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CERTIFICAT
privind lipsa sau existen(a restanfelor fati de bugetul public national

Nr.
l\! A21016-s5 05.02.2021din

of

1. Destina{ia / HasHa.reHrze

pentru participarea la proceduri de achizitii publice

2. Date despre contribuabil / I4n$opMauu, o HaroronrareJ.rltrltrKe

Denumirea
HaliN.teuosasue

Codul fiscal / Numlrul de identilicare
Oucra,rsuurii ro.q / l4f eHrH0uxauuoHHbtil Ho[.{ep

S.R.L. MEDLUX GROUP 101260002487 I

.{dresa sediului de bazl (strada, numlrul)
Arpec ocHoaHoro Mecropacnor'roxeuur (ylrzqa, nouep)

Codul - Denumirea localitlfii
KoA - Hat,tNreHosaH14e HacereHHoro n\TrKra

Alba-Iulia nr.23 of.94 OI20-SEC.BUIUCANI

3. Atestarea lipsei sau existen{ei restantelor conform datelor Sistemului Informa(ional Automatizat/
flo4rnepxqqeHue orcyrcrBll unv Halillq'vr HeAouMKl,r couacHo AaHHLrx I4nr[opuauuossofi agronaru:upoaanHofi
CI4CTCMbI

La data emiterii prezentului certificat restanla fafd de bugetul public national constituie/ Ha 4ary
BbIAar{I4 AaHHofi c[paBKIl HeAoHMKa rlepeA HarIuoHiIJrbHbrM rry6nuqHbrM 6roAxeroM cocraBrqer:
0,00lei/nefi.

4. Valabil pinl la /.{eftcrnurelela rc 20.02.2021

Serviciului Fiscal de stat/ lloAreepxreHue locyAapcreeuuofi saroronofi crryx6rr

Anastasia MOVILA
SemnituraflofnxcL Numele $ Dr€numelc/oaMx,tlu u xiu

Este extras din Sistemul Informalional al SFS SIA,,Contul curent al contribuabilulul'll 05.02,fr121'ora 13
cu aplicarea prevederilor pct, 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial72-771399,28,d3:2Q1,
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DECLARATION OF CONFORMITY
Diamond Diagnostics lnc. hereby ensures and declares that the product(s) listed below
comply with the requirement of the European Union ln Vitro Diagnostics Medical Device

Directive 98/79/EC.

A Diamond Diagnostics lnc. ez[ton kijelenti es biztositja, hogy az alSbb felsorolt term6kek megfelelnek az ln Vitro DiagnosAikai
Orvostechnikai eszk0z6k16l sz616 Eur6pai Uni6s 981/9/EG i16nyelvben foglaltaknak.

Diamond Diagnostics lnc. versichert und erkla hiermit, daB die im Folgenden aufgefohrten Produkte den Auflagen der lvD-Richtlinie fur ln-
vitro-Di;agnostika der Europdischen Union (98II9/EC) entsprechen.

Diamond Diagnostics lnc. assure et declare par la pr6sente que le(s) produit(s) list6(s) c- dessous sont conformes aux exigencies de la
directive europ6enne 98f9/CE relative aux dispositifs m6dicaux de diagnostici in vitro.

Diamond Diagnostics lnc. asegura y declara que los productos listados a continuaci6n cumplen con los requisites establecidos en la directive
98f9/EiC de la Comunidad Europea para dispositivos medicos de diagnostic in vitro.

Diamond Diagnostics, rncffiE#FEIDfTlrltrittrfoffieER),{l.it]E.f4*Ttr,|DWEtr#ffi8!98/79/Ec}t€'FfrrlHr{=*.

Oiamond Diagnostics lnc. assegurar e declara que o produtos listado abaixo cumprir com os requisitos estabelecido no directiva 98t79/EC do
Comunidade Europ6ia de dispositivos m6dicos de diagn6stico in vitro.

Diamond Diagnostics lnc. rapaHTupyer H 3anBflner, qro nepeqhcneHHbre Hr4xe npolqyfibr coorBercrByror rpe6oaaxunn
[uperrrau 98nUEC Eaponericxoro co]o3a o MeAhqr,rHcxoM o6opyAoaaHhn Ann Auarnocruxu ln-vitro.

Vfuo Diagnostica Medicat Device 98/79EC i+til j i+-)J1 dt-lYt rkiYl cLrlti. e" Lt'lJf oEri i-ljSr^Jl t3l+ii^ll
,'-rl .lS',: e 7 A r .Sj$-.iil+lr S3,"gl.l iS.2i 9lJ JIJ

Diamond Diagnostics lnc. dichiara ed assicura che I prodotti qui elecati sono conformi ai requisiti della direttiva comunitaria 98/79/CE relative
ai dispostivi medico-diagnostici in vitro.

Product(s)/Term6k(ek)/Produkt(e) / Produit(s) / Producto(s) / FffS)/Produto(s)/Ilporyxr(u)/ (0) c--tt / Prodott(i) ;

Model : Diamond Dia g nostics Pro Lyte, I[ggjca B:ytf , I Lyte, Menari ni SpotLyte

Reagent & Controls:
lL-2121D Fluid Pack
lL-2121D+ Fluid Pack
lL-2123D Fluid Pack Na/l(Ca/pH
ME-2111.1O Fluid Pack

Electrodes & Accessories:
ME-2102O Na+ Electrode
ME-2101D K+ Electrode
ME-2113D Cl- Eleckode
ME-21 ltoD Ca++ Electrode
ME-22lt8D Membrane Assembly
ME-2257 D Sam ple Oetector

Authorized
Officer:

MN-2121D Fluid Pack
ME-2123O Fluid Pack
ME-21'l8D Daily Rinse Kit
ME-2309D Flush Solution

ME-2104O Pump Tubing
ME-21 08D Solutions Valve
ME-2100D Calcium Tubing Kit
ME-2323D Probe Wiper
ME-2541D Printer Paper

Date:30Aori|.2018

ME-2111D Urine Diluent
ME-2492O lnternal Filling Solution
ME-2577 D Urine Standard
ME-2578D Red Test Dye

ME-2572D Troubleshooting Service Kit
ME-2095D Maintanance Kit
ME-2107D Sample Probe
ME-2106D Lithium Electrode
ME-21 03D Reference Electrode

4;*,
(AR) Authorized Representative
Diamond Diagnostics Kft.
6 Oradna Street
1044 Budapest Hungary
lel + 3617872222 Fax + 3617872255

Quality Systems Registration
ISO 13485:2016
ISO 9001:2015,.\
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Conformity Assessment Procedurc
Annex lll, Self-Declared
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Global Quality Manager

ECO# 8874 SOP16.2608F Revision 17 Effeclive Oate: 0t01/'18 Page I of I

Manufiacturer's name:
Manufiacturer's address:

Diamond
333 Fiske
Holliston, MA
Tel: +t (508)
Fax +"1 (508)

Diagnostcs lnc. expressly disclaims any affiliation with them or
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MAGYAR SZABVANYUGYI IESTULET

HUNGARIAN STANDARDS INSTITUTION

H-1082 Budapest, Horvath Mih6ly t6r 1 .

Tanfsitjuk, hogy a
We certify that the Management System of

Diumond Diagnostics fnc. Mugyarorsz,tigi Fifktelepe
H-1044 Budapest, Oradni utca S.

'llantsitott sz6khely: H.10,44 Budapest, Oradna utce 6.

irdnyitdsi rendszere megfelel a szabv6ny kovertelm6nyeinek a kovetkezci alkalmaz6si terilleten:
ionszelektiv laborat6riumi m6r6mfi szerel< 6s al katr6szek, fogy6a nyagok gyirtisa 6s

klinikai diag noszti kai k6sztil6kek fel{jit6sa

rneets the requirements of the s.tandard for the followrng actrvitres
the mirnufacture of blood,electrolyte systems. consumables and

re-manufacture of clinical diagnostic equipment

MSZ EN ISO 13485:12016 (lSO 13485:2016)

A tan0sttdsi okirat rSrvdnves / The certificate is valid: 2020. 12. 21. - 2023.06. 2't.
Ez a tanusltvAny ev lvlSZT altal evente kiadott fenntaftasi haterozattar egyUtt ervenyes

This certificate is v;alid together with the maintenance decision annually iiiued Uy fvf'SZf
A tanLrsitdsi okirat sz6ma / Reg. number: 50311342(2)

Budapest, 2020. december 21"
Az e]i;6 hn0rsltds ddtuma 1 Date of the first certification: ?014. 06. 26.
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THE INTERNATIONAL CERTIFICATION NETWORK

MSZT has issued an IQNet recognized certificate that the organization:

Diamond Diagnostics Inc.
Mag g arorszdgi Fi6kt elep e

H-1O44 Budapest, 6radna utca 6.
Certilied headquarters: H-1O44 Budapest, 6radna utca 6.

***

*
***tk

Alex Stoichitoiu
President of IQNet

has implementr:d and maintains a

Quatitg Management Sgstem
for the following scope

the manufacture of blood electrolyte systems, consumables and
re-manufacture of clinical diagnostic equipment

which fulfils the requirements of the following standard:

ISO 13485:2O16
Issued on: 2L-L2-2O2O

First issued on: 26-O6-2OL4
Expires on.: 2 L-O6 -2O2A

Regi.str ation Numb eri Hu-Ms zr -sos I Ls421121-

re+* 
&tl,i&ilee * Ggdrgg

General Director of MSZT
IQNet Partners*:

AENOR $pain AFNOR Certitrcation.Flance APCER Portugal CCC Cgprus CISQ ltat
CQC Chtna CQM Chrna CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGlEbeftification Group

U&{ FCAV Brazil FONDONORMA VeneanelalCONTEC Colom}ia Inq)ecta Sertiliointi Oy Finland INTECO Costa Rica
IRIr}IIL Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norutag NSAI Ireland

IWCESIGE Mdxico PCBC Poland QualityAustriaAustna RR Russia SII lsrael SIQ Slouenra
SIRIM QAS lnteirra{onal Malogsia SQS Saritzerland SRAC Romania TEST St PetersburgRnssra TSE 'I*keg yUeS Serbia

r The Iist of IQNet partlrers iB valid at the time of issue of this certificate. Updated informedon i9 avail,ablg under www.iqnet-
certilication.com

CEftTITICATE
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MAGYAR SZABVANYUGYI TESTULET

FIUNGARIAN STAI.JDARDS INSTITUTICN
H-1082 Budapest, Horvdth Mihaly ter 1.

Tan0sitjuk, hogy a
We certify that the lt/anagement System of

Diamond D,iugnostics Inc. Magyurorszdgi Fidktelepe
H-1044 Budapest, Oradna utca 6.

Tanfisit,ott sz6khely: H-10144 Budapest, 6radna utca 6.

irdnyitdsi rendszr:re megfelel a szabvdny k0vetelmenyeinek a kovetkezo alkalmazdsi teruleten.
ionszelektiv lrrborat<irium.i mer6m[jszelek 

9s. 
alkatr6szek, fogy6anyagok gySrt6sa 6s

klinikai d iag nosztilrai k6sztilSkek fe l0j itisa
m{tets, the} requirements of the standard for the foilowing activitres.

the manufacture of blood electrolyt.e systems, consumables and re'manufacture of
clinical diagnostic equipment

MSZ EN ISO 9001:2015 (lSO 9001:2015)

Atanrisitdsiokirat6rv6nyes/Thecertificateisvalid 2020.12.21.-2023.06.21.
Ez a tan0sttvziny az lvlSZT 5ltal 6vente ki;rdott fenntartdsi hat6rozattal egyutt 6rvdnyes.

This certificate is valicl together with the m,3intenance decision annually rssued by MSZT
r\ tar0sltAsi okirat szdmzli Rgg number.503/1341(i)

Eudapest. 20120. december 21.
Az eisd tanusitds ddtuma / Date of the first certification: 2014. 06. 26.
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THE INTERNATIONAL CERTIFICATION NETWORK

CEftTIFICATE
MSZT has issued aru IQNet recognized certifi.cate that the orgartization:

Diamond Diagnostics ftrc.
Mag g arorszdg ! Fiflktelep e

H-1O44 Budapest, Oradna utca 6.
Certified headquarters: H-1O44 Budapest, 6radna utca 6.

has implemented and maintains a

QuaHtg Management Sg stem
for the following scope

the manufacture of blood electrolyte systems, consumables and
re*manufacture of clinlcal dlagnostic equipment

which fulfils the requirements of the following standard:

m&* li l:fU @b *r 
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Alex Stoiclitoiu
President of IQNet

Gydrgy
General Director of MSZT

ISO 9OOLI2O15
Issued on:21-12-2o20

First issued on: 26-O6-2OL4
Expires oni: 2 1-06 -2023

stand-alone document

Registration Number:

IQNet Partners*:
AENOR Spain AFNOR Certification Fmnce APCER Portugat QCC Cyprus CISQ ltaiy

CQC Chtno CQM Chrna CQS CzechReptblic Cro Cefi Croatia DQS Holding GmbH Glrmany neCle-Certification Group
USA FCAV Brazt FONDONORMA VeneztelalCONTEC Colombia Inspecta Sertifiointi Oy Fbiand INTECO Costa Rica

IRAM A4gentrna JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Nont:ay NSAI /reland
JVyCESIGE Mdico PCBC Poland QualityAustriaAustna RRllussia SIIJsrae! SIQ Slouenia

SIRIM QAS Intemational Malagsin SQS Su.,itzerland SRAC Romania TBST St Petersburg rRussrb TSE ?l,rrJcey yUeS Serbia
r The list of IQNct partners is valid at the time of issue of tJ.is ccrtificate. Updated information is available under www.iqnet-
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This is;to certify that the Quality Management SystenL of:

Dianno,nd Diagnostic:s lnc.
333 Fiske Street
l-lollistr:n l/A 01746
Ltniteri States of America

applic;able to:

Design, de,velopment, manufacture, distribution, and s;lles of in-vitro diagnostics
systerrts, reagents, and consumables. Re-Manufacture, distribution, installation and
servicing activities of Clinical Diagnostic Equipment.

ann.^',^l k, ,has berr-'n essessed and approved b,y

National Q.rality Assurance, U.S.A., against the provi:;ions of:

l:SO 9C)011:2015
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Certificate Number:

EAC Code:

Certified Since:

Valid Until:

Reissued:

Cycle Issued:

1 6590

34

November 10,2005

November6,2023

November 7,2A20

November 7,2020

For and on behalf of NQA, USA
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