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Moldova Agroindbank

#Secret comercial, confidentiol”

Dlui Tudor Ceaicovschi, | D ron V4 4/

Administrator al S.R.L. ,GBG-MLD” C480/C oodle ]

MD-2001, mun. Chisindu, str. Tighina, 65, 05 wigobie Aty
CERTIFICAT

Prin prezenta, BC "Moldova-Agroindbank” S.A. confirmd cd ,GBG-MLD” S.R.L. (IDNO

1003600117582) dispuné de urmdtoarele conturile curente:

Numérul contului curent, cod IBAN Valuta
MD14AG000000225184801542 MDL
MD64AG000000225144807542 EUR
MD81AG000000022511677935 CHF
MD70AG000000022511393244 UAH
MD17AG000000225114804542 RUB
MD62AG000000225194802542 | usp
MD39AG000000022513059583 GBP
MD81AG000000022582080147 MDL

Certificatul este eliberat pentru a fi prezentat la destinatie.
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Victor luras 4 gl

AN R BR O
Viceprege@j}p‘_\-’@’g‘ o:-'
al BC"Mo;%iiﬁi} g

Ex.: Ivan Buga
Tel.: 022-30-33-64
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i dg 5% 207 526 860 tei, | Fel,
t Comitetuly

Numele



Anexa nr.7 la Instructiunea
aprobatd prin ordinul IFPS
nr. 400 din 14 martie 2014

CC04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fati de bugetul public national
N | A1914784 52 din | 01042019
I

1. Destinatar / llonyuarens |

Pentru participare la proceduri de achizitii publice

2. Date despre contribuabil/ Mrdopmanps o HAIOrOIUIATEIIBIIKES

Denumirea ‘ Codul fiscal / Numirul de identificare
HaumenopaHue ! @uckansH Kop / MnenTadukalknoHHbLA HOMED
|GBG—MLD S.R.L. 1003600117582 |
Adresa sediului de bazi (strada numérul) Codul - Denumirea localititii

Ajipec OCHOBHOTO MECTOPACIIONQKEHHR (y/ulla, HOMEP) Kon - HaumeHOBaHNE HACENEHHOTO yHKTa

[Tighina nr.65 |0130-SEC.CENTRU |

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /
[ToATBEPA/IEHNE OTCYTCTBHS MM HATMYKA HEIOUMKH COTIACHO IAHHBIX ABTOMATUZHPOBAaHHOH MHGOPMAaIHOHHOM
CucreMsl ‘

La data emiterii prezentulul certificat restanta la bugetul public national constituie/ Ha nary
BBIJAYM JaHHOH cnpaBm/I HEJOMMKA Iepe]] HAlMOHAIBHBIM ITyOIMYHBIM OI0/KETOM COCTABIISCT:
0,00 lei/neit.

4. Valabil pinii la / JleficTerTenen 10 16.04.2019

Ludmila BOTNARI

Numele i prenumele/®aruin i1 nas

Director adjunct 1nter1mar al ¢

Funcfia/TonxHocTh

L.S/ MIL

Executor: T, Stra]escu-Lungu Tel 82 -34-33

le §i pr HA M UM

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului”// 01.04.2019 ora 15:41:48
cu aplicarea prevederilor pct 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)
NOTA (0,00)




ﬁenul de acnvu_ soral rtial, . 2
pentru a cérui des: ¢ s¢ elibereaza licenta edmalesl opticn*

26 mai 2005







Formular informativ despre ofertant (F3.3)

Data: 15.03.-04.04.2019

LP:21005877

Pagina 1 din 3

A. Ofertanti individuali

Informatii generale

1.

1.1, | Numele juridic al ofertantului ,,OBG-MLD,, SRL

| o, | Adresajuridicd a ofertantuluiinfara | \r oo Chisingu, str. Tighina 65, of. 607
mregistrarii

1.3. | Statutul juridic al ofertantului Persoand juridicd
o Proprietate Privatd
e Formd de organizare juridicd Societate cu Réspundere Limitata
o Altele i

1.4. | Anul inregistrarii ofertantului 06.01.1995

1.5. | Statutul de afaceri al ofertantului
e Agent local/Distribuitor al Distribuitor -

producdtorului strdin _

o Intermediar i
o Companie de antrepozit i
o Altele )

L6 Informatia despre reprezentantul

" | autorizat al ofertantului I

* Numele Tudor Ceaicovschi
o Locul de munca si funcfia »GBG-MLD,, SRL, Director
e Adresa Mun. Chisindu, str. Tighina 65, of. 607
o Telefon/Fax 022 547373
o E-mail office@gbg.md

1.7. | Numérul de fnregistrare pentru TVA 0205086
Numirul de identitate al ofertantului :

] ! . Nu este cazul
1.8. | pentru impozitul pe venit (pentru

ofertantii striini)




Ofertantul va anexa copiile

1.9. In conformitate cu FDA3.
urméatoarelor documente:
2 Informatii de calificare
Numirul de ani de experientd generald
2.1. | a ofertantului in livrari de bunuri si 24 ani
servicii
Numdrul de ani de experientd specificd
2.2. | a ofertantului in livrarea/prestarea 24ani
bunurilor si/sau serviciilor similare
Valoarea monetara a livrdrilor de ,, | ) -
2.3. . [ - ‘Nu se aplicd
bunuri/prestarea sc.?rwculor similare
\
Disponibilitate de resurse financiare
(bani lichizi sau capital circulant, sau
2.4. | de resurse creditare, extras din cont “Nu se aplicd”
bancar etc.). Enumerati si anexati
copiile documentelor justificative
Detalii privind capacitatea de .
2.5. P ) B ) -l “Nu se aplicd
producere / echipamente disponibile
3 Informatii financiare
31 Rapoarte financiare sau extrase din bilantul financiar, sau declaratii de profit / pierderi, sau raﬁéartele
""" | auditorilor pentru ultimul an de activitate. Enumerati mai jos si anexafi copii:
Se anexeazd pentru a.2018
39 Denumirea, adresa, numerele de telefon, telex §i fax ale bancilor care pot oferi caracteristici despre
| ofertant in cazul céi)ntactérii de cétre autoritatea contractanta:
|
|
Denumirea: BC ,,1Moldova — Agroindbank,, SA, fil. M. Eminescu
Adresa: Mun, Chisiniu, str. Tighina 49
\
Telefon: 022 54 88 49
\
Fax: 022 54 88 49
3.3. | Informatie privind litigiile in care ofertantul este sau a fost implicat:

a) Orice proces pe parcursul ultimilor 3 ani:

Cauza litigiu:lui Rezultatul sau sentinta i suma implicata




| : .
b) Procese cure‘pte, pe parcursul anului fiscal curent:

Cauza litigiului Situatia curentd a procesului

Notd: Alte cerinte §i detalii pot fi addugate de cdtre autoritatea contractantd, dupd caz




LISTA FONDATORILOR “GBG-MLD” SRL

1. TUDOR CETAICOVSCHI +B.I. — A 03148654 din 13.08.2009, of. 03

| |
2. COLEVA ViERA - B.I. - A 48058559 din 14.06.2000, of. 48

Director, |
|
T. Ceaicovsq‘hi
i
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| Formularul ofertei (F3.1)
\

Data depunerii ofertei: 15; .03.-04.04.2019

LP: 21005877

Alternativa Nr.: nu sunt |

Catre: IMSP Spitalul Clinic de Traumatologie si Ortopedie “GBG-MLD”SRL declara ca:

a)
b)

g)
h)

Semnat:

\
Au fost examinaﬂe si nu exista rezerviri fata de documentele de atribuire.
“GBG-MLD”SRL se angajeaza si furnizeze/presteze, in conformitate cu documentele de atribuire
si conditiile stipq‘late in specificatiile tehnice §i pref, urmétoarele bunuri si/sau servicii: reactive si
consumabile pentru laborator:

Suma totald a ofertei fard TVA constituie: 232201,50.
[doua sute treizeci si doua mii doua sute unu] Lei 50 bani.

Suma totald a ofertei cu TVA constituie: 278641,80
[doua sute saptezeci si opt mii sase sute patruzeci si unu ] Lei 80 bani.

Prezenta ofertd va ramine valabild pentru perioada de timp specificatd in FDA4.8., incepind cu
data-limitd pentru depunerea ofertei, in conformitate cu FDAS.2., va ramine obligatorie si va
putea fi acceptata in orice moment pind la expirarea acestei perioade;

In cazul acceptirii prezentei oferte, “GBG-MLD”SRL se angajeaza si obtind o Garantie de buna
executie in conformitate cu FDA7, pentru executarea corespunzitoare a contractului de achizitie
publica.

Nu sintem in nici un conflict de interese, in conformitate cu punctul IPOS.4.

Compania semnatard, afiliatii sau sucursalele sale, inclusiv fiecare partener sau subcontractor ce
fac parte din contract, nu au fost declarate neeligibile in baza prevederilor legislatiei in vigoare
sau a regulamentelor cu incidentd in domeniul achizitiilor publice, in conformitate cu punctul
IPOS.S.

|
Nume: Tudor Ceaicovschi

in calitate de: director

Ofertantul: “GBG-MLD’#SRL

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

Data: 15.03.-04.04.2019




Declaratia privind conduita etici si neimplicarea in practici frauduloase si de corupere (F3.4)

Data: 15.03.-04.04.2019

LP: 21005877

|
Citre: IMSP Spitalul CliI:liC de Traumatologie si Ortopedie -

“GBG-MLD”SRL conﬁr;mé prin prezenta ca:
\

1. Nici unul dintre anigajatii companionii, agentii, actionarii, consultantii, partenerii nostri sau rudele
sau asociati ai lor nu este in relatii care ar fi putut considerate ca un conflict de interese, conform
prevederilor din doq;umentele de atribuire.

2. In cazul in care me afla despre faptul unui conflict potential, vom raporta imediat informatia
respectivi citre autoritatea contractanti.

3. Nici unul dintre angajatii, companionii, agentii, actionarii, consultantii, partenerii nostri sau rudele
sau asociatii ai lor inu a fost angajat in practici de corupere, escrocherie, complotare, constringere
sau alte practici anticoncurentiale in procesul pregitirii ofertei din cadrul prezentei licitatii, conform
prevederilor din documente]e de atribuire, punctul IPO10.

4. In legituri cu procedura respectivi de licitatie §i cu orice contract care, eventual, ne va fi adjudecat
ca rezultat al acesfe1a nu au fost, nici nu vor fi efectuate nici un fel de plati cétre angajatii,
companionii, agentl actionarii, consultantii, parteneru nostri sau rudele lor, care sint implicati in
achizitia publicd, implementarea contractului i aprobarea plitilor contractuale in numele autoritatii
contractante, |

Semnat:

|
|
. L,
Nume: Tudor Ceaicovschi
|
|
Functia in cadrul companiei: director

Denumirea companiei: “iGBG-MLD”SRL

L.S.




Declarati¢ privind situatia personali a operatorului economic (F3.5)

“GBG-MLD”SRL

Subsemnatul Tudor Cealcovschl reprezentant imputernicit al “GBG-MLD”SRL (denumirea operatorului
economic) in calitate de éfertant/ofertant asociat declar pe propria raspundere, sub sancfiunea excluderi
din procedura de achizitie publica si sub sanetiunile aplicabile faptei de fals Tn acte publice, c& nu ma aflu
in situatia prevézuté. la art. 18 din Legea priviind achizitiile publice nr. 131 din 03.07.2015, respectiv in
ultimii 5 ani nu am fost condamnat prin hotdrire definitiva a unei instante judecatoresti pentru
participarea la activitati ale unei organizafii ¢r1mmale pentru coruptie, frauda si/sau spilare de bani.

Subsemnatul declar ca 1nformat111e furmzate sunt complete si corecte in fiecare detaliu si inteleg ca
autoritatea contractanti are dreptul de a solicita, in scopul verificarii si confirmarii declaratiilor, orice
documente doveditoare de care dispun.

Subsemnatul, Tudor Ceaicovschl reprezentant imputernicit al “GBG-MLD”SRL (denumirea operatorului
economic), in calitate de ofertant/ofertant asociat, la procedura de LP 21005877 pentru atribuirea
contractului de achizifie pubhca avind ca object achizitionarea de reactive si consumabile pentru
laborator conform necesitatilor IMSP Spltalul Clinic de Traumatologie si Ortopedle pentru anul 2019, la
data de 15.03.-04.04. 2019 organizati IMSP :Spitalul Clinic de Traumatologie si Ortopedie declar pe
propria rispundere c:

|
nu am intrat in faliment c}a urmare a hotararii judecitoresti;

. N .. ok - =0 A g T . . :
mi-am indeplinit obllgamle de platd a impozitelor, taxelor si contributiilor de asigurdri sociale;
nu am fost condamnat, 1n u1t1m11 3 ani, prin hotérirea definitiva a unei instante judecatoresti, pentru o

fapta care a adus atlngere eticii profesionale sau pentru comiterea unei greseli in materie profesionala;
|

toate informatiile si documentele prezentate pentru procedura de achizitie mentionatd mai sus sunt
veridice si autentice;

nu suntem inclusi in List? de interdictie a operatorilor economici.

Subsemnatul declar ca in‘formatiile furnizate in S(,opul demonstririi indeplinirii criteriilor de calificare si
selectie sunt complete si corecte in fiecare detaliu si 1nteleg ca autoritatea contractants are dreptul dea
solicita, in scopul verlﬁcarn si confirmirii declaratiilor, orice documente doveditoare de care dispun.

inteleg ca in cazul in care aceastd declaratie nu este conforma cu realitatea sunt pasibil de incilcarea
prevederilor legislatiei penale privind falsul in declaratii.
|

Data completarii: 15.03.-04.04.2019
Operator economic,
“GBG-MLD”SRL

Semnétura

L.S.




i nuova APTACA s,
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=3 s _

;g; Regione Monforte, 30 -14053 Canelli (Asti} ITALY

% Tel: (+39) 0141 83.50.75 - Fax: (+39) 0141 83.52.92

%g e-mail: info@aptaca.com - www.optaca.com - www.vacucheck.com

B3 - | e S T
AE@TACAéﬁ P.IVA: 00862050960 - Cod.Fisc.: 07520900155 J?.WE;/;\: _MB ] 1672_4§

To whom it may concern,

 LETTER OF AUTHORIZATION

We NUOVA APTACA SRL -ITALY hereby authorize thejfollowing Company:
"GBG-MLD" S.R.L.
Tighina str.65, office 607

MD-2001,Chisinau,
Republic of Meoldova

Web: www.gbg.md
Ph. +373 22 54 91 20

Fax +373 22 54 73 73

to promote, market and sell our products and items for territory of MOLDOVA

We authorize as well to submit bids, negotiate and sign the tender Contracts for all 2019

This letter will be renewed at the maturity 31.12.2019

Yours faithfully,

expoaplacs.com
mob. +39 393 3181141
office +39 141 835075
fax + 31292
www. apiaes.com

CANELLI 01.01.2019




ITALCERT

CERTIFICATO N° 5055GQ03

CERTIFICATE N° 5055GQ03

this is to certify that

Sistema di Gestione per la Quallta

{ Quality Managsement S ysten

messo in atto da
" implemented by

NUOVA APTACA S.r.l.
“Via Monte Bianco, 4 — 1T 20900 MONZA (MB)

nella Sede Operativa di
" Operative Unit

Reglone Monfor'te, 30 - IT 14053 CANELL! (AT)

- e conforme alla norma
Is-in compliance with the standard

UNIEN [SO 9001-2015 (ISO 9001-2015)

‘per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione ed immissione in- commercio di tamponi'sterili
per il prelievo dilcampioni biologici in orifizi-naturali e in ambito chirurgico.
Progettazione € fabbrrcaZtone di dispositivi medico diagnostici per laboratori di analisi.
‘Commercializzazione di dispositivi-medici e diagnostici:in vitro.

_Commercializzazione di articoli da‘laboratorio
/ded gement of the. manumcfur/ng and placing on the market of sterile tampons for sampling of b/o/oqmd/ specimens
in natural orifice and in surg/ca/ field, Design and manufacturing of dfa_gnos“irc medical devices for laboratories
of anagfﬂs Marketing of medical and aragnos tic devices in-vitro, Mdn’renng of ;’aboramry articles,
il presenle Certificato & soggetlo al rispetto delfe cand:zlunl stabilite dai Regolament pe( la certificazione in vigore dpp“cablll
This Certificate shall satisty the requirements.establiihed in the Rules for the cedification in force:applicable

In caso di discordanza tra le lingue utilizzate nella traduzione del coiitenuto del presente cetificato, fare riferimento alla lingua italiana
i cases of discrepancy beuueen the i igas usadd fn'the stiition of- “/mm/l(em o/lh/s Lemm e p/c(m reter ta the fh//m hnguage

“'AMMINISTRATORE DELEGATO
MANACGING DIRECTOR
‘9"/\5‘ C:‘(‘vﬂ—({\

Dr. Ing. Robtalto Cuaohto

.

Data di Prima Emissione: - - Data di ana Emissione ITALCERT 5 Data di Rinnovo Data di Scadenza
First fssue Date. -~ O Frst /95ue Dare /TALLE/?T Renewal Date Expiration Date
t998-07-23 /47 Laotfo-30 2017-10-30 2020-10-29
Settore IAF14-29. "~ ! ACCREDIA 0‘

LLHTLITALIANG DI AT \I'FI'JITAH[‘III'] |

o SGQ NG O23A  PRD N 1220
‘ SGA N* 0200 15P N* 0758
PRS N* 097C
bembra degll Accordl 8l Muluo Eicenoscimenlo EA, 1AF e ILAG
Signatory of EA, JAF and AC Mulual Recogultion Agreements

ITALCERT S r| | Viale Sarca, 336 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmait.it




Liofilchem®

Micrabiology products sinde 1983

Page T ol 3

Roseto degli Abruzzi, 22 December 2017

Authorization Letter

To whom it may concern
\

We, LIOFILCHEM S.R.L., rinanufacturer of diagnostics for microbiology, certified ISO 9007 and
ISO 13485, located in Via Scozia, Zona Industriale, 64026 Roseto degli Abruzzi (TE) Italy

do hereby appoint the con%wpany
\

"GBG-MLD" S.R.L. \

Tighina str.65, office 607

MD-2001,Chisinau,

Republic of Moldova

Ph, +373 225491 20

+373 22 54 91 21

Fax +373 22547373

as authorized distributor of our products in Moldova.
!
\

This authorization is valid to 31.12.2019 if not cancelled earlier by either Party with written
notice. The cooperation between "GBG-MLD" S.R.L. and Liofilchem can be terminated by
either Party before 31 .12.2;01 9 by sending a written official communication with one month
advance. \

\

The medical devices manufactured by Liofilchem comply with the European Union directive
98/79/EC for in vitro diagn?ostic devices (IVD).

A distribution Quality Agréement is presented and agreed as Annex .

[ faith ee— 8 i
Fabio BroK%)NO &

Chief Operating Officer |

Liofilchem srl
LIOFILCHEM s.r.I.
BACTERIQLOGY PRODUCTS
Via Scozia - Zona Ind.le
64028 Roselo degli Abruzzi (TE)
Cod, Fisc. e ﬂanlla IVA 00530130673

Fl

Certified 1SQ 9001 and

Liofilchem s.r.l. Capitale Sociale € 825.600 i.v. 01 an
Via Scozia - Zona Industriale R.E.A. Teramo n. 79331 150 13485 by TOV SUD
64026, Roseto degli Abruzzi (TE) ltaly Reg. Soc. Tribunale di Teramo 4124

Tel +39 0858930745 Pl e C.F. 00530130673

Fax +39 0858930330 d www.liofilchem.net



Liofilchem®

DICHIARAZIONE DI CONFORMITA CE / EC DECLARATION OF CONFORMITY

DICHIARAZIONE DI CONFORMITA CE

La societd Liofilchem® S.r.l., ﬁ:on Sede Legale in Via Scozia, 64026 Roseto degli Abruzzi (TE) Italia, in qualita di
fabbricante del dispositivo medico-diagnostico in vifro elencato nella tabella allegata Revisione 31.0 del
08.01.2016

dichiara sottq la propria responsabilita

| .
1. che il dispositivo sopra indicato soddisfa tutte le disposizioni applicabili della Direttiva 98/79/CE (Allegato
ITT) recepita nella Legislazione Italiana dal Decteto Legislativo n® 332 del 8 settembre 2000;

2. che il dispositivo in oggett:o non ¢ incluso nell’/j\llegato II, lista A ¢ B della Direttiva 98/79/CE

3. che la documentazione tecfnica di cui all’allegato III della direttiva Direttiva 98/79/CE ¢ a disposizione delle
autoritd nazionali presso }a sua sede e sard gonservata per 5 anni dall’ultima data di fabbricazione del
prodotto;

4. che il processo di fabbrica#ione segue adeguati principi di assicurazione della qualita;

5. di aver attivato e di mantenere aggiornato, un sistema di sorveglianza post-produzione per il monitoraggio
dei prodotti;

6. che il dispositivo in oggetto ¢ stato messo in commercio munito di marcatura CE.

- EC DECLARATION OF CONFORMITY

The company Liofilchem® S.r|l., registered office in Via Scozia, 64026 Roseto degli Abruzzi (TE) Italy, as a
manufacturer of the in vitro rrjxedical—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 98/79/EC (Annex III)
and its relevant transposition into national law;

2. the above mentioned is not} included in Annex II, List A and B of Directive 98/79/EC;

3. that the technical documehtation referred to at Annex III of the Directive 98/79/EC is available for the
national authorities in itsi facility and that this documentation shall be kept for S years after the last product
has been manufactured;

4. that the manufacturing prO(j:ess follows suitable principles of quality assurance;

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

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

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

v

1di23



PRODOTTI CE DI LIBERA VENDITA / FREE SALE CE PRODUCTS

Rev. 31.0 del 08.01.2016

DNA AGAR + BLU DI TOLUIDINA

10002

10004 CLED ANDRADE AGAR

10004* CLED ANDRADE AGAR

10005 MAC CONKEY SORBITOL AGAR
10005* MAC CONKEY SORBITOL AGAR
10006 TRYPTIC SOY AGAR + 0,6% YEAST EXTRACT
10007 BACILLUS CEREUS AGAR ‘(PEMBA)
10007* BACILLUS CEREUS AGAR (PEMBA)
10011 YEAST GLUCOSE CHLORAMPHENICOL AGAR
10011* YEAST GLUCOSE CHLORAMPHENICOL AGAR
10013 DNase TEST AGAR

10013* DNase TEST AGAR

10014 Purple Lactose Agar

10014 Purple Lactose Agar

10017 CZAPEK DOX AGAR |

10018 DRIGALSKY LACTOSE AGAR

10021 BIGGY (NICKERSON) AGAR

10021* BIGGY (NICKERSON) AGAR

10022 BRILLIANT GREEN AGAR

10022* BRILLIANT GREEN AGAR

10023 Chocolate Agar

10023* Chocolata Agar

10024 TRYPTOSE AGAR

10024* TRYPTOSE AGAR

10025 COLUMBIA AGAR (Horse Biood 5%)
10025* COLUMBIA AGAR (Horse Blood 5%)
10028 CLED AGAR

10026* CLED AGAR

10027 BACILLUS CEREUS AGAR (Mossel)
10027 BACILLUS CEREUS AGAR {Mossal)
10028 ISOSENSITEST AGAR

10028* ISOSENSITEST AGAR

10029 MAC CONKEY AGAR

10029* MAC CONKEY AGAR

10030 MANNITQOL SALT AGAR

10030* MANNITOL SALT AGAR

10031 MUELLER HINTON Il AGAR

10031~ MUELLER HINTON Il AGAR

10033 PSEUDOMONAS (CETRIMIDE ) AGAR
10033* PSEUDOMONAS (CETRIMIDE ) AGAR
10035 SABOURAUD AGAR

10035* SABOURAUD AGAR

100358 SABOURAUD AGAR Irradiated

10036 S.8. AGAR

10036* S.8. AGAR

10037 TRYPTIC SOY AGAR

10037* TRYPTIC SOY AGAR

100378 TRYPTIC SOY AGAR Irradiated

10039 ROGOSA AGAR

10039* ROGOSA AGAR

10040 NEW YORK CITY AGAR

10040* NEW YORK CITY AGAR

10041 LISTERIA PALCAM AGAR

10041* LISTERIA PALCAM AGAR

10042 CRYSTAL VIOLET AGAR (Sheep Blood 5%)
10042* CRYSTAL VIOLET AGAR (Sheed 5%)
10043 HEKTOEN ENTERIC AGAR:

10043* HEKTOEN ENTERIC AGAR

10044 NUTRIENT AGAR

10044* NUTRIENT AGAR

10046 SERUM TELLURITE AGAR

10047 BISMUTH SULFITE AGAR

10047 BISMUTH SULFITE AGAR

10048 E.M.B. LEVINE AGAR

10048* E.M.B. LEVINE AGAR

10050 CAMPYLOBACTER AGAR (Sheep Blood 5%)

10050* CAMPYLOBACTER AGAR (Sheep Blood 5%)

10051 Leglonella BCYE Agar

10051* Legionella BCYE Agar

10052 YERSINIA SELECTIVE AGAR J
10052* YERSINIA SELECTIVE AGAR .
10053 WILKINS CHALGREEN AGAR o
10053* WILKINS CHALGREEN AGAR ~ et
10054 WURTZ LACTOSE AGAR

10054* WURTZ LACTOSE AGAR

10058 X.L.D. AGAR

10056* X.L.D. AGAR

10057 BILE AESCULIN AGAR

10057* BILE AESCULIN AGAR

100588 TRYPTIC SOY AGAR Irradiated -30 mL-

10060 BRAIN HEART INFUSION AGAR

10060* BRAIN HEART INFUSION AGAR -
10064 CHRISTENSEN UREA AGAR

10065 SCHAEDLER KKV AGAR(Sheep Blood 5%)

10065* SCHAEDLER KKV AGAR(Sheep Blood 5%)

10067 SCHAEDLER KVN AGAR (Sheep Blood 5%)

10069 X.L.T.4 AGAR

10069* X.L.T.4 AGAR

100748 TRYPTIC SOY AGAR+NEUTRALIZING irradiated

10078 MUELLER HINTON Il MOD. AGAR

10078* MUELLER HINTON Il MOD., AGAR s
10079 CASITONE AGAR .
10079* CASITONE AGAR

10080 HAEMOPHYLUS TEST AGAR

10080* HAEMOPHYLUS TEST AGAR -

10082 HELICOBACTER PYLORI AGAR -
10082* HELICOBACTER PYLORI AGAR

10090 M.R.S. Agar

10090* M.R.S. Agar

10095 BRAIN HEART AGAR FOR HAEMOPHILUS

10129 MAC CONKEY AGAR MMG

10128* MAC CONKEY AGAR MMG

10131 Mueller Hinton 1l Agar {Sheep Blood 5%}

10131* Mueller Hinton 1l Agar (Sheep Blood 5%) =
10132 MUELLER HINTON FASTIDIOUS AGAR 90 min

10134 Legionella BMPA Agar

10141 SALMONELLA TEST AGAR

10141* SALMONELLA TEST AGAR

10142 BLOOD AGAR (Sheep Blood 7%)(ISO 10560) |
10142* BLOOD AGAR (Sheep Blood 7%){ISO 10560) [
10143 Mueller Hinton Agar + 5 % Horse Blood Lysed !

10145 CAMPYLOBACTER KARMALI AGAR

10146 CAMPYLOBACTER PRESTON AGAR

10148 CAMPYLOBACTER AGAR (Sheep Blood 10%)

10225 LISTERIA PALCAM AGAR 140 mm

10231 MUELLER HINTON Il AGAR 140 mm

10233 R.P.M.I. AGAR

10235 SABOURAUD CAF AGAR + GENTAMICIN

10235* SABOURAUD CAF AGAR + GENTAMICIN

10236 CLED AGAR 140 mm

©Liofilchem® s.r.]. Via Scozia - Zona Industriale 64026, Roseto degli Abruzzi (TE) Italy - Tel +39 0858930745 - Fax +39 0858930330
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articoli per laboratotio analisi
disposable fabware

www.kima.it Messrs

‘GBG-MLD" SRL
STR. TIGHINA 65
2001 CHISINAU
MOLDOVA

Piove di Sacco, 25/02/2019

DISTRIBUTOR AGREEMENT

To whom it may concern, we hereby declare that:
I

i
KIMA sas — Via Leonardo Da; Vinci 22 — 35028 piove di Sacco - (PD) - ITALY
appoints “GBG-MLD” SRL — STR. TIGHINA 65. - 2001 CHISINAU -MOLDOVA

as authorized distributor of KIMA plastic labware products in the territory of MOLDOVA

GBG MLD has the right to irﬁpor’t and distribute KIMA plastic labware products.

This Agreement is valid one ;(2) years from the present date.

The Distributor does not haire any possibility to oblige the company KIMA sas with quantities or
delivery time as well as prices without prior written authorization from KIMA sas,

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

R
M

hi r)mt/\7
le‘-}c;or/
| Wm%onawnd,m

35028 PIOVE DI SACCO (PD)
\__"ngnawx\ 01466290283

a (O

:

IKIMA S.1.l. - Via Leonardo da Vinci, 22 - Z.),Tognana - 35028 PIOVE D] SACCO (PD) Italy - e-mail: info@kima.il - Cap. Soc. € 50.000,00 i.v
Tel. +39 049 9719511 - Fax +39 049 9710542 - 9719543 - Registro Imprese Padova, Godice Fiscale e Parlila IVA 01466290283 - REA PD 160069
!




cqupme slarngd

DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all'Allegato 111 della Direttiva 98/79/CE Dispasitivi Medico-Diagniostici In Vitro & s.m.i.
according fo Annex 1T of the Diractive 98%/79/EC Tn Vitro Diagnostic Medical Devices as amended

fabbricante ME U$ SI'J. - Produzione kit diagnostici per analisi e terreni di
mamiactires coltura per microbiologia

indirizzo Via Leonardo da Vinci, 24 2.1,

address 35028 Piove di Sacco (PD) - Italia

telefono ++39-049- fox  ++39-049- poste

fettronica _ N
phone 9719544 fx 9719542 Z . meus@tecnomeus.it

| Provetie con tappo a vite, provette sterili, provette con separatore di
siero, provette con anticoagulanti, contenitori e provette per liquidi
identificazione dei prodotti | biologici.
product identitiication Test tubes with screw cap, sterile test tubes, test tubes with serum
separators, test tubes with anticoagulants, containers and test tubes
for biological liguids.

ciassificazione del prodothi dispositivi diversi da quelli elencati nell’Allegato IT della Direttiva 98/79/CE e s.m.i.
prodidct identification devices other then those mentioned in Annex II of the Directive 98/78/EC as amendad

\ Si dichiara |
sotto la propria responsabilita che i disp%eiﬁvi sopraelencati rispettane le disposizioni applicabili della Direttiva 98/79/CE
e s.m.1. Dispositivi Medico-Diagnostici In Vitro.

I Tutta ia documentazione tecnica richiesth dall'Allegato 11T della succitata Direttiva, e comprovante il rispetto dei Requisiti |
Essenziali di cui all’Allegato 1 della Direttiva, sono conservati a cura del Fabbricante

Hereby we declare

| wnder our sole responsibility that the above mentioned devices meet the applicable provisions of the Directive 98/79/EC
E as amended on In Vitro Diagnostic Medical Devices,
|

A the suppotting documents, as required by Annex I of the 98/79/EC Directive, in order to prove
conformity to the Essential Requirements as listed in Amnex 1, are retained voder the premises of the Manufacturer

luogo e data ! N

Tl Piove di Sacco, $2/01/2013
firma Assicurazrione Qualitd / Quality Manager
signature Giovanni Chiarin

C4 li; U A C/{’J ol W

MEDS s.0.0. - ¥Via Lecnardo da Yinci, Qétfé - 7.3 Tognana - 35028 PIOVE DI BACCO (PD) Haly - a-mail meus@iscnomans o
Tel «39 043 8710544 - Fax +29 049 9719542 - Rey. Imp. Padova, Ondite Fiscals e Partita 1VA 02584830285 - REA PD 254495 - Sap Sop Burg ¥ R




3 CISQ is a member of

& TﬂE.;;‘TEENA"DN‘AL‘C&&“FICATION NEI'WIDRK
: | www.ignet-certification.com

e JQNet, the association of the world's first class
certification bodles, Is the largest provider of managemeant
System Certification In the world

i
n k
IQNet Is composed of more than 30 bodies and counts
over 150 subsldlarles all ever the globe.
|
|

CERTIFICATO n. 4265/4/C
CERTIFICATE No.
\

| o .
S| CERTIFICA CHE|IL SISTEMA DJ GESTIONE PER I._AQUALI_T_A o
WE HEREBY CERTIFY 'THA'I" THE QUALITY MANAGEMENT SYSTEM OPERATED BY

KIMA S.R.L.

UNITA OPERATIVE / OPERATIVE UNITS
|

Via Leonardo Da Vinci, 22 - Zona} Industriale Tognana - 35028 Piove di Sacco (PD)
| [talia

E CONFORME ALLA NOF#MA 118 IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016
Sistema di Gestione per la Qualits / Quality Mariagement Systeim
PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES
EA: 29

Commercializzazione di prodotti del Gruppo: kit diagnostici,
terreni di coltura per microbiologia, articoli in plastica per laboratorio analisi,
provette con vu&to predeterminato e aghi sterili.

Trading of the products of the GI’O‘A;I,O." diagnostic kits, cuiture media for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterile needles.
\

Riferirsi lfa dogumanlazions del Sistema di Geslione per la Qualita aziendale per Iapplicabilt dei requisili della norma di riferimento
Refor to e documentalion of the Qualily Managemenl System for details of application fo.reference standard requirements.
Per informazioni puntuall e agglornale circa eventusli variazioni intervenute nello stato dalla certificazione di cui al presents certificalo,
5i prega dl contaltare il n? lelefonico +39 02 725341 o indirizzo e-mail info@icim.il.
For timely and updated information abiout any changes in the cerfification stalus referred fa in (his cerlificate,
please contact the number +39 02 725341 or email address info@icint it

Dala emissione. Emissione co‘rrente Data di scadenza
First issue Current issue Expiring date
18/01/2007 18/01/2019 17/01/2022

Ul

T ICIMS.pA.
Piaiza Don Enrice Mapellf/75 — 20099 Sesto San Giovanni (Mi)
| wwwigim. i

EED Eia‘k'zr ONE

ACCREDIA

|
© RUNTE ITALAND D ACCREDITAMENTEY - = %

WWW.Cisg.com

SGQ Ne 004,

Q N° 004A CISQ & |a Federazione [taliena dl Organismi di
} Certlflcazione del slstaml di gestione azlendale
Membro degll-Accard! dl Mutug Riconosclmento EA, l_AF_e.!LAC CISQ is the Italfan Federation of management

Signatory of EA, IAF and ILAC Mutual Recognition Agreernent§ system Certification Bodies.

0860CHNV_02.1T




CISQ is a member of

3 ST i B LA U
oswase | ** *5 BS. i it il
| SN & 5 T
EREI A L=l W
I TR gk

THE INTERNATIONAL CERIIFICATION NETWORK
www.iqnet-certificallon.com
IQNet, the association of the world’s first class

cartiflcation bodies, Is the largest provider of management
System Certiflcalion in the world,

; IQNet Is composad of rors than 30 bodias and counts
over 150 subsidiarias all over the globe.

CERTIFICATO . 4264/4/C
CERTIFICATE No.

I GERTIFICA CHE IL SISTEMA Di GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

EC)
KIMA S.R.L.
|

UNITA OPERATIVE ! OPERATIVE UNITS

|
Via Leonardo Da Vinci, 22 - Zon;a Industriale Toghana - 35028 Piove di Sacco (PD)

| ltalia
£ CONFORME ALLA NjORMA { 1S IN COMPLIANCE WITH THE STANDARD
UNI EN ISO 9001:2015

Sistema di GeStiQn:e per la Qualita / Quality Management System
PER LE SEGUENT;I ATTIVITA FOR THE FOLLOWING ACTIVITIES
i EA: 29
Commercializzazione di prodotti del Gruppo: kit diagnostici,

terreni di coltura per microbi?logia' articoli in plastica per laboratorio analisi,
provette con vuoto predeterminato e aghi sterili.

Trading of the products of the GEOup: diagriostic kits, cufture media for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterile needles.

Riferlrsi alla documentazione del Sistema dl Gestione per!a Qualith aziendale-per lapplicabilita deirequisiti della norma di riferimento.
Refer lo the documentalion of the. Qualily Management System fordelaits of application lo reference standard requirements.
II presente cerlificato & soggetto al rispetio del documentd ICIM “Regolamento per 2 certificazione del sistemi di gesfione” e al relativo Schema spegifico.
The use and the validily of this certificate shall safisfy the réquirements oﬁfhe_ ICIM document *Rulés for the cerlification-of company management sysfems” and specific Scheme.

Perinformazioni puntuall & aggiomate circa eventuall variazioni inlervenute néllo stalo dalla cerlificazicne dicui al présenls cerlificato,
si prega di conlattara il n* telefonico +39 02 725341 o indirizzo e-mail Info@icim.i.
Forlimsly and Updaled information about any changes in the carfiication slatus referred lo in this cerfilicale,
please contact tie umber 39 02 725341 or emall address info@ifcim.i.

Data emissione Emissione%corrente Data di scadenza

First isstie Current issue Expiring dafe

18/01/2007 18/01/2019 17/01/2022
; 4

N

i
CICIMSpA.
Plazza Don Entico Mapelli, 75 |- 20099 Seslo San Gicovanni (M)
i leim.it

FE}J.ERRZIqﬂE— -

S ACCREDIA X
= o i ¥
o VENTE TALARCHEN ACCRIBITAMENTO |
o ;

| WWWw.CIs{.com
=

&

‘5\) SGQ N° 0044 CIsQ & |la Federazione Italiana dl Organismi di
g Certlficazlone del sistem| di gestione azlendale
o

Membro degli Accordi di Mutue Rlconoscimento EA, IAF e TLAC CISQ fs the Italian Federation of managament
= B P e P - S QR T I QU SRRy~ system Certiffcation Bodies.




avantor

To whom this may concern

Date: March 18, 2019 Letter of Authorization

Avantor Performance Materlals Poland S.A., reg. No. 0000010108 who is an established
manufacturer of HematoIng- Reagents, Stains Controls and Calibrators and products for
Histology located at:

Sowinskiego 11
44-101 Gliwice
Poland

herewith confirms that:

1.M Global Biomarketing Group Moldova S. R L
Republic of Moldova ;

MD-2001, Chisinau |

Tighina str. 65, 607 offlce

Tel (373 22 ) 549 120, 549 121

Fax (373 22 ) 547 373 }

is authorized to act as our distributor for our hematology/histology reagents and controls
(Products) in Moldova |

We declare that we will shpply 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.

Furthermore 1.M Global Eiomarketing Group is duly entitled to:

¢ Register, promote, offer negotiate prices and sell our Products in Moldova;

e carry out the requ1red\product training of the medical and technical personnel who will use
these products. ;

|

The product specialists of .M Global Biomarketing Group have been duly trained and are

qualified for providing all Services in regards to consulting, sales, maintenance and training. ‘

In all the above activities j M Global Biomarketing Group is acting in its own name and on its
own account.

This authorization letter i IS valid until about 1 year after date.

Avantor Performance Materials S.A.

Poland

\0’\ a_-:<:3\C\?‘.>ra‘:r;:->
q%
H van den Berg,
Marketing Product Manager Diagnostics



O\J avantor’

Avantor Performance Materials Polond Spétkabkeyina
Sawitskiego 11

44107 Gliwics

Tel. 48 32 2392 000

Declaration| of conformity

Avantor Performance Materials Poland S.A. who is an established manufacturer of reagents and
products for diagnostic in vitro located at:

Sowinskiego 11 Street
44-101, Gliwice
Poland

Herewith declares the following:

Reagents mentioned in attached list are labeled with J.T.Baker [abel, comply with the In Vitro
Diagnostic Medical Devices Directive 98/79/EC and the requirements of [SO 13485 Standard.
This declaration Is the basic for CE marking of the In Vitro Diagnostic Medical Devices.

The products are not part ?f List A and List B of Annex I( of the VD Directive 98/79/EC but are
subject to self registration. |

This declaration is valid for all the |VD medicalidevices described above and which are placed
on the market by oursalve? on or after the datg hereof and which bear the CE marking

Gliwice, Poland

January 25, 2019

gﬁm{a@ ﬁé{j@,

Anna Szuba
Quality Director

NIP 631-010-13-07

Nusmer w XRS; §0Qo610108

3qd rejestrowy: $ga Rejonowy w Gliwicoch
X Wydziai Gospodarczy KRS

Kaopitat 20Wlardewy 2 380 763,00 zt

Regon: 271563380



J.T.Baker product list for CE marked products

Product Product number Pack size
Diluid™ 100 Plus 3961 20 L
Diluid™ 22 29890,9010PC 0L
Diluid™ 610 3969 20 L
3869-00 20 ¢
34309020 20L
Diluid™ Abacus 3430.9010 100
3430-00 20 L
Diluid™ AC 800 3986 20 L
Diluid™ APR 3476.9020PC 20L
Diluid™ Azide free 3957 20 L
3963 20 L
Oiluid™ 11 Diff 3963.9010 10L
3963-00 20 L
fluid ™ 34585020 20 L
Diluid™ Erma 3459.00 01
SO TM A 3439.8020FPC 20 L
Diluid™ Mindray 3439.00 501
i T™ 3483.9020PC 20 |
PUTET I 3483-00 20 L
Diluid™ Ruby 2987.9020PC 20L
Diluid™/Sheath 3200-4000 3832,9020 20 L
Diluid™ ST1600/2000 3976 20 L
Sheath D 3495.9010PC 10 L
Sheath Fluid 3000/3500 3471.9020PC 20L
CN-free Lyse Diff AC 900 3998 L
CyMet™ 22 CN Free 2986.0500PE 500 ml
CyMet™ 3000 3469.9010PC 10 L
CyMet™ 3200 CN free 3823,1000 1L
CyMet™ 3500 3839.5000PC SL
CyMet™ 3500 CN free 3825 SL
3970 10 L
CyMet™ 610 CN free 3970-00 10L
3977 5L
CyMet™ 3431.1000 1L
yM Abacus CN free 5431.00 T
CyMet™ APR Baso | 3479.1000PE 1L
CyMet™ APR CN free 3417.0500PE 500 ml
CyMet™ APR EO 3478.1000PE 1L
CyMet™ ASA 2950,2500PE 2510
CyMet™ ASHB 2951.0500PE 500 m|
CyMet™ AS CN free 2952.9010PC 10 L
CyMet™ BS3 CN free 2982.0500PE 500 ml
CyMet™ [II Diff 5968 1L
3968-00 500 ml
™ ; 3511.1000 1L
CyMet™ [l Diff CN free 3511.00 51
CyMet™ Erma 3416-00 500 ml
3416.0500 500 ml
CyMet™ H20 3853,1000 1L
t™ 3425-00 500 ml
O HETe EN Froy 3425.0500 500 m
CyMet™ Micro 3852,1000 1L
CyMet™ Mi N f 3863,1000 1 L micros
! - bl 3863-00 1L micros
CyMet™ Mindray 3441-00 500 ml
CyMet™ Mindray CN Free 3440.0500PE 500 m|

| J"3




J.T.Baker product list for CE marked products

Product Product number Pack size

CyMet™ NR |l 3484 1000PE 1L
3486-00 1L

Met™ NR | F

A Sl Rl 3486.1000PF 1L

CyMet™ NR V- 3485.1000PE 1L

CyMet™ Ruby CN Free 2988.5000PC 5L

CyMet™ ST 1600/2000 CNifree 3759.5000 5L

Leucolyse 3475.5000PC 5L

LeucolLyse Ruby : 2989.5000PC 5L

Blanking Solution 1600/2000 3947 20 L

™ 3763 5L

DetectoTerge 3766 1L

DetectoTerge™ BS 2970.0900PE 900 ml
3900 5L

ProClean™ 3900-00 SL
3768.1000 1 L micros

™ 3432,5000 5L

ProClean™ Abacus 3432 1000PE iR

ProClean™ CD 3902.0100PE 100 mi
3862,5000 5L
3862.9020PC 20 L

ProClean™ Extra 3862-00 St
3867-00 1 L micros
3867.1000PE 1 L micros

ProClean™ Plus 3901 100 ml

Rinse Mindray 3442 .5000PE 5L

3 ~[3427/3428/3426 25 ml

8-Parameter Control L/N/H 3463/3464/3465 > & ml

8-Parameter Control 4xN 3747 4 % 2.5 ml

8-Parameter Control 1xL +4xN+1xH 3751 6x25ml

8-Parameter Control extended L/N/H 3633/3634/3635 2.5 ml

-Di 3433/3434/3435 2.5 mi

SR GanyE LN 3502/3503/3504 4.5 m|

3-Diff Control extented L/N/H 342113422/3423 2.5 ml

CD-Diff Control L/N/H 3452/3453/3454 3.0ml

CD-Diff Control 2xL+2xN+2xH 3838 6 x3.0ml

K-Diff Control L/N/M 3455/3456/3457 2.5 ml

Plateiet Control- Extended value 3424 5x3.0m!

WBC Reduced RBC L/H 3698/3699 3.0 ml

_XE—DIff Control L/N/H 3731/3732/3733 4.5ml

Cervix Spray Fixative 3869,1200 12x125 ml
3933,1000 1L
3933.5000PC 5L
3933,9010 10L
3933,8020 20 L

[ a, )

10% v/v Buffered Formaldehyde (4% wiv 3933.1000MB 1000 L
3933.9020PE 20 L
3933.9010JL 10L
3933.9020JL 20 L
3905.2500PE 25L

UltraClear™ 3905.5000PE 5L
3905.8010PE 10 L

[\*]
[53




J.T.Baker product list for CE marked products

Product Product number Pack size
i .' 3800.9000PE n
Eosin-Y Alcoholic 3800 2500PE S5 L
3856,1000 1L
Ciemsa 3856,2500 25L
3858.9180ST 180 L
: 3870,1000 1L
Hemato 4
ematoxylin er (Mayer) 3870.2500 SHL
: o ] 3873,1000 1L
Hematoxylin Modified (Harris, Gill 1)) 3873.2500 SEL
= 3855,1000 1L
May-Grinwald 3855,2500 250
3554,1000PE 1L
P icol 2
BRanuiptias 3554,2500PE 25 L
: 3555.1000PE 1L
Papanicola B
aRanicOlgpup 3555,2500PE 251
. 3556,1000PE 1L
P | !
FRanieE pusdE 3556.2500PE 25
3921,0500 500 mi
UltraKitt™ 39210600 6 x 100 ml
3921,80258T 25 L
Mounting medium High 3882,0500 500 ml
Mounting medium Low 3883,0500 500 ml
PBS \ 3059 20L
! \ 3059.9010PC 10L

373
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“To Whom It May Concern”

Rubi, 22" March 2019

We, DELTALAB, S.L. with address at Plaza de'la VVerneda, 1, Pol. Ind. "La Liana”,
08191 Rubi (Barc%lona), Spain, hé.rewith certify that the company “GBG-MLD"
S.R.L. - Republic fof Moldova, is an authorized distributor to promote and sell the
products inc’luded! in our in force catalogue DELTALAB under the conditions
specified there, for the institutions and hospitals, publics or privates, in Moldova,
in 2019.

This autho'rizatiohi is valid from the date of issue to the end of 2019 with the
V\gthdrawal notice period of one month.

YRR St
i s La[a@ ',»“"f.
LAl S i g -
de”l. ol Ind La Ligna

ArCERdna
4900, F. +34 936 694 512

Sales ‘and Marketing Director
Deltalab S.L.

Ref. 64/19

I
DELTAL‘AB, 5.k Registro Mércantlf de Barcelona, Tomo 42.454, Folio 103, Hojo B-310.285 - C.L.F. B-63.905,996

Plaza de la Verneda, 1

Poligono Industrial La Llana
08191 Rubi (Barcelona ) Spain
Tel +34 936 995 000 Fax +34 936 994 512

info@deltalab.es
www.deltalab.es



Certificado ES10/81672

The managementsys em of

DELTALAB S. L

Pol. Ind:La Llana, Plaza De La Verneda, 1
08191 Rubi (Barcelona)

has been assessed E;’nq certified as meeting the requirements of

ISO 9001:2015

For the followina activities - . 2

Design, manufacture anq sale of laboratory material for the collection, transport and
conservation of samples for microbiological, molecular biology, haematology,
biochemistry, histology, microscopy and colorimetric analysis.

Commercialization of equipment for the storage of prepared samples, cryogenic stored
s'amples general labware and industrial packages.

Disefio, fabrlcacwn y comermahzamon de material de laboratorio para la toma,
transporte y: conservaclon de muestras para analisis de microbiologia, biologia
molecular, hematologla bioguimica, histologia, microscopia y coloracion.
Comercializacién de equipos para el almacenamiento de muestras preparadas,
almacenamiento de muestras para criogenizacion, material general de laboratorio y
envases industriales.

inf from the following sites

Pol. Ind. La l;.lana, P“I.a:za De La Verneda 1 - 08191 Rubi (Barcelona)

This certificate is valid from
29 November 2017 until 11 Cctober 2019.
Issue 7. Gertified since October 2010.

Este certificado es valido desde
29 de nowembre de 2017 hasta 11 de octubre de 2019.
. Edicion 7. Certificado desde octubre de 2010..

o HJERTIFICACI.D.N
Authorized by N' 05/C-SC001

Direccion de Certificacion

SGS ICS Ibérica, S.A. (Unipersonal)
CiTrespaderne; 29. 28042 Madrid. Espafia.
t 34913138115 1 34913138102 www.sgs.com

Page 1 of 1

st

This.di is lssued h)‘ th Company subject to ils. Genera! Condltions of Certification
: Services accessﬂﬁe at wivw:sgs.comitenms_and._conditions, him. Atlention is drawn lo the
5 llmllatans of hahlily. ;ﬁdmw cation and jurisdictonal issugs estabilshed iherein. The
ity o lhis! mdy be verified ot hitp/iwww.sgs comlenfcertfied<lients-
and-| pmdizstsfomﬁed ciigl cﬁrec;oryav\ﬂnr unauthcrized alieration, forgery or falsificason.
of {he can‘aénl.or appaarance of this dooument s uniawful and ofienders may be
proseculed to the fullest exient of the law,




Certificate ES10/81671

The management system of

DELTALAB, S.L.
PoIIgono Industrial La Llana, Plaza De La Vemeda 1,

08191 Rubl, Barcelona. Spain

has been assessed and certified as meeling the requirements of

SO 13485:2016
EN 1SO 13485:2016

For the following activities

Design, manufacture and sale of sterile and non sterile medical
devices for the collection, transpott and conservation of biological
! samples for clinical‘and- VD analysis.

Disefio, fabricacién y comercializacién de productos sanitarios
estériles y no estériles para la toma, transporte y conservacion de
muestras biologicas para analisis clinicos y de IVD.

ThlS certlf cate is valid from 18 September 2017 until 11 October 2019

+ and remains valid subject to satisfactory surveillance audits.
~ Re certification audit due before 10 September 2019

Issue 7. Certified since 12 October 2010

Authorised by m

MASI'\%GEM;ENT
TEM

SGS United Kingdom Ltd

Rossmore Business Park Ellesmere Port Cheshire CHE5 3EN UK 0005

t+44 (0)151 350-6666  f-+44 (0)151 350-6600 www.sqs.com
SGS 13485 2016 0417

Page 1 of 1
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MEDICA

Medica Corporation

5 Qak Park Diive

Bediford, Massachusetls 01730
Tel 781 275 4892

Fax 781 275 2731
www.medicacorp.gom

Products For Health Care

AUTHORIZATION LETTER
TO WHOM IT MAY CONCERN:

MEDICA CORPORATION, having facilities at 5 Gak Park Drive, Bedford, MA 01730, USA, do hereby
authorize the company: ‘

GBG-MLD SRL |
Tighina str.65, office 607
MD-2001, Chisinau,

Republic of Moldova

to be our DISTRIBUTOR for the EasyLyte®, EasyElectrolyte™, EasyBloodGas™ and EasyStat®
analyzers as well as assogiated reagents and consumables in Motdova,

GBG-MLD SRL is authorized by MEDICA CORPORATION to enter tenders and quote for all
aforementioned products.

GBG-MLD SRL is authorized by MEDICA CORPORATION to present offers on our behalf to tenders
placed by the government and other institutions for Medica products and consumables

GBG-MLD SRL responsibiiities include sales of the EasyLyte®, EasyElectrolyte™, EasyBloodGas™ and
EasyStat® analyzers and providing service as well as maintaining a supply of reagents and replacement
parts.

GBG-MLD SRL is also authorized to provide warranty service for the Medica EasyLyte®,
EasyElectrolyte™, Easy‘éloodGas"‘ and Easy$Stat® analyzers.

|
This authorization is effective immediately and is valid untit December 31, 2019, unless revoked earlier in
writing by Medica Cerpioration.

Pl
( ./
: /L — 2 ¢ g
— T X 1< / /8
Dave Anacone Dafe /
Director of Sales |

MEDICA CORPORATION




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 Intertek as conforming to the requirements of:

ISO 13485:2016

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 statd;s, disease status, autoimmune
status, cardiac markers, protein metaPoIism, endocrine disorders, blood

analytes, urinalysis, blood gases.
|

Certificate Number:
0082581-01

Initial Certification Date:
2009-04-17

Certificate Issue Date:
2019-01-01

Certificate Expiry Date:
2021-04-16

'SCGC Accredited
CB-MS

ocsm
Agcrédité CCN

CalinVialdovean
President
Intertek Testing Services NA Ltd.,

1829, 32nd avenue, Lachine, QC, H3T 31,
Canada




EasyLyte mmm%wﬂooaﬂmm EasyStat

Training Certificate

This is to certify that

[« .0
Nrnl £ ..«.\ﬁ.._..u iy

Q.\ zw\xﬁk? \_h.ux« \~. :.‘.\._\w\_. " mul? h

has qgﬁmmﬂma training for the &umﬁnaa and service of the
EasylLyte, EasyBloodGas, and EasyStat analyzers.

\_\_m_u_O\_
Nmrlmr N\l\\\u 64 ¢

Signed: Randall Rollins
Technical Service Manager




Certificate No. 2046-11-2017
CERTIFICATE TO FOREIGN GOVERNMENT

In order to allow the importation|of United States products into foreign countries , the U.8. Food and Drug
Administration (FDA) certifies the following information concerning the product(s) to be exported listed below:

Name of Product(s) Name of Manufacturer/Distributor, Address
See Attached List Name of Manufacturer/Disiributor

MEDICA CORP
(Two Pages) 5 OAK PARK GRIVE

BEDFORD, MA USA 01730

The product(s) described above (and the manutacturing/distribution site(s) which produsces/distributes it) is subjsct
to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmaetic Act.

It is certified that the above product(s) may be marketed in, and legally exported from, the United States of
America at this time. The manufacturing plant(s) in which the product(s) is produced is subject to periodic
inspections. The last such inspection showed that the plani(s), at that lime, appeared {o be in substantial
compliance with current good manufacturing practice requirements for the product(s) listed above.

—~ .
YV AN
*7 /f,f J

CAPT Sean M. Boyd, MPH, USPHS

Deputy Director for Regulaiory Affairs

Office of Compliance

Center for Devices and Radiological Health

U.S. Food and Drug Administration, DHHS

This certificate is valid from November 13, 2017 to November 12, 2019.




Certificate No. 2046-11-2017 |

Cettificate to Foreign Government - Name of Product(s) Atiachment Page 1 of 2

Name of Manufacturer/Distributor

MEDICA GORP,
5 OAK PARK DRIVE
BEDFORD, MA USA 01730

Cataiog #

2004
2014
2015
2018
2021
2070
2030
C2004
2014
Ca015
G018
L2014
L2015
L2016
L2021
2628
2026
2109
2120
2112
2121
2118
2122
2114
2123
2124
L2028
L2028
L2112
L2121
L2118
L2122
L2114
L2123
2074
2075
2088
2100
2101
2102
2103
2104
2105
2108
2107
2108
2111
2143
2118
2180
2

g
191

Easylyte Na/K Analyzer

EasylLyte Plus Na/k/Cl Analyzerl
EBasyLyte Lithium Na/kiLi Analyzer
EasyLyte Calcium Na/K/CalpH Analyzer
EasyLyte Na/K/CI/Li Analyzer ‘
Easylyte EasySampler ! :
Easylyte EXPAND NaIK/CIz’Ca/L,!i Analyzes
Easylyte Na/K Analyzer i

Easylyte Plus Naik/Cl Analyzer

EasyLyte Lithium NalKiLi Analyzer

EasyLyle Calclum Na/K/Calphi Analyzer
Easylyte Plus Na/K/CI Analyzer |

Easylyts Lithium NafKili Analyzbr

Easylyte Calciuin Na/K/Ca/pH Ahaiy,zer
Easylyte Na/K/CI/LT Analyzer

Easylyte Na/KiICIHLi Solutions Pgek, 400
Easylyte Na/K/GI/Li Solutions Pack, 900mi.
Fasylyle Na/K Solutions Pack, dbOmL
Easylyte Na/K Solutions Pack, 800mL
Easylyte Na/iKiCl Solutions Pacﬂ. 400mL
Easyl.yie Nafl/Cl Soluticns Pachj, 200ml.
EasyLyle Na/K/Li Solutions Pack}i 400l
EasyLyte Na/K/Li Solutions P’ack‘; 800mL
Easylyle Na/K/Ca/pH Solutions Pack. 400mL
Easylyle Na/K/CalpH Solutions Pack. 800mt,
Easylyte Na/K/CifCa/Li Soiutions Fack. 800mi,
Easytyte Na/K/CYLi Soluiions PaL:k. 400mt
Easylyte Na/K/CI/L1 Solutions Pejck 300mL
Easylyte Na/K/Cl Solutions Pack| 400mL
Easylyte Na/K/Cl Solutions Pack| 800mi.
Easylyte Na/K/Li Solutions Pack | 400mL
Easylyte Na/K/Li Solutions Pack.1 80amL
Easyl.yte Na/KI/CalpH Solulions P‘ack. 40Dml
EasylLyte Na/IK/Ca/pH Solutions Hack, 800mL
Sample Cup Retainer Ring I

Sample Tray

Easylyte Maintenance Kit

EdsylLyle Calcium Tubing Kit

Easylyte K+ Electrode

EasyLyle Na+ Electcode

Easyl.yle Reference Electrode

Easyl.yte Tubing Kit

Easylyte Quarterly Operating Kit |

Easyl.yte Li+ Electrode !

Easylyte Sample Probe

Easylyte Solutions Valve

Uring Diluent (500mL)

Easylyte G- Eleclrode

Daily Gieaning Solulion Kit

Easyl yte Ca++ Elecirode

Easylyte pH Electrode




Certificate No. 2046-11-2017 ‘
Certificate to Foreign Governme

2182
2267
2258
2292
2293
2309
2323
24G2
2541
2544
2571
2572
2577
2579
2590
2695
2596
10745
2598
2814
2815
2843
7118

EasyLyte Disposable Reference Eiecirode
EasyLyte Sample Detector |
EasylLyta Membrane Assembly 1
Easylyte Capillary Adapler Cleaning Kit
Capiliary Tubes i
Wash Scltuion (50mil.) I
Easylyte Probe Wipers (6 ct.)
EasyLyle Internal Filling Solution (125mL)
Easylyle Printer Pager (3 ralis)
Easylyte C Series Printer Paper (5 rolls)
Calcium Troubleshaoting Kit
Troubleshooting Kit
Standard Urine Salution (50mL)
Red Test Dye Solution (50ml.)
EasylLyte Capillary Adapler Kit
500uL. Sample Cups (500 o)
2mi. Sample Cups (500 ct.)
Anii-Bvaporation Caps (500 ¢t )
EasylLyte Daily Cleaner Cup
Bi-Level Quality Control Kit
Tri-Level Quality Control Kit }
|

Quality Control Sample Cups (66,
Daily Rinse/Cleaning Solulion Ki

ct)

rerteneeeea e END OF PRODUCT] LISTowrvsasssoscer e

L\t - Name of Product(s) Attachiment Page 2 of 2




/MVEDICA

Medica Corporation

5 Qak Park Drive

Bedtord, Magsachusetts 01730
Tel 781 275 4892

Fax 781 275 2731
wwerinedicacorp.com

Proclucts For Health Care

Declaration of Conformity C €

Product Name: Model/Type:

Easylyte and accessories per attachment EasyLyte Na/K, Na/K/Cl, Na/K/Li, Na/K/CI/Li,
‘ Na/K/CalpH, Na/K/Cl/Call.i

EasyElectrolytes and accessories per attachment EasyElectrolytes Na/K/Cl, Na/K/Li

Manufacturer ‘

#d Medica Corporation
5 Qak Park Drive, Bedford, Massachusetts, 01730, USA

Representative

Ec rer Emergo Europe, Pnnsessegracht 20,
2514 AP The Hague, The Netherlands
Tel: 31703458570
Fax +31703467299

Means of Conformity }

Medica Corporation declares that the products listed are covered by Annex Iil of Directive 98/79/EC. These products are self-cerified
since they are for professional use. only and are not listed on Annex I}, List A or Annex I, List B of Directive 98/79/EC. In addition. they
are in canformity with the Annex |, "Essential Requirements” and provisions of council Directive 98/79/EC for In Vitro Diagnostic
Medical Devices, Directive 2011/65/EU Restriction of Hazardous Substance in Electrical and Electronic Equipment, and the
corresponding nafional laws of the Member States.

Place and Date: Bedford, Massachusetts, USA, March 30, 2017

Signature: 7 !

Name: Photios Makns Ph.D. |
Title:  Director of Regulatory Affairs



Easykyte Accessories

Catalog
No.

2004
2014
2015
2016
2021
2030
2070
2101
2102
2113
2106
2150
2151
2152
2103
2258
2120
2121
2122
2123
2028
2109
2112
2115
2114
2026
2124
2814
2815
2843
2118
2598
2108
2107
2257

Accessory

EasyLyte Na/K Analyzer

EasyLyte Plus Na/K/Cl Analyzer

EasyLyte Lithium Na/K/Li Analyzer
EasylLyte Calcium Na/K/Ca/pH Analyzer
EasylLyte Na/K/CI/Li Analyzer

EasylLyte EXPAND Analyzer, Na/K/Cl/Ca-Li
Easylyte EasySampler

Easylyte K+ Electrode

Easylyte Na+ Electrode

Easylyte CI- Electrode

Easylyte Li+ Electrode

Easylyte Ca++ Electrode

Easylyte pH Electrode

Easylyte Disposable Reference Electrode
Easylyte Reference Electrode

Easylyte Membrane Assembly

EasyLyte Na/K 800 ml Solutions Pack
Easylyte Na/K/Cl 800mL Solutions Pack
Easylyte Na/K/Li 800mL Solutions Pack
EasyLyte Na/K/Ca/pH 800mL Solutions Pack
EasyLyte Na/K/Cl/Li 400mL Solution Pack
Easylyte Na/K 400mL Solutions Pack
Easylyte Na/K/Cl 400mL Solutions Pack
EasyLyte Na/K/Li 400mL Solutions Pack
Easylyte Na/K/Ca/pH 400mL Solutions Pack
Easylyte Na/K/Cl/Li 800mL Sofution Pack
Easylyte Na/K/Cl/Ca-Li 800m! Solutions Pack
EasyQC Bi-Level Quality Control Kit
EasyQC Tri-Level Quality Control Kit
EasyLyte Quality Control Sample Cups (60)
Daily Cleaning §olut'ion Kit

EasyLyte Daily Cleaner Cup

Easylyte Sqluti‘pns Valve

EasylLyte Sample Probe

Easylyte Sample Detector

EDMA Code
21071102
21071102
21071102
2107 1102
21071102
21071102
21071102
1104 0106
1104 0107
1104 0103
11040104
11040102
11703102
1104 04 01
11040401
21071102
1104 04 02
1104 04 02
1104 04 02
1104 04 02
11 04 04 02
1104 04 02
11 04 04 02
1104 0402
11040402
110404 02
11040402
115002 04
11500204
21071102
11010127
21071102
21071102
21071102
21071102




Easylyte Accessories, continued
Catalog No. Accessory

2104
2100
2492
2309
2111
2577
2323
2541
2595
2596
10745
2293
2590
2292
2578
2572
2571
2105
2085
2076
2074
7118
2544
2934

Easylyte Tubing Kit

EasylLyte Calcium Tubing Kit

EasyLyte Internal Filling Solution (125n;ﬂ.)
EasyLyte Wash Solution (50mL)

EasyLyte Urine Diluent (500mL) i
EasyLyte Standard Solution, Urine (SOn“ﬁL)
Easylyte Probe Wipers (6} j
Easylyte Printer Paper (3 rolls)
Easylyte EasySampler Sample Cups, 5G0ul. {500)

EasylLyte Sample Cups 2.0mL (500) |
Anti-Evaporation Caps (500)

Easylyte Capillary Tubes

Easylyte Capillary Adaptor Kit

EasyLyte Capillary Adaptor Cleaning Kit

Easylyte Red Dye Test Solution (50mL)

EasylLyte Troubleshooting Kit

EasyLyte Troubleshooting Kit (Na/K/Cal/pH and Na/K/Cl/Li)
Easylyte Quarterly Operating Kit

EasylLyte Maintenace Kit

Easylyte Sample Tray

Easylyte Sample Cup Retainer Ring

Daily Rinse/Cleaning Solution Kit

EasyLyte C Series Printer Paper (5 rolls)

EasylLyte Barcode Reader Kit

EDMA Code
21671102
21071102
1104 04 S0
11040490
11040490
11 04 04 90
21071102
21071102
21071102
21071102
21071102
21071102
21071102
2107 1102
11300111
21071102
21071102
21071102
21071102
21071102
21071102
11010127
21071102
21071102



EasyElectrolyte Accessories

Catalog No. Accessory ! EDMA Code
4002 _EasyE;ectrotyteﬁf Na/K/Cl Analyzer 21071102
4003 EasyElectrolytes Na/K/Li Analyzer 21071102
4102 EasyElectrolyte Reagent Module Na/K/Cl 11 04 04 02
4103 EasyElectrolyte Reagent Module Na/K/Li 1104 04 02
7205 EasyStat/EasyElectrolyte Na Electrode 1104 0107
7206 E‘a‘syStat/EasyElictrolyte K Electrode 11040106
4203 EasyElectrolyte Cl Electréde 11040103
4204 EasyElectrolyte Li Electrade 11040104
6204 EasyStat/EasyBloodGas/EasyElectrolyte Reference Electrode 11040401
4207 EasyElectrolyte Spacer Electrode 1104 01 90
4301 EasyElectrolyte Troubleshooting Kit 21071102
2118 Daily Cleaning Solution Kit 11010127
4402 Red Test Dye Solution 11300111
4403 EasyElectrolyte Urine Diluent 1104 04 90
2814 EasyQC Bi-Level Quality Control Kit 115002 04
2815 EasyQC Tri-Level Quality Control Kit 11500204
4405 EasyElectrolyte Demonstration Kit, Na/K/Cl 21071102
4406 EasyElectiolyte q)emonstfationkit, NaVK/Li 21071102
4404 EasyElectrolyte Capillary Tube Kit 21071102
4306 EasyElectrolyte Sampler 21071102
6504 EasyB}oodGas/‘EésyEIectrolyte Pump Tube 21071102
6505 EasyStat/EasyBloodGas/EasyElectrolyte Printer Paper (5 rolls) 21071102
4506 EasyElectralyte Sensor Module 21071102
4507 EasyElectrolyte Valve Module 21071102
4508 Compression Plate | 21071102
7302 Probe Wipers | ‘ 2107 1102
4522 EasyElectrolyte Qai[y Cleaner Sample Cups 21071102
4539 EasyElectrolyte Sensor Module, Li 2107 1102
6518 Serial Cable, 25-pin 21071102
6537 Serial Cable, 9-pin 21071102

6520 Barcode Reader Kit 21071102
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| CBUAETEABCTBO
HA SKCKAKO3MBHOE MFABO NMPOAAXKNA

\
Obuectso © Of“]bClHMh}eHHOI?I CTBETCTBEHHOCTLIO « MEAMKAOH» 127276

Poccus Mocksa ya.Botannueckas, 35, OIPH 1027700153766 -
MPOU3BOAUTEAD pecremoa AN TRpaHCysnororn (LoAUKACHOB) B AvLe
reHepUALHOTO AvpekTopa BrkToposa H.A. oduUnansHo yAOCTOBepSsIeT, YTO
durpma 1M «GBG-MLD» SRL , pacrnioaoxkeHtHas no aapecy : MD-2001 r
Knwimnés, ya.Turunay, 65, od. 607 , Pecnybauka Monaosa , siBrsieTcs
OOULMOABHEIM AMCTpM6bPOTOpOM [asropmsoBQHHth AUAEPOM) BCEN
MPOAYKLIMM npowsso,gcmo OO0 «MEANKAOH» Ha Bcelt TeppuTopu
Pecnybankm Moaaosa.

IM «GBG-MLD» SRL MMeeT NPABO HA PACNPOCTPAHEHME (pecansaumio),
NPOABMKEHUE (DEKATMY) O TAIOKE NOAASPXKY NPOAYKLIMM, BbIMYCKABMO
dbupmort OO0 «MEAMKAOH» 8 PecnyBanike Moaaosa.

M «GBG-MLD» SRL  MeeT NPaBO YHOCTEOBATE OT AMEHM cupmel OOO
«MeAVKAOH» B YACTHLIX U [OCYAQRCTBEHHEIX TEHASPAX U TEM CAMbIM
ABVCTBOBATL KOK OPULMTABHBIN NpeACTaBUTEAb hrpMbl OO0 «MeAMKAOH» Ha
Bcel repputopnm Pecnybavku Moaacea

OO0 «MeankroH» paCTPOCTRAHAET CBOM MOAHLI® FAPAHTU HA
MPOAYKUMIO, NpoaaHkyio vpMort  IM «GBG-MLD» SRL .

[ eHeparbHbIA

avpexrop OO0 uMeAw,_j H.A.Bukropos
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