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int_repr_inder_ea Mixti "BECOR" Societate cu Ripundere Limitatii
ESTE TNRE_G_I_STRATA LA CAMERA TNREGIS_T_R_ARI_I DE STAT

Numarul de identificare de stat - codul fiscal

1003600060828
Data inregistrarii 18.12.1997
Data eliberarii 11.06.2008
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MOBIAS
BANCA

Nr 09/09-1981

CERTIFICAT

Prin prezentul, BC ,Mobiasbanca —~ Groupe Société Générale” S.A., confirmd cd intreprinderea
ILM.BECOR S.R.L cod fiscal (IDNO) - 1003600060828, detine urmatoarele conturi bancare in bancg,
dupa cum urmeaza:

1. Conturi curente:

RON MD37MO2224ASV15228037100
RUB MD77MO2224A8V15228207100
MDL MD12MO2224ASV57480767100
EUR MDO8BMO2224A8VE7480847100
ush MD61MO2224A8VE7481727100

Certificatul este emis In baza cererii clientului.

Gheorghe stmg
Director Fil aa%wﬁarp

Ex: Mitieanu ¥ina
Tab (23 812 657

Fitiala Corporativa Tel +373 22 2563 a4 BC i e At N
Lo, ) 2 37522 2 C .Mobiasbancd - Groupe Socidtse Géndrale™ SA
21%. %wfz}n eel _!_&151-'&2 eL Stant 81a Fax +v37322 5419 02, Capital Secial: 700 000 000 MDL ’
Cod W%éé;ga';u Mo'dova wiw mobiashanca ud Numér de Tnregistrare de stat - 1002600006089
) N = = Sediul Central:
,(.;ogé df %g?%ﬁfﬁgk ’:21&8{%&(1 by Lazari ‘tsl& I , bd. Stetan cel Mare 31 Stant 81a
nrul de Yo R Yy B o 84 568 [y ¢ V' MD-2012, Ctisingu. 1
Date: 2018.11.27 12:39:43 E 1 ! <, Lhigindu, Moldova

ey i e edeason: MoldSion Sionature




ﬂ\ Seria A MMII

'Denumirea autorititii de licentiere

(adresa juridica) a titularului de licenti

{*j‘f -, Data si numirul certificatului de 111/5
/ 71 inregistrare de stat a titularului de licen{d
}‘x)' 11.06.2008 MD 0082759
15 ‘Numirul de inregist
umdrul de inregistrare .
; \E} a intreprinderii sau IDNO 1003600060828
3
EL & Codul fiscal
{
3 ) i &

\ Genul de activitate, integral sau partial, * Importul, asistenta tehnici, repararea
£8¢ pentru a cdrui desfdsurare se elibereaza licenta dispozitivelor medicale, comerciaizarea
' A dispozitivelor medicale si a opticii *

) ' Data eliberdrii licentei 07 iunie 2007
YO8 Reperfectats:1)16.06.2008;2)10.07.2008;3)22.04.2014;4)14.05.2014
a4 T

Lo — . \(, 27N
i Valabllé.pmé la 07 iunie 201 S
Yy Prelungita pini la: 07.06.2017 558 AR NN
\ \ Prelungita pini la: 07.06.2022

o, Semnitura conducitorului
b % ulitihil a hesariere U5

} = Reason: MoldSign Signature
F-3 Location: Moldova

%
56 Nota: Liqent_a este valabild numai cu anexg@ at
& in care sint indicate conditiile de licentiere p&hfry
3 . _ | TNy
m»\ v . g A ot N .«’IQ ﬂ .S
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REPUBLICA MOLDOVA

LICENTA

Denumirea, forma juridici de organizare, sediul Intreprinderea Mixta

Director al Cainese

% o

Nr. 044334

Camera de Licentiere

"BECOR" S.R.L.

mun.Chisindu, str. Calea Orheiului,

N “uj\:\;‘ v/ PN




ANEXA LA LICENTA

Seria A MMII Nr. 044334

Titular de licentd intreprinderea Mixta "BECOR" S.R.L.

_ Titularul de licentd este obligat sd respecte urmitoarele conditii de licentiere pentru desfisurarea
activitatii: ¥ Importul, asistenta tehnici, repararea dispozitivelor medicale, comerciaizarea
dispozitivelor medicale i a opticii *
Prelungit: 12.06.2017

1. Desfisurarea activitatii licentiate in conformitate cu cadrul legislativ gi normativ.
2. Asigurarea efectudrii controlului metrologic legal a mijloacelor de mésurare, utilizate in domeniul sanitatii §i
sigurantei populatiei.

3. Indicarea la loc vizibil al preturilor la marfuri si a tarifelor pentru servicii intr-o forma clara.

4. Detinerea autorizatiei sanitare, antiincendiare, ecologice si de securitate a muncii.

5. Dispunerea de spatii cu titlu de proprietate sau de locatiune pentru desfasurarea activittii licentiate.

6. Dispunerea de specialisti in domeniu (ingineri, bioingineri).

Activitatea licentiati se desfasoari pe adresele:

mun. Chiginiu, str. Calea Orheiului, 111/8 - specialist - Turcanu Vitalie S & A

mun. Chigin&u, str. Calea Orheiului, 111/5 - specialist - Florea Elena i ¥4
**#********#************##**t#ttttti*t#".“‘r.‘:_lf‘,.-ﬁ'.
<l 'v. ;
L.S.

Noti: Anexa si copiile ei sint valabile numai cu stampila originald a autoritiii de licentiere.



Anexa nr.7.2 la Instructiunea
aprobata prin ordinul IFPS
nr. 400 din 14 martie 2014

CC 04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fata de bugetul public national

NI A1933958 ,/{/7%" din |\ 43092019

Ne oT

1. Destinatia / Hasnauenue

Pentru participare la achizitii publice

2. Date despre contribuabil / TH}opmalis o Hanoromnarensmmke

Denumirea Codul fiscal / Numiirul de identificare
HaumeHnopaHne PuckansHbli Koz / UneHTudUKaMOHHEINH HOMED
[LM. BECOR S.RL. 1003600060828 |
Adresa sediului de bazi (strada, numaérul) Codul - Denumirea localitatii

AJpec 0CHOBHOTO MECTOPACTIONOXKEHHUS (YJIULa, HoMep) Koz - HauMeHOBaHMe HAaCENIEeHHOTO TTYHKTa

| Calea Orheiului nr. 111 bL.5 |0150-SEC.RISCANI ]

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /
[ToaTeep KIeHHE OTCYTCTBHS UK HATMYKS HEJOMMKH COIVIACHO JaHHBIX MH(OPMAaLHOHHOM aBTOMATH3MPOBAHHOM
CHCTEMBI

La data emiterii prezentului certificat restanta fata de bugetul public national constituie/ Ha naty
BEIIa4M JIaHHOM CIIPAaBKM HEIOMMKA Nepe] HallHOHAIBHBIM ITyOIHYHBIM G0 KETOM COCTABIISAET:
0,00 lei/neii.

4. Valabil pini la / [leficteutenen no 18.09.2019

5. Autentificarea Serviciului Fiscal de Stat7-TFoag > OCYapCTBEHHON HAJIOTOBOM CITyKOBI

Ludmila BOTNARI

Numele si prenumele/@avmmns i ms

Director adjunct interimar al

Functia/[{omxHocTs

L.S/ MUIT.

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului”’// 03.09.2019 ora 10:15:52
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)
NOTA (351 558,05)

Digitally signed by Lazari Cristina
Date: 2019.09.04 10:12:46 EEST
Reason: MoldSign Signature
Location: Moldova




L LNE CERTIFICAT
w i CERTIFICATE OF REGISTRATION

L FE%; uR Ppog smnayef‘kcm

N° 18523 rev. 4
Certification
Médical-Santé ,,g o

Le LNE certifie que le systéme de management de la qualité développé par
LNE certifies that the quality management system developed by

ADALTIS S.R.L.
Via Durini 27
20122 MILANO ITALY

pour les activités
for the activities

Conception, production d'équipements et réactifs de diagnostic in vitro et assistance technique.
Commercialisation d'équipements et réactifs de diagnostic in vitro.

Design, production and technical service for in vitro diagnostic equipments and reagents.
Commercialisation of in vitro equipments and reagents.

réalisées sur le(s) site(s) de
performed on the location(s) of

Adaltis S.R.L.
Via Luigi Einaudi 7 - Guidonia Montecelio 00012 Roma ITA
Adaitis S.R.L.
Via Andrea Costa 2 40134 Bologna ITA

est conforme aux exigences des normes internationales
complies with the requirements of the international standards

ISO 13485 : 2003

Début de validité / Effective date : March 26th, 2016 (included)

Valable jusqu'au /Expiry date :  February 28th, 2019 (included)
Etabli le /Issued on: April 4th, 2016

cofrac

G-MED Certification Division Manager
LNE N° 185234

S LHROTOH
$ GE Syt Ce certificat est délivré selon les régles de certification G-MED / This certificate is issued according to the rules of G-MED certification
g ﬁﬁgmﬁnam& LNE/G-MED Organisme nolifié¢ pour les Dispositifs Médicaux  / LNE/G-MED Notified Body for Medical Devices

3 Liste des sites accrédités

o ponen dsponitlo st Annule et remplace le certificat 18523-3

LNE/G-MED « Organisme notifié n® 0459 g
1, rue Gaston Boissier - 757%4 Pang efiex 15 o Tél. : O1 4433 0 Fax : Ol 40 43737 37 - wvmine’f
Digitally signed by Lazari Cristina y 514 »
Date: 2019.09.03 16:51:01 EEST I
Reason: MoldSign Signature
Location: Moldova

- ?.‘




HORIBA

Medical

HORIBA ABX SAS

Parc Euromédecine

Rue-du Caducée ~ BP7290

34184 MONTPELLIER Cedex 4 — France
Web swww horiba.com

TélL 233 (0) 467 141516

Déclaration de Conformité

Declaration of Conformity

{(No.dc10017h)
Selon
According 10 1SO 17050-1

NOUS LE FABRICANT
WE THE MANUFACTURER

Nom

e HORIBA ABX SAS

Parc Euromédecine

Rue du Caducée ~ BP7290

34184 MONTPELLIER Cedex 4 - FRANCE

Adresse
Address

ETABLISSONS SOUS NOTRE SEULE RESPONSABILITE LA DECLARATION SUIVANTES ET
DECLARONS QUE LE PRODUIT

ESTABLISH UNDER OUR ONLY RESPONSIBILITY THE FOLLOWIN DECLARATION AND
DECLARE THAT THE PRODUCT

Nomduprodiit | Hematology analyzer

Product name
Modéeles
Paysdorigine Pustive

Country of origin «

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS
98/79EC ~ 1V D Medical Devices

Classification : General IVD (others) - Outside Annex H and
not forself-testing

gi:iittl::’;z Conformity Assessment Procedure : Annex [1l/ Non-Annex
. 201 1/65/EU ~ ROHS Restriction 'of Hazardous Substances
Classification : Category 8 Medical Device -
2004/108/EC — Electromagngtic compatibility
1EC 61010-1 : 2010
[EC 61010-2-081 : 2001 +Al
[EC 61010-2-101 : 2002
EN 61326-1: 2006
Normes EN 61326-2-6 : 2006
Stundards UL 61010-1:2012

CAN/CSA-C22.2 NO. 61010-1-12
CAN/CSA-C22.2 NO. 61010.2.081-04 (R2009)
CAN/CSA-C22.2 NO. 61010.2 (6804 (R2009)
NE EN 50581 : 2012 o .

. Digitally signed by Lazari Cristina
Montpellier, France Date: 2019.09.03 16:51:51 EEST
20 Juiltet 2016 Reason: MoldSign Signature
July 20" 2016 Location: Moldova

o Christiapn DUBUC
Q\\: ***** “Birecteur

M"“S”é’flf?)ﬂl,ziri :
TEMPA0IS Rev, 1t k.
e

U |
Automotive Test Systems | Process & Environmental | Medical | Semiconductor | Scientific Mi}RIBA



. Norma Instruments Zrt.

TO WHOME IT MAY CONCERN

Authorization Letter

We, Norma Instruments Zrt., as a legal manufacturer of in-vitro medical devices, with our
office is at Arany Janos street 11-13, 2und floor 211., 3530 Miskolc, Hungary, do hereby
authorize

IM BECOR S.R.L.
Chisinau city, Republic of Moldova
Calea Orheiului 111/5 Str.
MD 2020

to commercialize, distribute, sell and register the following products on the territory of
Moldova:

- Norma Icon-3 Hematology Analyzer, Reagents, Controls, Calibrator and related
spare parts and accessories;

- Norma Icon-5 Hematology Analyzer, Reagents, Controls and related spare parts
and accessories;

- Norma Icon-5 OP Hematology Analyzer, Reagents, Controls and related spare
parts and accessories; ’
(Complete list of product names and codes in the attachment below)

wal.2020.12.31

e

This authorization letter is valid until the following date or withdrg

Digitally signed by Lazari Cristina

Date: 2019.09.03 16:52:52 EEST T, (el M

Reason: MoldSign Signature RN
Date: 2019.04.15 Location: Moldova "

NORMA INSTRUMENTS Zrt.
3530 Miskole,
Arany J. utca 11-13. 2/211
Adoészam: 24742159-2-05

Daniel Juhasz
Director of Sales
Norma Instruments Zrt.

Norma Instruments Zrt. — 3530 Miskolc, Arany Jdnos u. 11-13. 2. em. ZlT.
Postal address: 1038 Budapest, Papirgyér u. 58-59. — VAT number: 24742159-2-05
email: office@®normadiagnostika.com tel: +36/1/815 4370 fax: +36/1/815 4379




Attachment

Norma Instruments Zrt.

Norma Icon-3 Hematology Analyzer, Reagents, Controls and Calibrator

Product Names Product Codes Volume
Icon-3 Hematology Analyzer NI30H
Norma-iDil3 1C-11735 5L
Norma-iDil3 1C-11731 10L
Norma-iDil3 1C-11732 20 L
Norma-iLyse3 {C-21731 1L
Norma-iSol3 1C-41731 LL
Norma-iSol3 IC-41735 5L
Norma-iHClean IC-81731 100 ml
Norma-iHClean 1IC-81730 1L
Norma-iHClean 4mi 1C-81734 4 mi
Norma-iRP31 1C-91711 100 tests
Norma-iRP35 IC91715 500 tests
NormaCont3+ NIC-0P321. 2.5ml
NormaCont3+ NIC-0P32N 2,5ml
NormaCont3+ NIC-0P32H 2,5 ml
NormaCont3+ KIT K1 NIC-032K1 6 x 2,5 ml (ZL.2N,2H)
NormaCont3+ KIT K2 NIC-032K2 8x 2,5 ml (1L,6N,1H)
NormaCont3+ KIT K3 NIC-032K3 10x 2,5 ml (2L,6N,2H)
NormaCont3+ KIT K4 NIC-032K4 12x 2.5 ml {(2L,8N,2H)
NormaCont3+ KIT KL NIC-032KL 6 x 2,5 ml (6L)
NormaCont3+ KIT KN NIC-032KN 6 x2,5 ml (6N)
NormaCont3+ KIT KH NIC-032KH 6 x 2,5 ml (6H)
NormaCal3 NIC-CAL32 2,5 ml
Norma Icon-5 Hematology Analyzer, Reagents and Controls
Pr:;i-uct Names Jl’mduct Codes Volume
Icon-5 Hematology Analyzer NI50H
‘Norma Autoloader NICA-AL30
Norma-iDil5 51 IC-11755 SL
Norma-iDil5 101 IC-11751 10L
Norma-iLyseS 11 1C-21751 1L
Norma-iClean5 1l 1C-51751 1L
Norma-iClean5 0,51 1C-51755 0.5L
Norma iRP51 (1601) 1C-91751 100 tests
Norma iRP54 (400t) 1C-91754 400 tests
NormaCont5+ low 3m] NIC-0P53L 3mL
NormaCont5+ normal 3ml NIC-0PS3N 3mL
NormaCont5+ high 3ml NIC-0PS3H 3 mlL
NormaCont5+ KIT KL (6L) NIC-053K1. 6 x:3 ml (61)
NormaContS+ KIT KN (6N} NIC-053KN 6.x 3 ml (6N)
NormaCont5+ KIT KH (6H) NIC-0S3KH 6x 3 ml(6H) ,
Nﬁn&agunt% KIT'K1 (21,2N,2H) NIC-053K1

6% 3 ml (2L2N,2H)*5

Norma Instruments Zrt. ~3530 Miskole, Arany Jdnos u. 11-13. 2. em, 211.
Postal address: 1038 Budapest, Papirgydr u. 58-59.~ VAT number: 24742159-3-05

email: office@normadiagnostika.com

tel: +36/1/815 4370

fax: +36/1/815 4379




Norma Instruments Zrt.

Norma Icon-5 OP Hematology Analyzer, Reagents and Controls

Product Names Product Endex N Volume
Icon-5 OP Hematology Analyzer , NOSOH
' Norma-iDil5 OP 1C-11775 SL
Norma-iDil5 OP 1C-11771 0L
Norma-iLyse5 OP 1C-21771 1L
Norma-iClean5 OP IC-51771 1L
Normia-iClean5 OP 1C-51775 5L
Norma-iRP51 OP 1C-91771 100 tests
Norma-iRP32 OP 1C-91772 250 tests
NormaCont5+ low 3ml NIC-0P53L 3 mL
NormaCont5+ normal 3ml NIC-0P53N 3 ml,
NormaCont5+ high 3ml NIC-0P53H 3 mlL
NormaCont5+ KIT KL (6L) NIC-053K1, 6x 3 ml (6L)
NormaCont3+ KIT KN (6N) NIC-053KN 6% 3 ml (6N)
NormaCont5+ KIT KH (6H) NIC-053KH 6x 3 ml(6H)
NormaCont5+ KIT K1 (2L,2N,2H) NIC-053K1 6 x3 ml (2L,2N.2H)

Norma Instruments Zrt. - 3530 Miskolc, Arany Jénos u. 11-13. 2, ;m. 211,
Postal address: 1038 Budapest, Papirgydr u. 58-59, ~ VAT number: 24742159-2:05
email: office@normadiagnostika.com tel: +36/1/815 4370 fax: +36/1/815 4379




Manufacturer Declaration of Conformity

Manufacturer’s name: Norma Instruments Zrt.

Place of business: 3530 Miskolc, Arany Janos u, 11-13. 2.em. 211. Hungary

Products: Norma Icon-3 Automated 3-part Hematology Analyzer, Reagents and
Control materials

Classification: General/Other IVD

REF.-Number: Listed in the attachment below

Place of factory: Norma Instruments Zrt.

1038 Budapest, Papirgyar u. 58-59, Hungary

Instrument was tested according to:

EN 61010-1:2001 (Second Edition);
EN61010-1:2010;

EN 6101-2-101:2002;

EN 61326-1:2003;

EN 61326-2-6:2013;

EN 55011:2009 A1:2010;

EN 61000-3-2:20006 +A1:2009+ A2:2009;
EN 61000-3-3:2008

We, Norma Instruments Zrt., do herewith declare under our sole responsibility that the
CE marked In Vitro Diagnostic Medical Devices listed in the attachment below

are in conformity with the Essential Requirements of Annex I and with the requirements
listed in Annex III by the Directive 98/79/EC on in vitro diagnostic medical devices (/VD
Directive)

and are in conformity with the requirements of the harmonized quality management system of
EN ISO 13485.

Budapest, 2019/01/30 NORMA | ?5”95’&{}%%}»?:
3850 Miskets &~ e %
Atany J. utea 111 i
Digitally signed by Lazaﬁz@ﬁéﬁ}l%ag‘i 74215 ; l
P Date: 2019.09.03 16:53:42 EEST ‘
TR Reason: MoldSign Signature
........ g‘), .. Location: Moldova

Gergely Domonkos Horvath
Chief Executive Officer
Norma Instruments Zrt.

Norma fnstruments Zrt. - 3530 Miskolc, Arany Jénos us 11-13. 2.em. 211,
Mailing Address: 1038 Budapest, Papirgyar u, 58-59. VAT number; 24742159-2-05
tel:+36 1 815 4370 fax: +36 1815 4379 email: office@normadiagnostika.com



‘norma

Attachment:
Product Names Product Codes Volume
Icon-3 Hematology Analyzer NI30H
Norma-iDil3 IC-11735 _ 3L
Norma-iDil3 IC-11731 10 L
Norma~iDil3 IC-11732 20L
Norma-ilyse3 1C-21731 1%
Norma-iSol3 1C-41731 11
Norma-iSol3 1C-41735 5L
Norma-iHClean IC-81731 100 ml
Norma-iHClean 1C-81730 1L
Norma-iHClean 4ml IC-81734 4 ml
Norma-iRP31 IC-91711 100 tests
Norma-iRP35 IC-91715 500 tests
NormaCont3+ NIC-0P32L 2,5 wil
NormaCont3+ NIC-0P32N 2,5ml
NormaCont3+ NIC-0P32H 2,5 ml
NormaCont3+ KIT K1 . NIC-032K1 6 x 2,5 ml 2L,2N,2H)
NormaCont3+ KIT K2 NIC-032K2 8 x 2,5 ml (1L,6N,1H)
NormaCont3+ KIT K3 NIC-032K3 10x 2,5 ml (2L,6N,2H)
NormaCont3+ KIT K4 NIC-032K4 12 x 2,5 ml (2L,8N,2H)
NormaCont3+ KIT KL NIC-032KL 6 x 2,5 ml (6L.)
NormaCont3+ KIT KN NIC-032KN 6 x 2,5 ml (6N)
NormaCont3+ KIT KH NIC-032KH 6 x 2,5 ml (6H)
NormaCal3 NIC-CAL32 2,5ml

Norma Instruments Zrt. - 3530 Miskolc, Arany Jénos w 11-13. 2.em. 211

Mailing Address: 1038 Budapest, Papirgyar u. 58-59. VAT number: 24742159-2-05

tel:+36 1 815 4370 fax: +361 815 4379 email: office@normadiagnostika.com




Translation of the certificate HU15/7647

The management system of

NORMA Instruments Zrt.

H - 3530 Miskole, Arany Janos u. 11-13,
H - 1038 Budapest, Papirgyér u. 58-59.

has been assessed and certified as meeting the requirements of

MSZ EN ISO 13485:2016

For ihe fo k:w;ng activities

Development, production and distribution of b!ood analysis
~ systems for the in-vitro diagnostic (IVD) market.

Further clarifications regarding the scope of this certificate and the applicability m'
MSZ EN iSO 13485:2016 requirements may be abtained by consulting the orgarxization.

This certificate is valid from 9 July 2018 until 28 April 2()21
aﬂd remams vai d subject to satisfactory surveillance audits.
 Re certification audit due before 17 April 2021

Issue 2. Certified since 28 April 2015

~ Date of approval: 8 July 2018

Authorised by

. =
Tohl Andrés

565 Hungaria Kit.
1531 Pf. 25. Siraly u. 4. 1124 Budapest Hungary
1+36 13093340 £+3613093333 WWW.5g5.cOm

»Page?of‘l'

é s ¥ !ﬁ }‘ ] 5 i 3 i
e ation of the content or appearance of ths document s
afenrkem may be pmaat:a{ed 1 the fullest exdentof the |

NAH-4-008502014

IRANYITAS| RENDSZEREKET
TANUSITO SZERVEZET
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