlcarpN Nfl Onr

www.iq neFce rtitloation.co m

lQNgt, the ascoci'tion of the world's first class

certlflatton bodles, ls the la?est provlder ot managetnent

System Certllicdtlon ln the world

IQNet ls cofrPosed ol frore than 30 bodies and counts

ovar 150 subsldlarles all over the gl(tbe

www.crsq.com

CISQ A la Federazion€ ltaliBnE dl Org.nismi di
C€rtlflcazlohe del slsleml dl gestlone azlendale
cIsQ is the Itallan federation of mdnagemett

wstefr Cerli fi.atlon Bod ies,

CERTIFICATO n.

GERTIFICAIE No.

',",JJ9HilFf 
f,5!+i;!i;iili,i',q':i,13!fr Ef; irTS?,tf [fl^'*,,'

KIMA S.R.L.
UITA OPENRTVE I OPEMTIVE IJNIT9

Via Leonardo Da Vinci, ,22 - Zonailndustriale Toghana - 35028 Piove di Sacco (PD)
Italia

E coruroRue RltR NotrNR I ts tN coMPLtANcE wTH TllE STANDARD

UNI CEI EN ISO 13485=20'16

Sistema di Gestione per la Qualitri i Qualrty Ma(ragemenl System

PER LE SEGUENTI RITTiVITA I FQR THE FOLLOWING ACTIVITIES

EA: 29

Com merci alizzazione ! i prodotti del Gr^uBpo : klt diag nostici,

terreni di coltura per microbiologia, articoli [n plastica per laboratorio analisi,
provette con vudto predeterminato e aghisterili.

4:,165'l4lC

Trading of the products of the Gro[p: diagnostic kits; culture media for microbiology,
plastic dlsposab/e labware, fesf tubes with predetermined vacu()'m and sterile need/es.

Itit dei roquisiti della norma dl riferlrnenb.

Io. rclelence sliqdatd rcquiremenls,

stato del.la.cer$ficazlome di cui al presenLe certilicalo'

ndilizzo e.mail irifo@icirn.il.

s in lhe.caflincglon elatus retsned lclin lhis celiqcale,

5341. sr emaii addess inti@idn.il.

Dala emissione
F/rsf tbsue

1AA112007

Emissione corrente
Currcnl issue

18t0112019

Pialz, Don Endcd

Data di scacleilza

Expiri.ng dal'=

171()11202'_2

t
N
O

(J

@€o

sGQ No 0044

Membro degll,Acmrdl dl Mutuo Rlconosc|nenbo EA, IAF e.ll-Ac

5i9natory of EA. IAF dnd ILAC Mrjtual f{ecqgnitlon AgreementF
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CISQ is a member of

1% it\;

nE lfr FnNATIOXAt CEniltlc^Tls mvoRX

www.ion et-c€ rtificallon. com

IQNet, the association ot the wottd\ first class

ca.ttlt@tloh bodiel lE the la(6ost Provider of manaqefrenl
System Certiflcatlon ln the watld.

IQNet ls composed of frota than 30 bodias and counti

owr 150 subsldlailEs all over the glohe

www.cls0.com

CISQ 6 la Federazione ltaliana dl organisma di

CErtlflcazlone del sisteml di qestlone azl.ndale
CISQ ts the ltalian Fedention of managEmenL

system CertiflcEtiolt Bodies

CERTIFICATO n.

CERTIFTCAIE /Vo.

",,,,Pl9EltlFii,Tfif 
t-X'#fl P'iffi'^}3!ilfi l$i'?H,'[A'oi"'0"

KIMA S.R..L.
UNITA OPERATIVE / OFERAIIYFUNIIS

Via Leonardo Da Vinei, 22 - Zpnla Industriale,Tognana - 35028 Piove di Sacco (PD)

Italia

E coNFORME ALLA NORMA / IS iN COMPLIANEE WITH THE STANDARD

uNl Etrt lso 9001:2affi
Sistema di Gestjonb pei la Qualitd I Qualily Managemeni System

P ER LE SEG U ENTI RTTIV A I TO R THE FO LLOWI N6 X CIIY/ I]FS

EA: 29

Commercializzazian! di diagnostici,

terreni di coltura per microbiflog r laboratorio analisi,
provette con vrloto sterili.

Trading of the products o;f the Gtoup: diagnostic kits,, culture media for microbiology,
ptastic Jisposab/e labware, test,fao-es with predetermined vacuum and sterile needles,

Riferirsi alta documentazione del Sistama dt G-estjone perla QualitA aziendale per l'ipplicabilili dejrowisiti della norma di rifdrimento'

Refor Io the documonlalion ot lhe.Qualily.Managiment $ysten foq.details-ofeplllcaliottlo.refelQnce slandard requirenents

ll presente certificab A soggefto al rjspotto dol documenti lClM "Regolimentrjfer la-certlfica2io-ne del sibteini di geslione" e al relativoSchema specifico.

TheUseandkevatidi|yof|hiscea|fica|esilil|ia|isi[nerequirenento|'lhelctMd;ca.men|''iu[or1ha,GfIb
Perinformazioniedi.{uie|prdsenl6ceilficato.

FPr ln(hisceili[icale'

4264f41C

Data emissione
Firsf issue

18t01t2007

Enlissione'corrente
Cunent issue

1810112019

Data di soadenza

Expiring dale

11',10112022

tctM
Plazza Don Enilco MapelllT5

S,p1A.
20099 Seslo San Qicrvanni (Ml)

F
-l
cnol

Uo
O

sGQ No 004A

Mernbro degli Acordi dl Mutrjo Rlconoscimeoto E& IAF e ILAC

,it
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Date: March 18.2019

Avantor Performance Materials Poland S.A.,ireg. No. 0000010108 who is an established
manufacturer of Hematolpgy- Reagents, Stafns, Controls and Calibrators and products for
Histology located at:

Sowihskiego 11

44-lol Gliwice
Poland

herewith confirms that:

l.M Global Biomarketing Group Moldova S.R.L
Republic of Moldova
MD-2001, Chisinau
Tighina str. 65, 607 office
Tel (373 22 ) 549 120, 549 121
Fax (373 22) 547 373 

:

is authorized to act as ouf distributorfor our ftematology/histology reagents and controls
(Products) in Moldova

We declare that we will supply the Products for the needs of tenders.
We declare that we will supply the Products for tenders with warranty as per the Avantor
General Conditions of Sale.

Fufthermore l.M Global Biomarketing Group is duly entitled to:
. Register, promote, offer, negotiate prices and sell our Products in Moldova;
. carry out the required product training of the medical and technical personnel who will use

these products.

The product specialists of l.M Global Biomarketing Group have been duly trained and are
qualified for providing all Services in regards to consulting, sales, maintenance and training.

ln allthe above activities f .M Global Biomarketing Group is acting in its own name and on its
own account.
This authorization letter is valid until about 1 vear after date.

Avantor Performance Materials S.A.
Poland

H van den Berg,

ntor*
to whoqn this may-Se@q!

Lgtter of AuthQrization

Marketing Product Manager Diagnostics



iols. Folond Spdlt*o jAkeyino
Scr,vidlkiogo 1'1

44-.1*1 {iiiwicr.r
Tel .$8 3: ]39ll 0S0

Declarationj of conformity

an established manufacturor of reagents and

Sowir'rskiego 1 1 Street
44-101, Gliwice
Poland

label, eomply with the ln Vitro
rnents of ISO 13485 Standard.
nostic Medical Devices.

The produ Qf List A and List B cif AnneX l[ of the IVD Directive 98i79/EC but are
subject to 

.

This decta ti all the IVD medicalidevices described above and which are placed
on the market by ourselvee on or after the datei hereof and which bear the CE marking

GIiwice, Poland

January 25,2A19

e,fovontor-

NIP 631-01C-13-07
Nuea w i(Rs: O00Oii10108
Sqd rcj€strorvy: Sqc qe;o4owy w Gliwrc.Eh
X Wydziol Gospodorczy (RS

Rsoilcl 2aLloiarvy 2 J60 ?93,00 zf
REg$.: ,7156:!380

r#*"
Anna Szuba
Quality Director



J.T.Baker producl lirst for CE rnarked products

Product Product number Pack size

DiluldrM 100 Plus JYO I 20L
DiluidrM 22 2990,9010PC 101

DlluidrM 610 3969 20L
3q6q-arn 20L

Diluidril Abacus
3430 9020 20L
3430,9010 10 L

3430-00 201
Dilurdril AC 900 3996 20L
Diluldrs APR 3476.9020PC 201
DiluidrM Azide free 3957 20L

DiluidrM lll Diff
3963 20 1

3963 r9010 10 L
3963-Cr0 20t

DiluidrM Erma 3459.9020 201
3459-00 20L

DiluidrM Mindray 3439.13020PC 20t
3439-00 20t

DiiuidrM NR 34B3,tl020PC 20 1

3483-00 20L
DiluidrM Rubv 2587.9020PC 20L
DiluidrM/Sheath 3200-4000 3832,9020 20t
DiluidrM lSTl 600/2000 ?o 7A 20L
Sheath D 3495.901 0PC 10 L
Sheath Fluid 3000/3500 3471.5020PC 20L

N-free Lvse Diff AC 900 lssqR
CvMelrM 22 CN Frec 2S86.tl500PE 500 rrr
CvMetrM 3000 3469.9010PC 10 L
CvMetru 3?OO tlN frcp 3823,1 000 1L
CvfVletril 35OO 38s9 5000PC 5L
CvMetrilr 35o0 cN frep 3825 5L

CvlVletrM 610 CN free
3970 10 L

3970-00 10 L

3977

CylVletrM Abacus CN free 3431. 1 000 1L
3431 -00 1L

vMetrM APR Beso 1l 347e.1 000PE 1L
CvMetrM APR CN free 3417.{l500PE 500 ml
OvMetru APR trO 3478 1000PE 1L
CvMetrM ASA 2950 2500PE 2.5 L
lvMptrM A-SR 2951 {1500PE 500 ml
lvMetrM AS CN free 2952,9010PC 10 L
CVMetr"' BS3 CN free 2982.0500PE 500 ml

CyMetrM lll Dlff
aoA.e 1L
3968-rl0 500 ml

Cyfvlsflr't lll Diff CN free 3511.1000 1L
1511-rl0 5L

Cyli4etrM Erma 141 6-110 500 ml
1416.0500 500 ml

3vMetrM H20 3853.1 000 1L
CyMetrM KX CN Free 1425-00 500 nrl

3425.0500 500 ml
SvMetrM Micro 3852.1 000

CylvletrM Micro CN free 1863.1 000 m tcros
1803-rl0 1 L micros

lvMetrM Mindrav t441-rl0 500 rnl
lvMetrM Mindrav CN Free 3440.0500PE 500 ml



J.T.Baker product list for CE marked products

Product iProducl; number Pack size

CyMetrM NR lll 3484,1 000PEi 1L

CyMetrM NR lllCN Free 3486-00 1L
3486.1000PE.

CyMetrM NR V 3485.1 000PE 1L
CyMetrM Ruby CN Free 2988.5000PC:
CyMetn ST 1000/2000 CN free 3759.5000 5L
LeucoLyse 3475.50Ct0PC; 5l
eucoLvse Rubv 2989.5000PC, 5L

Blankino Solution l 600/2000 3947 20L
DetectoTergerM J/ bJ 5L

3766
DetecloTeroell BS 2970.CrS00PE 900 ml

ProCleann
3900 5L
3900-00 5L
3768 1000 1 L micros

ProCleanrM Abacus 3432.5000 5t
3432.1000PE 1L

ProCleanTM CD 3902.0100PE 100 n'r

Pro0leanrM Extra

3862.5000 5L
3862.9020PC 20L
3862-00 5L
3867-00 1 L micros
3867.'1000PE 1 L micros

ProCleanrM Plus 3901 100 ml
Rinse Mindrav 3442.5000PE 5L

8-Parameter Control UN/H 34271.3428t3429 2.5 ml
3403/3464/3465 2.5 m

8-Para meter Control 4xN 3747 4 x2.5 ml
8-Parameter Control 1 xL+4xN+1 xH 3751 6x2,5ml
8-Parameter Control ext€nded I /N/H 3633/t3634/3635 25 m

3-Diff Control L/N/H 3433t:3434t3435 2.5 ml
3502/13503/3504 45 rn

3-Diff Control extented L/NIH 342113422t3423 2.5 ml
CD-Diff Control UN/H 3452t34sst3454 3.0 ml
CD-Diff Control 2xL+2xN+2xH J6J6 6x3.0ml
K-Diff Control L/N/H 3455/13456/3457 2.5 ml
Platolet Control- Extended value J1Z4 5x3.0ml
WBC Reduced RBC L/H 36S8/i3699 J.U MI
XE-Diff Control L/N/H 37311:J732t3733 4.5 ml

Cervix Spray Fixative 3869,1 200 1? x 12[i nl

l0% vlv Buffered Formaldehyde (4a/o wlv

3933,1 000 1L
3933,5000PC 5L
3933,9010 10 L

3933,9020 /-v L

3933.1 000M8 1000 L
3933.0020PE 201
3933.901 0JL 101
393s.9020J1 20L

UltraClearfr
3905.2500PE 2.5 L

3905.5000P8 ql

3905.9010PE 10 L

Ltt



J.T,Baker product list for CE marked producis

Product Froduct number Pack slze

Eosin-Y Alcoholic 3800.1000PH 1L
3800.2500PE 2.5 L

Giemsa
3856,1 000 1L
3856,25C}0 2.5 L

3856.9180ST 180 L

Hematoxylin er {Mayer)
1870,1 000 1L
1870,2500 2,5 L

t-lematoxylin Modified (Hanis, Gill ll) 187s,1 000 1L
3873,2500 z,c L-

May-Grtlnwald 3855,1000 1L
aa6E t,qnn 2.5L

Papanlcolaou 2A 3554,1000PE 1L
3554,2500PE

Papanicolaou 2B 3555.1000PE 1L
3555,2500PE 2,5 |

Papanicolaou 3B 3556.1000PE 1L
3556.2500PE 2,5 L

UltraKittft
3921.0500 500 ml
3921,0600 6x100ml
3921,90255T

Mounting medium Hiqh 3882,0S00 500 ml
Mountinq medium Low 3883,0500 500 ml

: -,,t 
.i I

l:':::!'l-: '.-

PBS 3059 20L
3059.9010PC 10 L

Jt -)
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has atlended a 2-days iraint$ on goods nianul'a{:tuxrdiar dlstribrru.r.l lr.r us.

npril tzth -et!111i!:3014 U

--_ir

Devonter, The N€therlends
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trfo Whom It May Concern"

Rubi, 22nd March 2019

w€, DELTALAB, $,L, wlth,addressatplazad6:la,Verneda, 1, pol. Ind, "La Llana",

CI8191 Rubl (Bareelona), Spain, herewith certify that the company "GBG-MLD"

S.R.L. - Republiclof Moldova, is an authorized distributor to promote and sell the

products included in our in force catalogue DELTALAB under the conditions

specified there, fo;" the institutions and hospitals, publics or privates, in Moldova,

in 2019.

t

This authorizatiorl is valid from the date of issue to the end of 2019 with the
utrithdrawal notice period of one month.

Sales and Marketing Direetor

Deltalab S,L.

Ref: 64/19

dEL|NNB,i.L RegistroMircontlldeBarceli4o,Tono 42:4!i4, Fofio103,HoJoB-J10.285-c.l.F.B-63.905,996

Plaza de la Verneda, 1

Poligono Industt ial la Llana

08191 Rubl (Barcelona ) spoin
'tel +34 935 995 000 Fax +34 936 994 s12

i n fo@ deltai a b. es

www.deltala b.es

ilJaaa rJe la Ver,n . ,r03. Ind La Llanal9l Rirbi -



Certiificado ES1 0/81 ll72

'Ihe 
management sysbm of

Design, manufacture an{ sale of laboratory material for the collection, transpod and
conservation of samples for microbiological, molecular biology, haematology,

biochemistry, histology, rnicroscopy a nd colorimetric analysis.
Commercialization of equipment for the storage of prepared samples, cryogenic stored

Disefio, fabricaci6n y coriercializaci6n de materiial cle lahoratorio para la toma,
transporte y conseruaci6n ile muestras para anilisis de microbiologia, biologla

molecular, hematologia, bioquimica, histologla, microscopia y coloracion.
Comercializaci6n de equipos'para el almacenamirlnto de muestras preparaclas,

alntacenamiento de muestras para criogenizaci6n, material general de laboratorio y

This; certificate is valid from
29 November 201i' until 11 October 2019.

lrisue 7. 0ertified since October 20'10,

Este certificado es vtrlido desoe
29 de noviembre de 2017 hasta 1'1 de octubre de 2019,

, Edicion 7 Certificado desde octubre de 20'10,.

Authorized by

[lirecci6n de Certificaci6n

SCiS ICS lh6rica, S.A. (Unipersonal)
C/Trespaderne,, 29. 28042 Madrid. Esnaia.

t 3491 3138115 li 3491 3138102 www,sgs,com

Page 1 of 1

of Cerf(ica|jon

is dralvn lo lhe
lhereio. l-he

rliiled{lients-
or falsiiicaIjon

rs may be
prosecutod to lhc lullest extent oi the law

DELT:ALAB, $.L.
Pol. Ind. La Llana, Plaza De La Verneda, 1

08191 Rubi (Barcelona)

has been assessed and ceftified as meeting the requirements ol

ISO 9001:2015
For the followino activities

samples, general lab'ware and industrial packages.

envases industriales.

in/ from the following sites

Pol.Ind. La Llana, Plaza De LaVerneda 1 - 08191 Rubi(Barcelona)

0ERTtFtCACt0zu



The rnanagement system of

Design, manufacture €

devices for the collection,

Diseno,
est6riles y no

This

edical
ogical

ciiniia'l and IVD analysis.

conservaci6n de
clinicos y de lVD,

2017 unlil 1 1 October 2019

;factory surveillance audits,

befr:re 10 September 2019

ified since 12 October 2010

T

0Q05



L4odice Corooration
5 Onk Parn Drive

Beciford, N4a$sachusiltls 01730
'i'el 781 ?75 489e

Fax 781 27t,2131
wwrv medicac<rro.dom

I2radLnts F1r Health Cate

AUTHOFIZATION LETTER

TOWHOM IT MAYCONGERN:

MEDICA CORPORATIOl,l, having facilities at 5 Oak Park Drive, Bedford, MA 01730, USA, do hereby

authorize the company:

GBG.MLD SRL
Tighina str.65, otfice 607
MD-2001, Ghisinau,
Hepublic of Moldova

to be our DISTRIBUTOR for the EasyLyte@, EasyEleetrol$erM, EasyBloodGasTM and EasyStat@
analyzers as well as assoeiated reagents and oonsumables in Moldova,

GBG-MLD SRL is authoriZed by MEDICA CORPORATION to enter tenders and quoie fcrr all

aforementioned products.

'lON to oresent offers on our behalf to tenders
dica products and consumables

syLyte@, EasyElectrolyteTil, EasyBloodGasTM and

maintaining a supply of reagents and replacement

GBG-MLD SRL is also aulhorized to provide warranty seniice for the Medica EasyLyte@,
EasyElectrolyteTM, EasyBloodGasTu and EasyStat@ anatvzers

effective immediately and is valid until December 31, 2019, unless revoked earlier in

Director of Sales
MEDICA CORPORATION

This authoriza



,,,i

This is to certify that the quality management system of:

Medica Corporation
Main Site: 5 Oak Park Drive

Bedford, Massachusetts 01730 United States

has been assessed by Intenek as conforming to the requirements of:

ISO L3485:20L5

The quality management system is applicable to:

The Design, Development, Manufacture, Service, Distribution of in-vitro

diagnostic medical devices, in-vitro diagnostic test kits, in-vitro diagnostic

reagents, in-vitro diagnostic analyzers/software used in the diagnosis and

management of cancer, immune statr:rs, disease status, autoimmune
status, cardiac markers, protein metabolism, endocrine disorders, blood

analytes, urinalysis, blood gases.

Certificate Number:

0082581-.01

lnitial Certification Date:

2009-o4-!7

Certificate lssue Date:

2019-01-01

Certificate Expiry Date:

2021-04-1s

President

Intertek Testing Services NA Ltd.,

t829,32nd avenue, Lachine, QC, H8T 3lL,
Canada





Certificate No. 2846.1 1 -2017

CEFITI FICATE TO FOREfGN GOVHfl NMEN]

In orderto allow the importalion of United $tates products intoforeign countries , the U,g. Focrd and Drug
Administration (FDA) certities thg followirg informertion conoerrring the prnciuct(s) to be oxported lisied bslovr;

N q m_q 9l- P_Lo_{u e!(s-l

See Aitached t-ist

("lwo Pages)

{-{af,n e_ o.j Mpngf 4c ture q1D 
! slrib glo 1, A d dress

Fqgg--ql-!1!1n ut:clurerlDls lrlbutoi
MEDICA COFP
5 OAK PARK DIIIV{:
BEDFOBD. MA USA O1 73A

istrilrulion site(s) 
"viiich 

produc€s/distriblrtes ii) is sutrject
tg. ancl eosrnerlic Aci.

n, and legaily exportecl lrom, the United States oi
ihe product(s) is proclLlced is .sLrbjoel to periodic
nt(s), at that time, ilppeared to be in suirstanilal

compliance with current good mpnufacturing practice requiremant$ for the prociurct(s) listed abovo.

,r-\ , - .t -

)t:*'-" {zt -: 2"r; )

CAPT Sean frrl. 8oyrl, MPH, USPH$
Deputy Director for Regulatr:ry Aliairs
Olfics of Compliance
Cenler for Devices and flactiological Health
U,S, Food and Drug Administraiion, DHI-lS

This certificate is valid irom Nsvember 13. 2A1T b hlov*mber 12. A0'l S.



Certif icate No. 2045.1 1-201 7
Certilieete to For€ign Governmeyrt - l$ame of
N g nle o"l_Man utHctursr/Distrlbutor
MEDICA GORP.

5 OAK PAFK DRIVE

BHDI-OIID. MA USA 01730

llsns.-"lPqg$lFl
Cataiog s
2oo4 EasyLyte Na/K Anatyzer
2C14 HasylytBPlusNa/lVCiAnalyzer
e0 1 5 HasyLyto Lithium Na/l(Li Anatyzrlr
2016 EasylyreCatciumNa/tvca/pHAinatyze/
2O2l F-asylyte Na/KiCULj Anaty:er
?0/0 FasyLyt6€asySanrpieir
2A3O EasylyteHXFANDNe/KGl/C€/Ll'Analy::ef
C2044 EasyLyteNa/KAnalyzet

C?014 EasyLyle P

C?015 Essylyte Li
(}?016 EasyLylB C alyter
L2014 EasyLyte Ptus Na/lqcl Analyzet
L?0J5 EasyLyteLirhiumNa/KiLiAnatyrhr
L?01€ Hasylvte Calcium Na/KCahH Anaiyear
t ?021 Easylyte NeiKlCl/Li Anatyzer
2a2s Fasylytu Na/tVCl/Lj So/ulions prjck, a00nt
:0lE Fasyl-yie Ne/t(lf,t/Li Sotulions p;ick. S00nt
2tilg EasyLyte Na/K Solulions Fsck.4ilOmL
2120 Easylyte NalH Sotutions pack. Sp0mL
?11? EasyLyle Nal</Ct Solulions Fa0k. 40Om!-

?1?1 EasyLyie Na/K/CI Sotutions Pac*], &0otrit

21 l5 EasyLyte Na/WLi Solutions packi 40Orr1l

?122 EasyLlie Na/Kt.i Soluaio0s Fackl g00mL

31iq EasyLyte Net(t3ztpq Sojutions ffack. 4DDr,rL

2'12:i EasyLyte N#tVCa/pH Solulions 
fact<. O+Ornl

2124 EasyLyte Na/K/Cl/Ca/U Soiulions paci(. Bo0rr)1"

L?O28 EasyLyte Na/KCi/Li Soluiions palh, q00nri_

L:0?$ EasyLyre Na/iVCl/Lr So'rrri6ns pspk 806.^L
l-2112 EesyLyte Na/wCl Sotutions pack[ 400rnl
L?1?'t €asylyte N6/K/C| Sotrrtions pack 8o0ml
L? 115

L2122

12114

L?12X

2074

Easylyte Na/X/Li Solutions Pack .f00mL

Easyt-yte Nall(Li Solutior'rs Pach, 8Oalm.L

Easyl-yte Na/K/Ca/pH Solutrons l]ach, +DDmL

EasyLyte Na/lt/ca/pH solutiDns fldck 8c0mL

Sample Cup Relajner Ring
?A76 Sample Tray
2095 Easyl_yte Mainlenance Kil
2100 Easylyte Catciurfl Tubinq Kit
3101 Eesyl_yio K+ Electrode
?J0? Easylyte Na* Etentrode
21oJ Easyt"yteRBferenceElectrodB
;:104 easyLyte Tubing Kit

? 105 Easylyte Quarterly Opgratino Kil
2105 E$ylyt€ Li+ Electrooe
?1AV Easylyte SamptB probe

?JCA Easylyle Solutions Vatve

211I Urine Oilil€r\l (SoornL)

?113 Eesylyte Cl Electrocle

: I iB [latly i]ieanrng Solutir)n Kil
?i50 Ea*yl yts Ca++ Electrode
2i51 Easyl..rte pH Etectrode

Prqduct(s) Att€chr11ent Pago 1 of 2



Certilicate No. 2046:11 -201 7
Certilicaie to Foreign Governmeht - Name ot Product(s) Aitachnrent page 2 of 2
2152 EasyliteDisposableRelerunc;elElecfrorJe

2257 EasyLyte Sample Detector

2258 EasyLyle Membrane As:iembly
229? F.:sylyte Capillary Adapter Clerining Kil

2293 Capiltary Tubes
2309 Wash SollrJiDn (50m1)

2323 Hasylyrc Probe rMpers (6 ct.)
2492 Sasylyto Internal Fitling Soiuiiod (1?$mt-)

2541 Easylyle Prinrer Paper (3 rdlrs)

2544 Easylyta C $eries Frinter Paperl (5 roits)
257,l Calciurn Trouhtashooting Kit
2572 TroublBshootinEKit
3577 $tantlarrJ Urine Solutioh (EomL)

?578 Red Test Erye Solrllion {soml)
2590 EasyLyie Capillery Adapter Kil

25Slt 500ut. S0inpte Cups (500 ct.)

259e zml Sanrple Cups (So0 ct.l
10745 Anii.EvapdiEtion Caps (500 ct )
259a Qup
2814 Kit
2815 | Kit
2843 Ouality Control Sampte Oups (6q ct )

711C Darly Rinss/Gtsaning Solulior) Kji



Medica Cor'poralion
5 UaK rArK Urtve

Bed ford, Massachusens 012Q0
Tel 7B'1 275 48t)a

Fsx 781 275 A7S1
\$.fyw,nedicacotp.corl

Praclucls Far l-leslth Care

Declaration of Conformit! C (
Product Name:

Easylyte and accessories pqr attachment

EasyElectrolytes and accessories per attachment

Manufacturer

td Medica Corporation
5 Oak Park Drive, Bedforii, Massachusetts, 01730, USA

Representative

ffid Emergo Europe, Prinsessegracht 20,

2514 AP The Hague, The Netherlands
Tel: +31 i0 345 8570
Fax: +31 70 346 72gg

Model/Type:

Easylyte Na/K, Nail(Cl, Na/K/Li, Na/K/Cl/Li,

N aiKlCa/pH, Na/K/Cl/Ca/Li

EasyElectrolytes Na/K/Cl, Na/K/Li

Means of Conformity

Medica Corporation declares thattfre products listed are covered by Annex ltl of Directive 98[9EC. These products are self-certifiec
since they are for professionaluse only and are not listed on Annex lf, List A or Annex ll, List B of Directive 9B/79/EC. In addition, they
are in conformity with the Annex l, 1'Essential Requirements" and provisions of council Directive 9Bt7\lEC for In Vitro Diagnostic
MedicalDevices, Direclive2011/65/EU Restriction otHazardoussubstance in Electricaland Electronic Equipment and lhe
corresponding naiional laws of the Member States.

Place and Datel Bedford, Massachusetts, USA, March 30, 2017

Signature:

r-.tl/tr'I'
Name: Photios Makris, Ph.D,
Title: Direclor of Regulatory Affairs



Easylyte Accessories
Catalog
No.

2004

2014

2015

2016

202t
2030

2074

210t
2IA2

2LI3
2L06

2150

2r57
2L52

2103

2258

2720

2I2t
2122

7L23

2028

2109

21.12

2tL5
211.4

2426

2124

28t4
2815

2843

21"t8

2598

2L08

2I07
z/-> I

EDMA Gode

2X.47 7102
2107l.t02
2r.07 tr02
2L07 tL02
ztoT 1702
2L07 LtO2
21.07 tr02
11. 04 0t 06

11 04 01 07

1.1" 04 01 03

tI 04 01,04

LL040142
7t70 3t 0;2

11 04 04 01

71r 04 04 01,

2to7 7702
1LO4 04 02

L1,04 04 02

1.7 04 04 02

11 04 04 02

11 04 04 02

11 04 04 02

rt 04 04 02

7L 04 04 02

LI04Q402
lL440402
1.104 04 02

rt5D02a4
1.t 50 02 04

2tQ7 rL02
1.toL0L27
210711.02
21.07 tL 02

2L07 tIA2
2707 rt02

Accessory

Easylyte pH

Easy Lyte

Easylyte M

Ea sy Lyte

EasyLyte

EasyLyte

EasyLyte

EasyLyte

EasyLyte

EasyLyte

EasyLyte

400m1Solutions flack
i400mL Solutions Pbck

400mLSotutiens P.ack

i800mLSotution Paclr

S00mtSolutions Fack

EasyQC Quality ControlKit

Daily Cleaning golution Kit

EasyLyte Daily Eleaner Cup

Easylyte Solutipns Valve

EasyLyte 5ampf e Probe

EasyLyte Sampfe Detector



EasyLyte Accessories,

catalog No. Accessory

EasyLyte Interna
EasyLyte Wash

EasyLyte Tubing

EasyLyte Tubing Kit

zlo4
2100

2492
2309

2ttt
2577

2323

254!
2595

2596

t0745
2293

2590

2292

2578
2572

757L
2105

2095

2076

2074

7118

2544
2934

Filling S0lution (125rIL)

lution ($0mL) 
l

Solution, Urine (50nlL)
I

ipers (61 
r

Adaptor Kit

Adaptor Cleanin6l l(it

Test Solution (50mt)

EDMA Code

27A7 Lt}Z
2107 Ir02
11.04 04 90

11 04 04 90

11 04 04 90

11 04 04 90

2t07 tt02
2L07 t702
zL07 l1az
2t a7 Lr 02

2107 rt02
2107 1L02
2t07 tt 02

2L07 Lt02
11 30 01 11

21 07 IL0Z
2L07 LL02
2L07 tr02
2t07 lL02
2t07 11.02

2.L07 Lr02
rt 01.01.27

2ta7 ]f02
2t07 rt02

EasyLyte Urine uent (500m1)

EasyLyte Standa

Easylyte Probe

Easyl-yte Pr:inter

Easylyte EasySa

(3 rolls)

r Sample Cups, 5Q0uL (500)

EasyLyte Sample ups 2.0m1 (500) l

Anti- Eva po ra tio
EasyLyte Capilla

EasyLyte Capilla

EasyLyte Capilla

(sqo)

Easylyte Red

EasyLyte Tro ting Kit

EasyLyte Trouble ing Kit (Na/K/Ca/pH and Na/K/Cl/Li)

Easylyte Quafte Operafing Kit

EasyLyte Mai Klt

EasyLyte Sample

EasyLyte Sample Retainer Ring

Daily Rinse/Clea Solution Kit

EasyLyte C Faper (5 rolls)

EasyLyte Ba Reader Kit



EasyElectrolyte Aceessories

Catalog No, Accessory

EasyE lectrolytei rua/r/ct nnalyzer
EasyElectr.qlWei Na/K/Li; An a lyzer
EasyElectrolyte fleagent Module Na/lglCl
EasyElectrolyte fteagent Module Na/4/t-i
EasyStat/EasyElEctrolyte Na ElectrodE

EasyStat/EasyEl$crolyte K Electrode I

EasyElectrolyte FI Electrode

EasyE lectrolyte [i Electro de

syE lectrolyf e Reference Electrode
EasyEleqtro lyte $pacer Electrode
EasyElecro lyte f roubleshooting Kit

Daily Cleaning Sdlution Kit

Red Test DVe So

EasyElectro lyte tiJrine Diluent
EasyQC Bi-Level Quality Control Kit

EasyQC Tri-Level Quality Control Kit

EasyElectrolyte nstfation Kit, Na/K/Cl
EasyElectrolyte Pemonstration Kit, Na/K/Li
EasyElectrolyte Qapilla ry Tube Kit

EasyElectro lyte Eampler

Compression Plate

Probe Wipers

EasyElectrolyte qaiV Cleaner Sample Cups

EasyElectrolyte Spnsor Module, Li

Serial Cable,25-lin
Serial Cable,9-pi{r
Barcode Reader Kit

4002

4003

4t02
4103

I ZVJ

7206
4203

4204

6204
4207

$aL
2118

4402
4403

2814

2815

4405

4406

MA4
4306

6504

6505

4506

4507

4508

7302

4522
4539

6518

6537

6520

EDMA Code

71.07 LL 02

2107 tI02
11 04 04 02

tr Q4 04 02

L7 04 01.07

11 04 01" 06

1.1 04 01 03

L1 04 01 04

\t a4 04 01.

11 04 01 90

2707 Lr02
\t oL 07 27

11 30 01 Lt
11 04 04 90

11 50 02 04

11 50 02 04

ZJ.07 IT02
2to7 LIAZ
?"L 07 1"1Q2

21 07 11 02

2L0711.02
7L07 tL02
2la7 u,07
2t07 Lr02
21071I42
2t07 t1.02

21.07 t1, 02

21 07 11 02

2t07 tt02
2107 1LO2

2t07 rr02

Ea



M[ #r-j
12 ocKFQ, Sorotlnqecxcn y+, 35 ' l\S ( S5) 23I-227?, {49q) 5O2-I2-14

c - r n a i | : \1$dLglp.1$i!&I-L.: l- i Ql g-It <l*[t l

tAt4H7? 19191607 F/c 40?02810058040196975 a flAO C6ep6o*r r,Mocrsc, K/C

5010I810,tr00000000225 Knn 771S0r001 Fkll( 044525225 oKnO 51203590 OrPH
rc27700153766

I/cx 7 4-L7
10.01.2017

cBI4AETEAbCTBO
HA 3KC-I{AIO3MBHOE RPABO NPOAruKil

O6qecrno c ofboHhqeHHorl er*eTcrBeHHocrbro "MEAlll(AOH,, I2727 6
Poccirs MocKeo yA,$oroHl,lqecr(et, 55, OIPH 102770OI53766 -

npolr3BoAhre^b peofeHToB AAfi TpctHcsysnonorur ([onnKAOHoBJ B At4 Lle

reHepo^bHoro Afrpeficropd BilKTopCIBo H.A. o$uqraonaHo yAoero8epqer, qro

$npua lM .'GBG-MLD, SRL, pacnolo)KeHi{cfi no oApecy : MD-2001 r
l(r'ru.rrtHde, ya,.TurnHo , 65 , oQ. 607 , Peeny6nrxa MoMoBo , rBnflerce
oSuqru,uHbrM Ar4crpN6uoropoM (oBTopt4sosoHHbrM Aunepour) ecefi
npoAyKur4r4 npoh3BoAcrao OOO "lrlEAllKAOHu nc acefi reppAraprrl.
Pecny6nNxn MoMono.

lM *GBG-MLD" $Rl- uveer npsBo Ho pocnpocTpcHpHhe [peonilsoqr4o),
npoABr/)Kenne {pexndn,ly) o ro$Ke ncAAep)Kt{y npoAyr<qilH, Bbtfi ycKoer,aoll

Strpvori OOO .MEAI'1KAOH" s Pecny6nmrce MoMoao,
tM "GBG-MLD" SRL HMeer npoBo yqcorgoBorb or i4MeHH Sr,rpvur OOO

"MeAurnoH' B rtGcrliutx tr focynopcr8eHHbtx TeHAepox 14 TeM coMbtM
Aeficrsoeorb KqK o$uuraonbHuri npeAcrcrBr4nenu Srapr'aur OGO "MeAnrnoH), l-lo
aceri reppvropyt4 Pecny6nurm Mo,nAoea

OOO "N4eAnrnoH, pocnpocrponffer cgol4 nonHbts ropoHlt4t4 Ho
npoAyKt14ro, npoAoH+tyro $upr,aorZ lM "GBG-MLD" SRL .

@@@ m

:Srl

[eHeponuNurtli

AupeKrop OOO fftr;t$I].3 H.A,Brarropoa
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