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

CC 04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fata de bugetul public national
poe 5k din | 02032023

1. Destinatia / Haznauenue

Pentru participarea la proceduri de achizitii publice

2. Date despre contribuabil / Undopmaiys o Hanoronaare/bumMke

Denumirea Codul fiscal / Numarul de identificare
HaumeHoBanue DuckanbHblit Koa / UaeHTH(HKaHOHHBII HOMED
[BIOSISTEM MLD S.R.L. 1010600028048 |
Adresa sediului de bazi (strada, numirul) Codul - Denumirea localitatii

AJpec 0CHOBHOTO MECTOPACIIOJIONKEHUS (yaHLa, HOMEP) Koz - HauMeHOBaHHE HACEICHHOrO yHKTa

[Albisoara nr.16 bl.1 of.7 [0150-SEC.RISCANI |

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /
[ToxTBepskaeHNE OTCYTCTBUS MM HAJIMYUs HEJJOUMKHU COIJIACHO JaHHBIX MH(OpMAaIMOHHOM aBTOMATH3HPOBAHHOM
CHCTEMBI

La data emiterii prezentului certificat restanta fata de bugetul public national constituie/ Ha naty

BbI/Ia4M JJaHHOM CIIPABKH HEI0MMKa Tepe/l HAllMOHAJIbHBIM MyOJIMYHBIM OFO/IKETOM COCTABISET:
0,00 lei/nei.

4, Valabil pina la / Jleiictutenen go 17.03.2023

5. Autentificarea Serviciului Fiscal de Stat / [TontBepxnenue Focynap

Digitally signed by Stoicov Ana
Date: 2023.03.02 15:31:39 EET
Reason: MoldSign Signature

Sef interimar DDF Riscani 1 gcation: Moldava STOICOV Ana

Functia/lomknocts Semnitura/lloanmuce Numele si prenumele/®amunus u ums

HaJIOTOBOM CITYXKOBI

L.S/ M.IL.
Executor: GOJAN Claudia

Numele si prenumele/Damuins n ums

Este extras din Slstemul Informatlonal al SFS SIA ,,Contulcurent al contribuabilului”// 02.03.2023 ora 13:50:51
3044 (Monitorul Oficial 72-77/399, 28.03.2014)

NOTA (0,27)

Digitally signed by Poiata Vitalie
Date: 2023.03.14 16:15:16 EET
Reason: MoldSign Signature
Location: Moldova



CD BC “MOLDINDCONBANK” S.A.
< Filiala “Invest”

Republica Moldova, MD-2068 Pecny6mixa Monaosa, MD-2068
mun. Chisindu, bd. Moscovei, 14/1 Data 1.4 JAN, 2016 wyH. Kummny, 6y71. Mockoseii, 14/1
Tel. : (373-22) 43-44-81, 43-46-24 /, / ) 2 Ten. : (373-22) 43-44-81, 43-46-24
Fax : (373-22) 43-44-22 N Q3L — F9/45 Daxc : (373-22) 43-44-22
cod: MOLDMD2X329 xox MOLDMD2X329

Filiala ,Invest” BC ,,Moldindconbank” SA confirma existenta contului curent
in moneda nationala al “BIOSISTEM MLD” S.R.L. (¢/f1010600028048), cu
IBAN MD95ML000000002251429243.

Codul bancii MOLDMD2X329.

Director vj[{d[ Nina Turcan

Z QAOR. F7pe
et ST, A

Nina Balmus

Ex. Diana Brinza

Tel. 43-45-96



REPUBLICA Wiise sy MOLDOVA

CERTIFICAT
DE IWREGISTRARE

Societatea cu Riaspundere Limitati "BIOSISTEM MLD"
~—ESTE INREGISTRATA LA CAMERA INREGISTRART DE STAT

Numarul de identificare de stat - codul fiscal
1010600028048

12.08.2010

Data inregistrarii e N

12.08.2010

Data eliberarii

Svirepova Ludmila, registrator

" Functia, numele, prenumele persoanei
care a eliberat cerfificatul

MD 0101250

*

80007711 02>
101 4 e




LP. “AGENTIA SERVICII PUBLICE”

Departamentul inregistrare si licentiere a unitatilor de drept

EXTRAS

din Registrul de stat al persoanelor juridice

nr. 8506 din 28.04.2021

Denumirea completi: Societatea cu Rispundere Limitati «BIOSISTEM MLD».

Denumirea prescurtati: «BIOSISTEM MLD» S.R.L.
Forma juridica de organizare: Societate cu Rispundere Limitati.
Numirul de identificare de stat si codul fiscal: 1010600028048.
Data inregistrarii de stat: 12.08.2010.
Sediul: MD-2001, str. Albisoara, 16/1, ap.(of.) 7, mun. Chisindu, Republica Moldova.
Obiectul principal de activitate:
1 Activitatea farmaceutici;
2 Importul, fabricarea, comercializarea, asistenta tehnici si (sau) reparatia dispozitivelor
medicale si (sau) a opticii;
3 Acordarea asistentei medicale de ciitre institutiile medico-sanitare private;
4 Comertul cu ridicata al calculatoarelor, echipamentelor periferice si software-ului;
5 intre;inerea si repararea masinilor de birou si a tehnicii de calcul;
6 Consultatii in domeniul sistemelor de calcul.
Capitalul social: 5400 lei.
Administrator: POIATA VITALIE,
Asociati:
1. POIATA VITALIE 33,40 %
2. NASEDCHIN ALEXANDR 33,30 %
3. KOJEVNIKOV DMITRII 33,30 %.

Prezentul extras este eliberat in temeiul art. 34 al Legii nr. 220-XVI din 19 octombrie 2007 privind
inregistrarea de stat a persoanelor juridice si a intreprinzitorilor individuali si confirma datele din

Registrul de stat la data de: 28.04.2021.
Aliona

Specialist coordonator
tel. 022-207-840

Date cu caracter personal. Operator: LP. “Agentia Servicii Publice” 10 0000059



BIOSISTEM-MLD S.R.L.

c/f 1010600028048; adresa: or. Chisinau, str. Albisoara 16/1 of.7
tel.+373-22-808-517, +373-22-808719, fax: +373-22-808-519.
Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com

Lista fondatorilor Biosistem-mld SRL

Nr. Nume, Prenume IDNP

1. Vitalie Poiata 0983103892591
2. Alexandr Nasedchin 2002001070747
3. Dmitrii Kojevnikov  [0972305012362
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BioSystems

CERTIFICAT DE AUTORIZARE

Prin prezentul este autorizata

SRL Biosistem-MLD
cu sediul 16/1-7, Albisoara Str., Chisinau, R.Moldova

de a reprezenta in calitate de distribuitor oficial in Republica
Moldova produsele

BIOSYSTEMS SA
cu sediul C/Costa Brava 30
08030 Barcelona (Spain)

Bil,: CSLEILS) |

Costa ‘Brava. 30
08030 BCN

Area Manager
27-April-2013

BioSystems S.A. Costa Brava 30, 08030 Barcelona (Spain) Tel. +34-93 311 00 00 Fax +34-93 346 77 99
e-mail:biosystems@biosystems.es www.biosystems-sa.com



Inscrita R.M. Barcelona, tomo 4.538, folio 127, hoja 48.411, libro 3.864, Seccion 2° N.LF. A08678823

BioSystems

REAGENTS & INSTRUMENTS

EC DECLARATION OF CONFORMITY

BioSystems S.A., a company placed in Costa Brava 30, 08030 Barcelona (Spain)
dedicated to the design, development and manufacturing of in vitro diagnostic medical
devices,

Hereby DECLARES

That the products stated in the annex of five (5) pages joined herewith, meet the
applicable provisions of the

Directive on in Vitro Diagnostic Medical Devices (98/79/EC)

under the specifications declared by BioSystems S.A.

It means that the products:

e complies with all applicable Essential Requirements as set out in the Annex I, and
its technical documentation is performed following the requirements of the Annex IlI

e is classified as Other Device (all devices except Annex Il and Self-Testing Devices),
that is why the Conformity Assessment follows the procedure stated in the Annex Il of
the Directive without the intervention of a Notified Body.

Barcelona, November 6" 2012

Dr. Antonio Elduque
Managing director
BioSystems S.A.
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® Cortified Management

System

= ENISO 5001
® ENISO 13435

Biosystems S.A. Costa Brava 30, 08030 Barcelona (Spain) Tel. +34-93 311 00 00 Fax +34-93 346 77 99
biosystems@biosystems.es www.biosystems.es



CLINICAL CHEMISTRY — BIOCHEMISTRY:

a-Amylase-Direct

a-Amylase-EPS
a-Amylase-Pancreatic

Acid Phosphatase (ACP)

Alanine Aminotransferase (ALT/GPT)
Albumin

Alkaline Phosphatase (ALP)-AMP
Alkaline Phosphatase (ALP)-DEA
AspartateAminotranferase (AST/GOT)
Bilirubin (direct)

Bilirubin (total and direct)

Bilirubin (total)

Calcium — Arsenazo

Calcium — MTB

Cholesterol

Cholesterol HDL

Cholesterol HDL direct

Cholesterol HDL Precipitating reagent
Cholesterol LDL direct

Cholesterol LDL Precipitating reagent
Cholinesterase (CHE)

Citrate

Creatine Kinase (CK)
Creatine Kinase-MB (CK-MB)
Creatinine

Fructosamine

Fructose
g-Glutamyltransferase (g-GT)
Glucose

Iron — Chromazurol

Iron — Ferrozine

Iron Binding Capacity
Lactate Dehydrogenase (LDH)
Lactate Dehydrogenase (LDH) — IFCC
Lipase

Magnesium

Phosphorus

Protein (total)

Protein (urine)

Pyridoxal Phosphate
Triglycerides
Urea/BUN-Color
Urea/BUN-UV

Uric Acid

CLINICAL CHEMISTRY — TURBIDIMETRY::

a1-acid Glycoprotein
Albumin (Microalbuminuria)
Anti-Streptolysin O (ASO)
Antithrombin (Il
Apolipoprotein A-1 (Apo A-1)
Apolipoprotein B (Apo B)
b2-Microglobulin
Complement Component C3
Complement Component C4

C-Reactive Protein (CRP)
C-Reactive Protein-hs (CRP-hs)
Ferritin

Immunoglobulin A (IgA)
Immunoglobulin G (IgG)
Immunoglobulin M (IgM)
Prealbumin

Rheumatoid Factors (RF)
Transferrin

CLINICAL CHEMISTRY — MICROCOLUMN

CHROMATOGRAPHY:

17-Hydroxycorticosteroids

17-Ketosteroids

5-Aminolevulinic Acid (ALA) /
Porphobilinogen (PBG)

5-Hydroxyindoleacetic acid (5-HIAA)

Hemoglobin A1C
Hemoglobin A2
Metanephrines
Vanilmandelic Acid

Page 1 of 5



CLINICAL CHEMISTRY — STANDARDS and CALIBRATORS:

a-1-acid Glycoprotein Standard
Adenosine Deaminase (ADA) Standard
Albumin (Microalbuminuria) Standard
Anti-Streptolysin O (ASO) Standard
Antithrombin IIl Standard
Apolipoprotein A-l Standard
Apolipoprotein B Standard
b2-Microglobulin Standard

Bilirubin Standard

Biochemistry Calibrator

Biochemistry Calibrator (Human)

Cholesterol HDL/LDL Calibrator

CRP/CRP-hs Standard

Ferritin Standard

Hemoglobin A1C-Turbi (HbA1C-Turbi)
Standard

Prealbumin Standard

Protein Calibrators

Protein (urine) Standard

Rheumatoid Factors (RF) Standard

CLINICAL CHEMISTRY - INSTRUMENTS:

A15
A25

BA400
BTS-350

CLINICAL CHEMISTRY — BIOCHEMISTRY — REAGENTS

AUTOMATED SYSTEMS:

a-Amylase-Direct

a-Amylase-Pancreatic

Adenosine Deaminase (ADA)

Alanine Aminotransferase (ALT/GPT)

Albumin

Alkaline Phosphatase (ALP)-AMP

Alkaline Phosphatase (ALP)-DEA

Aspartate Aminotransferase
(AST/GOT)

Bilirubin (direct)

Bilirubin (total)

Calcium-Arsenazo

Cholesterol

Cholesterol HDL direct

Cholesterol LDL direct

Creatine Kinase (CK)
Creatine Kinase-MB (CK-MB)
Creatinine
g-Glutamyltransferase (g-GT)
Glucose

Iron Ferrozine

Lactate dehydrogenase (LDH)
Lipase

Magnesium

Phosphorus

Protein (total)

Protein (urine)

Triglycerides

Urea/BUN UV

Uric acid
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CLINICAL CHEMISTRY — TURBIDIMETRY — REAGENTS

AUTOMATED SYSTEMS:

Albumin (Microalbuminuria)
Anti-Streptolysin O (ASO)
Antithrombin [lI

Complement Component C3
Complement Component C4
C-Reactive Protein (CRP)
C-Reactive Protein-hs (CRP-hs)

Ferritin

Hemoglobin A1C-Turbi (HbA1C-Turbi)
Immunoglobulin A (IgA)
Immunoglobulin G (IgG)
Immunoglobulin M (IgM)

Rheumatoid Factors (RF)

Transferrin

CLINICAL CHEMISTRY — INTERNAL QUALITY CONTROL.:

ADA Controls

Biochemistry Control Serum (Human) |
Biochemistry Control Serum (Human) Il
Biochemistry Control Serum |
Biochemistry Control Serum Il

CK-MB Control Serum

Control Urine

Fertility Biochemistry Control
Hemoglobin A1C Control (Elevated)

Hemoglobin A1C Control (Normal)
Hemoglobin A2 Control

Lipid Control Serum |

Lipid Control Serum Il

Protein Control Serum |

Protein Control Serum II
Rheumatoid Control Serum |
Rheumatoid Control Serum Il

AUTOIMMUNITY - IFA (IMMUNOFLUORESCENCE):

Anti-Adrenal Cortex Antibodies (AACA)
Anti-Endomysium Antibodies (AEA)
Anti-Islet Cell Antibodies (AICA)
Anti-Keratin Antibodies (AKA)
Anti-Mitochondrial Antibodies (AMA)
Anti-nDNA antibodies (nDNA)
Anti-Neutrophil Cytoplasmic Antibodies
(ANCA)
Anti-Nuclear Antibodies HEp-2 (ANA
HEp-2)
Anti-Nuclear Antibodies RL (ANA-RL)
Anti-Skin Antibodies (ASA)
Anti-Smooth Muscle Antibodies (ASMA)
Anti-Striated Muscle Antibodies
(AStMA)

Anti-Thyroid Antibodies (ATA)

Autoantibodies DUO-HEp2/ML (DUO-
HEp2/ML)

Autoantibodies MsK/MsS (AA-
MsK/MsS)

Autoantibodies MsL/MsK/MsS (AA-
MsL/MsK/MsS)

Autoantibodies RK/RS (AA-RK/RS)

Autoantibodies RL/RK/RS (AA-
RL/RK/RS)

Autoantibodies RL/RKm/RS (AA-
RL/RKm/RS)

Glomerular Basement Membrane
Antibodies (GBMA)

Page 3 of 5



AUTOIMMUNITY — ELISA:

ANA Screening

Anti-Annexin V IgG/IgM (ANX)

Anti-b2-Glycoprotein 1 IgG/IgM
(b2GP1)

Anti-Cardiolipin Antibodies (ACA-
lgG/Ig)

Anti-Centromere B Antibodies (CENP-
B)

Anti-Citrullinated Protein Antibodies
(ACPA)

Anti-Deamidated Gliadin Peptides IgA
(DGP IgA)

Anti-Deamidated Gliadin Peptides IgG
(DGP IgG)

Anti-dsDNA Antibodies

Anti-GBM Antibodies - EIA (GBM)

Anti-Gliadin Antibodies (AGA-IgG/IgA)

Anti-Histones Antibodies (HIST)

Anti-Insulin Antibodies (INS)

Anti-Jo1 Antibodies

Anti-M2 Antibodies (M2)

Anti-MPO Antibodies

Anti-Nucleosome Antibodies (NCL)

Anti-Phospholipid IgG/IgM (APLA)

Anti-PR3 Antibodies

Anti-Ribosomal P Antibodies (Rib P)

Anti-Scl70 Antibodies

Anti-Sm Antibodies

Anti-Sm/RNP Antibodies

Anti-SSA (Ro) Antibodies

Anti-SSB (La) Antibodies

Anti-Thyroglobulin Antibodies (Anti-Tg)

Anti-Thyroid Peroxidase Antibodies
(Anti-TPO)

Anti-tTransglutaminase IgA Antibodies
(Anti- tTG IgA)

Anti-tTransglutaminase IgG Antibodies
(Anti- tTG IgG)

ASCA-IgG/IgA (ASCA)

ENA 4-Profile

ENA 6-Screening

AUTOINMUNIDAD - INSTRUMENTOS:
AUTOIMMUNITY - INSTRUMENTS:

iPRO
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RAPID TESTS — LATEX AGGLUTINATION:

Anti-Streptolysin O (ASO) - Slide
C-Reactive Protein (CRP) - Slide

Rheumatoid factors (RF) - Slide

INFECTIOUS IMMUNOLOGY — SYPHILIS:

RPR-Carbon

TPHA

INFECTIOUS IMMUNOLOGY - FEBRILE ANTIGENS:

Febrile Serodiagnostics Multiscreening
Febrile Serodiagnostics Salmonella
Brucella abortus

Brucella abortus, Rose Bengal
Proteus Ox19

Salmonella paratyphi AH
Salmonella paratyphi AO
Salmonella paratyphi BH
Salmonella paratyphi BO
Salmonella paratyphi CH
Salmonella paratyphi CO
Salmonella typhi H

Salmonella typhi O

Brucella Positive Control

Proteus Positive Control
Salmonella Positive Control
Serology Negative Control

Page 5 of 5
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BioSystems

Prin prezenta compania Biosystems SA producatorul
Analizorului biochimic A-15/ A-25 / BA-400 confirma faptul,
cd produsele urmatoare sunt certificate de DECLARATIA DE
CONFORMITATE CE Ne Ref . I-010 fiind parte integrald si
indispensabild al aparatului A-15/ A-25 / BA-400:

Rotor de reactie AC11485

Cuva pentru ser AC10770

Solutie concentrata de spalare BO13416

Solutie de sistem BO11524

Lampa Halogena LA10429

Ac pentru dozare AC11500

Reactivi biochimici, turbidimetrici, cromatografici,
standarde, controale, aglutinatie latex, indicate in anexa
declaratiei de conformitate CE.

el el ol o

Produsele sus mentionate sunt confectionate in conformitate
cu standardele ISO 9001 si ISO 13485.
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Xavier Palomar
Area Manager
27-April-2011

BioSystems S.A. Costa Brava 30, 08030 Barcelona (Spain) Tel. +34-93 311 00 00 Fax +34-93 346 77 99
e-mail:biosystems(@biosystems.es www.biosystems-sa.com
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® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Annex to certificate

Standard

Certificate Registr. No. 01 100 6696
No. Location

/01 BIOSYSTEMS S.A.

Costa Brava 30

ISO 9001:2015

08030 Barcelona

Spain

/02 BIOSYSTEMS, S.A.
Pol. Ind. Can Tapiolas
Naves 12, 13, 21y 22

08110 Montcada i Reixac (Barcelona)

Spain

Wwww.tuv.com

2022-12-15

Scope

Design, development, manufacture,
distribution, installation and service of
instruments and reagents for:

- Clinical diagnostics.

- Agri-food analysis.

- Veterinary diagnostics.

Reagent labelling and assembly.
Storage of raw materials for instruments,
instruments and reagents for:

- Clinical diagnostics.

- Agri-food analysis.

- Veterinary diagnostics.

Dispatched of stored product.

bod

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdln

Page 1 of 1

A TUVRheinland®

Precisely Right.



® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Certificate

Standard ISO 9001:2015

Certificate Registr. No. 01 100 6696

Certificate Holder: BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona
Spain

including the locations according to annex

Scope: Design, development, manufacture, distribution, installation and
service of instruments and reagents for:
- Clinical diagnostics.
- Agri-food analysis.
- Veterinary diagnostics.
Reagent labelling and assembly.
Storage of raw materials for instruments, instruments and reagents
for:
- Clinical diagnostics.
- Agri-food analysis.
- Veterinary diagnostics.
Dispatched of stored product.

Proof has been furnished by means of an audit that the
requirements of 1ISO 9001:2015 are met.

Validity: The certificate is valid from 2022-12-19 until 2025-12-18.
First certification 1996

2022-12-15 @L\

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 KoIn

OF MULT
‘p‘"ﬂp
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Coppssanu s
NITIoN ARRAN!

Deutsche A TUVRheInIand@

Akkrediti tell . .
0-ZM-16031.01.00 Precisely Right.

(( DAKKS

www.tuv.com




CERCCORTO ..

DECLARATION OF CONFORMITY

Forli, 23" February 2022

The writing company Ceracarta S.p.a. located in Via Secondo Casadei n° 14, 47122 Forli,
manufacturer of the products named , “COMPATIBLE PAPER FOR SONY UPP 110 S AND
HG ROLL”, (BASIC UDI-DI 8059170CAOQ01LN),identified and classified in the technical
file,declares under its own responsibility that such devices satisfies all the requirements of MDR
2017/745 , about medical devices and in particular that:

* in accordance with enclosure VIII-section Ill of the MDR the Dispositives in object must be
considered as belonging to Class I;
« the Dispositives in object satisfy the essential requirements as in enclosure I of MDR 2017/745;
*the manufacturer has prepared and keeps the technical files updated in accordance with enclosure
Il of the MDR;
ssuch documentation is available at the headquarters of Ceracarta , for any reference by the
entitled bodies.
« Ceracarta S.p.A. has implemented a quality system in accordance with the regulations UNI EN
ISO 9001: 2015 and UNI CEI EN 1SO 13485:2016.

The president

CERACARTA SPA
Bandini Alessandro

Aiid Bt

Ceracarta S p.A. Via Secondo Casadei, 14 - 47122 Fordi ITALY L - M m
H EI'-'NEI: —9

Tel: +3%9.0543780055 Fax: +39.0543781404
hitp:/fwww.ceracarta.it info@ceracarta.it MED
120 9001:2015 EN ISC 13485:2016




U
SYSTEMS &
IMAGING MATERIAL

* Wideranging and continuous availability of original materials,
both black and white and colour

¢ Centres for customer consulting for any clarification, information
and sample supply

¢ Extreme flexibility in order dispatching and great rapidity in
supplies

¢ Wide range of video printers, video recorders, monitors and video
cameras of the major brands

&= CEROCARTA

MADE IN ITALY

.L




ULTRASOUND | SYSTEMS

SONY BLACK AND
WHITE PAPERS

Four main models of rolls 110 mm. wide, between 18 and 20 meters long, from the UPP 110 S standard quality to UPP 110 HD high
definition type, to the excellent UPP 110 HG up to the top UPP 110 HA version ® boxes of ten pieces and cartons of 100 pieces.

Two models: UPP 210 SE and UPP 210 HD, measuring 210 mm x 25 m that, thanks to a plastic spacer can replace the discontinued UPP
216 SE/HD and work for loading into the UP-830,910 with no changes of settings, without forgetting the transparent film model UPT 210
BL e boxes of five pieces and cartons of twenty pieces.

SONY COLOUR
PAPERS/FILMS
& OTHER MEDIA

The complete range of original papers, in all sizes (AB,/ A5/ A4), for all types of printers launched on the market over the past years.
Considering the large volume of sales, there is always a substantial amount of stock available which means that in a few days we
can meet any request for any quantity. Furthermore, even though paper does not have an “expiry date”, such rapid turnover allows
to always have “fresh” products of recent manufacturing.



AN AR Q‘E\m MITSUBISHI
e COLOUR PAPERS
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MITSUBISHI

?.Q
BLACK & WHITE
PAPERS
Also in the case of this important brand which has a substantial This range of colour papers is compact, but at the same time

market share we have available all original paper types in black and sufficiently complete to meet any requirement in terms of
white, from the basic KP 61B /KP 65 HM to the glossy KP 91 HG. Mitsubishi printers launched on the market. Original paper in
sheets or in rolls (Mitsubishi exclusive) such as CK 30 S/L * stock
availability.

VIDEOPRINTERS FOR ULTRASOUNDS

UPX-898MD
BIFUNCTIONAL

mONY

uP-25MD

UPX 898 MD / UPD 898 MD - The ideal choice for ultrasound systems - Black & white

MITSUBISHI P93
UP-D711 MD - The compact, high speed printer - Small & lightweight

UP 25 MD / UPD 25 MD - Colour printer with high design - Perfect in a wide range of medical applications
P 93 / P 95 D - Black & white printers - Analog & digital versions

Paper printer mod Paper printer mod
UPP 84 S b/w mm. 84x13,5mt. UP-D711 MD KP 61 B e KP 61 CE b/w  mm.110x20mt P 60/61,/65/66/67 /68
UPP 84 HG b/w mm. 84x12,5mt. UP -D711 MD /90/91/93E/95DE
UPP 110 S b/w mm.110x20mt. UP 860,/ 890,/895,/897,/898 KP 63 HM CEi b/w  mm.110x18mt P 60/61/85/66/67/68
UPP 110 HD b/w mm.110:20m: | UP 860/ 890,/895,/897,/898 9 . goews;egesse .
UPP 110 HA b/w mm.110x18mt UP 890 KPE5HM-KPB5HM-E W mm.110:@0mt /ao/fs 1//%3/5 /B{E‘BDE/B
UPP 110 HG b/w mm.110x18mt UP 895,/ 897,898 KP 91 HG w1 B e
UPP 210 SE b/w mm.210x25mt UP 960/ 980,/970,/990/971/991AD
UPP 210 HD b/w mm.210x25mt UP 960,/ 980,/970,/990,/971/991AD K 95 HG b/w  mm.110x18mt P 93E/DW/ P 95E/DW
UPT 210 BL b/w mm210x125mt | UP 980/ 970,/990,/971,/991AD

CK30S col. 240 prints “Smal’ | CP30DW,/CP30W,/CP31W
UPC 218 col. 240 prints “Small’ | UP 20/ 21MD/D23MD/25MD,/D25MD
UPC 21 L col. 200 prints "Large” | UP 20/ 21MD/D23MD/25MD/D25MD | | cK 3oL col. 200 prints ‘Large” | CP30DW,/CP30W,/CP31W

UPC 55 col. 200 prints A5 UP 55MD/ D55
UPC-R80 MD col. 100 prints A4 UPD - R80 MD
UPT 510 BL Blue film 125 sheets 8’x10” | UP DF550/ DF750
UPT 512 BL Blue film 125 sheets 10"x12"| UP DF550/ DF750
UPT 514 BL Blue film 125 sheets 11"x14"| UP DF550/ DF750
UPT 517 BL  Blue film 125 prints 14"x17" | UP DF500

UPP 725 b/w 100 prints 8’x10" | UP D71XR/ D72XR/D74XRD
UPT 735 BL Blue film 100 prints 8'x10" | UP D71XR/ D72XR

UPC-770 col. 72 prints A4 UP-D75/77 MD Original black and white or colour papers are available also for printers of these
brands which, even though less widespread, are constantly present on the market.




ALTERNATIVE
PAPERS FOR
SONY &

MITSUBISHI

a / 2 °~.« OTHER PAPERS
NATH AND FILMS
Ceracarta uses Japanese raw materials to manufacture alternative Brands such as SONY, CODONICS, CANON, etc... are present with
black and white papers of excellent quality for the madels UPP 110 high-performance printers in the radiology, nuclear medicine and
S, KB61B and the high definition models UPP 110 HD, UPP 110 HG, photography units. Also for this important sector, Ceracarta can
UPP 210 HD, K 65 HM, etc. provide all types of papers and films.

* The prices quoted are very competitive
* They are all sent in an elegant and practical package.

X-RAY FILMS

A wide range of X-Ray films (mainly dry) for all the most sold brands (AGFA / FUJI / CARESTREAM / KONICA and all...).
Stock availability - Quality service.

=

BATTERIES RURACELL

WVARTA

Broad range of batteries for all customers’ needs both in medical and professional field. ¢ The most popular brands along with the
best quality. * Always available in stock.

CeCE. & s
¥ l ‘gﬁls e"‘o’ S50,
0051 H ﬁ f W CSQ

(= cEracarTa |l MeD

JSO 14001 50 45001 MADE IN TALY 1SO 9001:2015 = ENISO 13485:2016

sn ‘\"“‘

classIMD > class I MD (incl. Im)

Via Secondo Casadei N.1
zona industriale Villa Selva - 47122 Forli (Italy) tel. +39. 0543 780055 - fax +39.0543.781404
www.ceracarta.it - e mail: export@ceracarta.it

REV.10,/2021



‘ Certiﬁcate TUVRheinland

‘ Quality Management System
EN ISO 13485:2016

Registration No.: SX 16957791

‘ Organization: BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona

' Spain

Scope: Design and development, production, distribution and servicing
of instruments and reagents for clinical diagnostic.

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.

Proof has been fumished that the requirements specified in the abovementioned standard are fulfill
management system is subject to yearly surveillance.

Report No.: 92648791-40
Effective date: 2022-12-12 0 J“
Expiry date: 2025-12-12 ] / b )
Issue date: 2022-12-12 VI
N Jarostaw Pyclik
= TUV Rheinland LGA Products GmbH
« DAKKkS Tillystrafle 2 - 90431 Nirnberg - Germany
. Deutsthe

= Akkreditierungsstelle
D-ZM-14163-01-02 1/2

7M20h 04.08 ®  TUV, TUEV and TUY are registered trademarks. Utilisation and application requites prior approval.




Certificate

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1695779-1

Organization: BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona
Spain

i ®
TUVRheinland

The scope of certification includes the following additional sites:

No. Facility

101 BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona
Spain

/02 BIOSYSTEMS S.A.
Poligono Industrial Can Tapioles
Naves 12, 13, 21, 22
08010, Montcada i Reixac — Barcelona,

Spain
Report No.: 92648791-40
Effective date: 2022-12-12
Expiry date: 2025-12-12
Issue date: 2022-12-12
(( DAKKS
L Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02

10030 h 0408 ®  TOV, TUEV and TUY are registered trademarks. Utilisation and application requires prior approval.

Scope

Design and development, production,
distribution and servicing of instruments
and reagents for clinical diagnostic.

Labelling and assembling of reagents,
warehousing and shipment of instruments
and reagents for clinical diagnostic.

eoﬂ‘.

. Jarostaw. Py
TUV Rheinland LGA Products GmbH
Tillystrale 2 - 90431 Nirnberg - Germany

2/2




IS0 9001:2015 EN ISO 13485:2016
Carte diagrammate per tutte le apparecchiature di elettrodiagnostica. Chart Papers for all electrodiagnostic equipments.
Materiale di consumo ed accessori elettromedicali. Disposable and electromedical accessories.
Carte per apparecchi registratori industriali. Chart Papers industrial recording instruments.
Rotoli e pacchi speciali per sistemi esattoriali, di controllo, lotterie. Special rolls and fanfolds for tickets checking system, lottery.
Etichette radiofrequenza e soluzioni integrate. Rfid labels and chain solutions.

Sede (Head office and works) :
Via Secondo Casadei, 14 - 47122 FORLI' = ITALY
Tel : 0039 0543 780055 » Fax : 0039 0543 781404

http : // www.ceracarta.it « e-mail : info@ceracarta.it. T W .
Capitale Sociale : € 1.000.000 int. vers. o Whom it may concern

Registro Imprese FORLI'-CESENA
P.1./C.F./VAT.N.IT 00136740404
R.E.A. FORLI' N. 72646 — N. MECC. FO 006863

Forli,5" August 2022

AUTHORIZATION LETTER

We, Ceracarta Spa Via Secondo Casadei 14,47122 Forli(FC)-Italy manufacturer of
ECG electrodes and other medical consumables hereby authorize: Biosistem mld SRL
with business office at Albisoara 16/1 ap.7 , Chisinau, Republic of Moldova, to be our

authorized representative in Moldova for registration of our line of products.

This authorization is valid for 1 year from the date of issuance and automatically

renewable if no termination letter is issued by the manufacturer.

CERACARTA SPA
Bandini Alessandro

CERCACCORT s p.0.

AL bt

198°
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Dal 1960 al Vostro Servizio — Since 1960 at Your Service



CISQ is a member of

==

THE INTERNATIONAL CERTIFICATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management
System Certification in the world.

IQNet is composed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

www.img.it

CERTIFICATO N.
CERTIFICATE N. 9190.CRC3

SI CERTIFICA CHE IL SISTEMA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY SYSTEM OPERATED BY

CERACARTA SPA
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

UNITA' OPERATIVE / OPERATIVE UNITS
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

E' CONFORME ALLA NORMA /IS IN COMPLIANCE WITH THE STANDARD

1ISO 9001:2008
PER LE SEGUENTI ATTIVITA' / FOR THE FOLLOWING ACTIVITIES

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso industriale, ferroviario, medicale
e biglietteria anche conto terzi. Produzione e stampa di etichette e biglietti anche a lettura/scrittura in radio
frequenza (RFID). Sviluppo e produzione di creme, gel sterile e non sterile per applicazioni elettrodiagnostiche e
ad ultrasuoni, anche conto terzi. Commercializzazione ed immissione in commercio di accessori per
applicazioni elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Sviluppo e produzione di elettrodi
per ECG. Gestione della produzione ed immissione in commercio di elettrodi per ECG. Immissione in
commercio di piastre per elettrobisturi e defibrillatori. Commercializzazione di video stampanti, carte fotografiche
per video stampanti, stampanti e relativi materiali di consumo ed accessori
Manufacture and print of special recording chart papers for industrial, railway, medical use and ticketing also on
behalf of third parties. Manufacture and print of labels and tickets also radio frequency reading/writing (RFID).
Development and manufacture of creams, gels sterile and not sterile for electromedical and ultrasound
procedures also on behalf of third parties. Trade and placing on the market of accessories for electromedical
and ultrasound diagnostic devices and for electromedical equipment. Development and manufacture of
electrods for ECG. Production management and placing on the market of electrods for ECG. Placing on the
market of electrosurgical plates and defibrillation pads. Trade of videoprinters, photographic papers for
videoprinters, printers and related consumable and accessories

Ulteriori informazioni riguardanti I'applicabilita dei requisiti ISO 9001:2008 possono essere ottenute consultando l'organizzazione
Further clarifications regarding the applicability of ISO 9001:2008 requirements may be obtained by consulting the organization
IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL
REGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE

THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2002-11-26 2017-10-13 2020-10-07

L'Organizzazione dovra ottenere la certificazione secondo la norma ISO 9001:2015 entro il 2018/09/14;
in caso contrario, il presente certificato cessera la propria validita in tale data
The Organization shall obtain the certification according to ISO 9001:2015 within 2018/09/14;
otherwise the validity of this certificate will expire

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago

Data di scadenza del precedente ciclo di certificazione: 2017-10-07 FEDERAZIONE

Data di conclusione dell'audit di rinnovo: 2017-10-11

Data della decisione di rinnovo: 2017-10-13

CisQ

WWW.cisg.com

ACCREDIA ;
LENTE ITALIANO DI ACCREDITAMENTO S IAF _(E, 09’ 19' 29

CISQ é la Federazione Italiana di Organismi di

Organismo di Certiﬁcglziong Federato CISQ
Certificazione dei sistemi di gestione aziendale.

SGQ N°005A, SGA N°006D, SCR N°005F,
SSI N°003G, FSM N°0071, SGE N°006M, ) - ) A X
EMAS N°003P, PRD N°0058, PRS N°0BOC 1 processi riconducibili a settori IAF sottolineati risultano non ancora coperti da accreditamenta WWW.imq.it
ISP N°063E. LAB N°0121, LAT N°021 Processes related to underlined IAF sectors are not yet covered by accreditation % ? i
’ 3 La validita del certificato & subordinata a sorveglianza annuale e riesame completo del Sistema di Gestione con periodicita triennale CISQ is the Italian Federation of management
system Certification Bodies.

Membro deglt Avcordi di Mutwip Ricanascimento FATAF @ ILAC The validity of the certificate is submitted to annual audit and a reassessment of the entire Management System within three years

Signatory of EA, IAF and ILAC Mutual Recognition Agreements
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/IMQ as an IQNet Partner hereby states that the organization

CERACARTA SPA
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

for the following scope:

Manufacture and print of special recording chart papers for industrial, railway, medical use and
ticketing also on behalf of third parties. Manufacture and print of labels and tickets also radio
Sfrequency reading/writing (RFID). Development and manufacture of creams, gels sterile and not
sterile for electromedical and ultrasound procedures also on behalf of third parties. Trade and

placing on the market of accessories for electromedical and ultrasound diagnostic devices and for
electromedical equipment. Development and manufacture of electrods for ECG. Production
management and placing on the market of electrods for ECG. Placing on the market of
electrosurgical plates and defibrillation pads. Trade of videoprinters, photographic papers for
videoprinters, printers and related consumable and accessories

Further clarifications regarding the applicability of ISO 9001:2008 requirements may be obtained by consulting the organization

has implemented and maintains a
Quality Management System
which fulfills the requirements of the following standard

ISO 9001:2008

Issued on: 2017 -10-13

First issued on: 2002 - 11 - 26
for the validity date, please refer to the original certificate* issued by IMQ

Registration Number: 1T - 112265

| {***3 .
ey | 7 -
T SO CEmTTEATONNETOR O

Alex Stoichitoiu Ing. Claudio Provetti
President of IONET President of CISQ

IQNet Partners**:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil
FONDONORMA Venezuela ICONTEC Colombia Inspecta Certification Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland PCBC Poland
Quality Austria Austria RR Russia SIGE México SII Israel SIQ Slovenia SIRIM QAS International Malaysia
SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey Vingotte Belgium YUQS Serbia
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc.

* This attestation is directly linked to the IQNet Partner’s original certificate and shall not be used as a stand-alone document _
#* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com




ClSQ is a member of i

M€ D www.ignet-certification.com

. it IQNet, the association of the world’s first
www.imq.! class certification bodies, is the largest

C E RTI F I C ATO N . provider of management System

Certification in the world.

CER TIF/ CA TE N 9 1 24. C RC4 'I.QNet is composed of more than 30

b and ts over 150 subsidiaries

all over the globe.

SI CERTIFICA CHE IL SISTEMA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY SYSTEM OPERATED BY

CERACARTA SPA
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

UNITA' OPERATIVE / OPERATIVE UNITS

VIA SECONDO CASADEI 14 Z.1. VILLA SELVA - 47122 FORLI' (FC)

E' CONFORME ALLA NORMA /IS IN COMPLIANCE WITH THE STANDARD

EN ISO 13485:2012

PER LE SEGUENTI ATTIVITA' / FOR THE FOLLOWING ACTIVITIES

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso medicale anche conto terzi. Produzione e
stampa di etichette ad uso medicale. Sviluppo e produzione di creme, gel sterile e non sterile per applicazioni
elettrodiagnostiche e ad ultrasuoni, anche conto terzi. Commercializzazione ed immissione in commercio di accessori per
applicazioni elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Sviluppo e produzione di elettrodi per ECG.
Gestione della produzione ed immissione in commercio di elettrodi per ECG. Immissione in commercio di piastre per
elettrobisturi e defibrillatori. Commercializzazione di video stampanti, carte fotografiche per video stampanti, stampanti e
relativi materiali di consumo ed accessori per uso medicale
Manufacture and print of special recording chart papers for medical use also on behalf of third parties. Manufacture and print
of labels for medical use. Development and manufacture of creams, gels sterile and not sterile for electromedical and
ultrasound procedures also on behalf of third parties. Trade and placing on the market of accessories for electromedical and
ultrasound diagnostic devices and for electromedical equipment. Development and manufacture of electrods for ECG.
Production management and placing on the market of electrods for ECG. Placing on the market of electrosurgical plates and
defibrillation pads. Trade of videoprinters, photographic papers for videoprinters, printers and related consumable and
accessories for medical use

Ulteriori informazioni riguardanti I'applicabilita dei requisiti EN ISO 13485:2012 possono essere ottenute consultando l'organizzazione
Further clarifications regarding the applicability of EN ISO 13485:2012 requirements may be obtained by consulting the organization

IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL
REGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE
THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

DATE:  PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
1999-07-20 2017-10-13 2020-10-07

L'Organizzazione dovra ottenere la certificazione secondo la norma ISO 13485:2016 entro il 2019/02/28;
in caso contrario, il presente certificato cessera la propria validita in tale data
The Organization shall obtain the certification according to ISO 13485:2016 within 2019/02/28;
otherwise the validity of this certifi {ll expire

CISQ é la Federazione Italiana di

IMQ S.p.A. - VIA QUINTILIANG=43 - 20138 MILANO ITALY Organismi di Certificazione dei

Management Systems Division - Flavio Ornago i i di i iendall
Data di scadenza del precedente ciclo di certificazione: 2017-10-07 CISQ is the Italian Federation
Data di conclusione dell’audit di rinnovo: 2017-10-11 of management system
Data della decisione di rinnovo: 2017-10-13 Certification Bodies.

FEDERAZIONE

ACCREDIATN C’SQ

SGQ N°005A, SGA N°006D, SCR N°00SF,
SSI N°003G, FSM N°0071, SGE N°006M,
EMAS N°003P, PRD N°005B, PRS N°080C
ISP N°063E, LAB N°0121, LAT N°021
Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC | . it del certificato & subordinata a sorveglianza annuale e riesame completo del Sistema di Gestione con periodicita triennale
Signatory of EA, IAF and ILAC Mutual Recognition Agreements  Tpe vajidity of the certificate is submitted to annual audit and a reassessment of the entire Management System within three years

WWW.Cisg.com
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healthcare within reach

YFPX2022082900006

Cert.Code:

CERTIFICATE

Award to

Nasedchin Alexander

BIOSISTEM-MLD SRL, Moldova

For Successfully Completed the Course

Hematology

Classic 3-DIFF Series

Level: Service Professional

2022/06/28 - 2022/06/29
China

Cherry Yang -Fﬂ \? -

Manager Date: 2022.08.29

Training Department (Valid for two years )
Shenzhen Mindray Bio-medical Electronics Co.,Ltd.



Manufacturer:

EC-Representative:

Product:

Model:

Classification:

Signature:

Declaration of Conformity V 1.0

Standards Applied:
List of {(harmonized} standards for which documented evidence for compliance can be
provided as attachment.

Position Held in Company:

Declaration of Conformity c €

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China
Shanghai International Holding Corp. GmbH (Europe)
EiffestralRe 80

20837 Hamburg, Germany

Auto Hematology Analyzer

BC-20s

Including reagents as following:
M-30D DILUENT
M-30CFL LYSE
PROBE CLEANSER

The device not in IVDD annex |l and not for self
testing!performéhce evaluation

Conformity Assessment Route: IVDD_Annex IMl{excluding Section 6)

We herewith declare that the above mentioned products meet the
provisions of the Directive 98/79/EC on In Vitro Diagnostic Medical
Devices. All supporting documentations are retained under the premises
of the manufacturer.

Start of CE-Marking: 2015-3-31

Place, Date of Issue: Shenzhen, 2015-3-31

Name of Authorized Signatory:  Mr.tan ChuanBin

Manager ,Technical Regulation

|




Declaration of Conformity vV 1.0

Declaration of Conformity c €

Manufacturer:

EC-Representative:

Product:

Model:

Classification:

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China
Shanghai International Holding Corp. GmbH (Europe)
Eiffestrale 80

20537 Hamburg, Germany

Auto Hematology Analyzer

BC-30s

Including reagents as following:
M-30D DILUENT
M-30CFL LYSE
PROBE CLEANSER

The device not in IVDD annex Il and not for self
testing/performance evaluation

Conformity Assessment Route:. IVDD Annex IMI{excluding Section 6)

We herewith declare that the above mentioned products meet the
provisions of the Directive 98/79/EC on In Vitro Diagnostic Medical
Devices. All supporting documentations are retained under the premises

of the manufacturer.

Standards Applied:

List of (harmonized) standards for which documented evidence for compliance can be

provided as attachment.
Start of CE-Marking: 2015-3-31

Place, Date of Issue: Shenzhen, 2015-3-31

%) Gl

Name of Authorized Signatory:  Mr.tan ChuanBin
Positicn Held in Company: Manager ,Technical Regulation




o

Declaration of Conformity V 1.0

Product:

Applied Standards:

ENISO 18113-1:2011

ENISO 18113-2:2011

ENI1SO 18113-3:2011

ENISO 15223-1:2012

EN 13612: 2002

ISO 14971:2012

EN 61010-1:2001

EN 61010-2-081:2002+A1:

2003+A1: 2003

EN 61010-2-101: 2002

IEC 61010-2-010: 2005

Applied Standards List

Auto Hematology Analyzer
BC-20s. BC-30s

Including reagents as following:
M-30D DILUENT
M-30CFL LYSE
PROBE CLEANSER

In vitro diagnostic medical devices —Information supplied by the
manufacturer(labelling} Part 1; Terms, definitions and general requirements

I in vitro diagnostic medical devices - i‘nfonfnation supplied by the manufacturer
(labelling) - Part 2: In vitro diagnostic feagen'ls for professional use

In vitro diagnostic medical devices — Information supplied by the
manufacturer( labeling .)-F?art 3: In vitro diagnostic instruments for professional
use |

Medical devices — Symbols to be used with medical device labels,

labelling and information to be supplied —Part 1: General requirements

~ Performance evaluation of in vifro diagnostic medical devices

Medical devices — Application of risk management to medical devices

Safety requirements for electrical equipment for measurement, control, and
laboratory use Part 1: General requirement

Safety requirements for electrical equipment for measurement, control and
laboratory use - Part 2-081: Particular requirements for automatic and
semi-automatic laboratory equipment for analysis and other purposes

Safety requirements for electrical equipment for measurement, control, and
laboratory use - Part 2-101: Particular requirements for in vitro diagnostic (IVD})
medical equipment

Safety requirements for electrical equipment for measurement, control and

|




Declaration of Conformity v 1.0

EN 61326-1:2006

EN 61326-2-6:2006

EN 62304:2006

EN 62366:2008

EN 13640: 2002

EN 18013485:2012

laboratory use - Part 2-010: Particular requirements for laboratory equipment
for the heating of materials
Electrical equipment for measurement, control and laboratory use - EMC

requirements - Part 1. General requirements

Electrical equipment for measurement, control and laboratory use - EMC
requirements - Part 2-6: Particular requirements - In vitro diagnostic (IVD)
medical equipment

Medical device software- Software life cycle processes

Medical devices — Application of usability engineering to medical devices

Stability testing of in vitro diagnostic medical devices

Medical devices - Quality management systems - Requirements for regulatory

purposes




December 29" 2020

LETTER OF DECLARATION

To whom it may concern,

We, Shenzhen Mindray Bio-Medical Electronics Co., Ltd., ("Mindray")
manufacturer of Hematology analyzer BC-30s, do hereby declare that:

The following reagents:

¢ Al12-000047 M-30D DILUENT

e Al12-000084 M-30CFL LYSE

e 105-000405-00 Probe Cleanser

s 105-003223-00 SC-CAL PLUS Calibrator 2x3.0ml

e 105-003227-00 BC-3D Control 3 x 3.0ml Tri-pack(1L, IN, 1H)

Are manufactured by our company exclusively for the use with the closed-system BC-30s

Hematology Analyzers.

Sincerely yours,

A

g Ww'”‘"j

Gene nager.of 8les and Marketing Division, C IS & TUR
Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

SHENZHEN MINDRAY
BIO-MEDICAL ELECTRONICS CO, LTD.

Misdray Buitding, Keji Vith Road South,

roghy ing

Park, Nanshan

B {hing
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CIS—AL-L 1373-13021291 m I n d"ay

To,
Biosistem-mld SRL
Albisoara 16/1 ap.7
Chisinau, R. Moldova
26.02.2019

MANUFACTURERS AUTHORIZATION

We, Shenzhen Mindray Bio-Medical Electronics Co., Ltd., (""Mindray'") manufacturer of
Hematology analyzers, hereby authorize: Biosistem-mld SRL, with business office at
Albisoara 16/1 ap.7, Chisinau, Republic of Moldova, to submit bids and subsequently
negotiate and sign Contracts for reagents and consumables for all auto-hematology analyzers
supplied by company Biosistem-mld SRL.

The authorization period is valid one year from issue date and automatically renewable if no
termination letter is issued by either part.

Neither this Letter of Authorization nor any further extension, will impose any obligation or
grant any rights regarding further distribution of Product, nor allow any party to seek
compensation for goodwill developed during the term of Letter of Authorization or any

further extension.

Luan HaijTao
Deputy Manager of International Sales and Marketing System,
Commonwealth of Independent States

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

SHENZHEN MINDRAY

BIO-MEDICAL ELECTRONICS CO., LTD.
Mindray Building, Keji 12th Road South,
High-tech Industrial Park, Nanshan,

Shenzhen 518057, P.R. China

Tel: +86 755 81888998

Fax: +86 755 26582680

Website: www.mindray.com



SCC Accredited

CB-MS
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< ®
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m Accrédité CCN o
— America
b
o
# CERTIFICATE
ot No. QS5 044751 0140 Rev. 02
L 2
o . . . .
=) Certificate Holder: Shenzhen Mindray Bio-Medical
< Electronics Co., Ltd.
w Mindray Building
e Keji 12th Road South
— High-Tech Industrial Park
- Nanshan
o 518057 Shenzhen
w PEOPLE'S REPUBLIC OF CHINA
L 4 Certification Mark:
—
<g
=z
=
o 1SO 9001
=
E Scope of Certificate: See Page 2 for Overall Scope Statement.
LLl
(&)
4
fHm
Ao
“lT
Ao
'IIIEt
!,3,,‘& Standard(s): 1ISO 9001:2015
4
The Certification Body of TUV SUD America Inc. certifies that the company mentioned above has established and is
ll'l_-l maintaining a quality management system that meets the requirements of the listed standards.
g Report No.: SH2005501
L Effective Date: 2020-08-12
o
E Expiry Date: 2023-06-30
(&)
L 2
— Page 1 of 4
<< Date of Issue: 2020-08-20 [
=z e T
— MW@
(NN
|: Tina Israel
o Manager, US Certification Body,
T Medical and Health Services ®
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CERTIFICATE

No. QS5 044751 0140 Rev. 02

Overall Scope Statement

Page 2 of 4
Date of Issue: 2020-08-20

Design and Development, Production and
Distribution of Medical Electronic Equipment
(including Patient Monitor and Accessories, Vital
Signs Monitor, Center Monitoring System, Telemetry
Monitoring System, Pulse Oximeter, Temperature
Probe, Flow Sensor, Ambulatory Blood Pressure
Monitor, Defibrillator / Monitor and Accessories,
Electrocardiograph, Anesthesia Machine and
Accessories, Ventilator, Air Compressor, Endoscope
Camera System, Ultrasonic Diagnostic Equipment
and Accessories, Digital Radiography System,
Radiography System, Hematology Analyzer, Clinical
Chemistry Analyzer, Urine Analyzer, Microplate
Reader, Microplate Washer for In-Vitro Diagnostic
Use, Chemiluminescence Immunossay Analyzer,
Flow Cytometer, (Auto) Sample Processing System,
Auto Slide Maker and Stainer, Glycohemoglobin
Analyzer, Specific Protein Analyzer), Reagents for
Hematology Analyzer, Reagents for Clinical
Chemistry Analyzer, Chemiluminescence
Immunoassay Reagents, Chemiluminescence
Immunoassay Calibrators and Controls, Reagents
for Flow Cytometer, Reagents for Glycohemoglobin
Analyzer, Calibrators and Controls for
Glycohemoglobin Analyzer, Disposable Anesthesia
Mask, Reusable Anesthesia Mask, Respiratory Mask,
Disposable Breathing Circuit, Reusable Breathing
Circuit, Heat and Moisture Exchanger, Filter,
Breathing Bag
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Tina Israel

Manager, US Certification Body,
Medical and Health Services

TUV SUD America Inc. « 10 Centennial Drive Ste 207 + Peabody, MA 01960 USA « www.tuvsud.com

&

America


http://www.tuvsud.com/

=
<g
(&)
Ll
[
('
Ll
(&)
L 4
()
a
<L
(&)
Ll
=
('
Ll
(&)
L 4
=
<
=z
s
o
=
=
o
LLJ
(&)
2
fHm
o
“lT
o
AlT
R3O
Elll=4
L 2
L
=
<t
(&)
Ll
=
('
LLJ
(&)
¢
=
<
==
L.
=
('
Ll
N
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CERTIFICATE

No. QS5 044751 0140 Rev. 02

&

America

Facility(ies): Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, High-Tech
Industrial Park, Nanshan, 518057, Shenzhen,
PEOPLE’S REPUBLIC OF CHINA

Facility Scopes: Design and Development, Production and Distribution of
Medical Electronic Equipment (including Patient Monitor
and Accessories, Vital Signs Monitor, Center Monitoring
System, Telemetry Monitoring System, Pulse Oximeter,
Temperature Probe, Flow Sensor, Ambulatory Blood
Pressure Monitor, Defibrillator / Monitor and
Accessories, Electrocardiograph, Anesthesia Machine
and Accessories, Ventilator, Air Compressor, Endoscope
Camera System, Ultrasonic Diagnostic Equipment and
Accessories, Digital Radiography System, Radiography
System, Hematology Analyzer, Clinical Chemistry
Analyzer, Urine Analyzer, Microplate Reader, Microplate
Washer for In-Vitro Diagnostic Use, Chemiluminescence
Immunossay Analyzer, Flow Cytometer, (Auto) Sample
Processing System, Auto Slide Maker and Stainer,
Glycohemoglobin Analyzer, Specific Protein Analyzer),
Reagents for Hematology Analyzer, Reagents for
Clinical Chemistry Analyzer, Chemiluminescence
Immunoassay Reagents, Chemiluminescence
Immunoassay Calibrators and Controls, Reagents for
Flow Cytometer, Reagents for Glycohemoglobin
Analyzer, Calibrators and Controls for Glycohemoglobin
Analyzer, Disposable Anesthesia Mask, Reusable
Anesthesia Mask, Respiratory Mask, Disposable
Breathing Circuit, Reusable Breathing Circuit, Heat and
Moisture Exchanger, Filter, Breathing Bag
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CERTIFICATE

No. QS5 044751 0140 Rev. 02

&

America

Facility(ies) Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
1203 Nanhuan Avenue, Guangming District, 518106
Shenzhen, PEOPLE’S REPUBLIC OF CHINA

Facility Scopes: Design and Development, Production and Distribution of
Medical Electronic Equipment (including Patient Monitor
and Accessories, Vital Signs Monitor, Center Monitoring
System, Telemetry Monitoring System, Pulse Oximeter,
Temperature Probe, Flow Sensor, Ambulatory Blood
Pressure Monitor , Defibrillator / Monitor and
Accessories, Electrocardiograph, Anesthesia Machine
and Accessories, Ventilator, Air Compressor, Endoscope
Camera System, Ultrasonic Diagnostic Equipment and
Accessories, Digital Radiography System, Radiography
System, Hematology Analyzer, Clinical Chemistry
Analyzer, Urine Analyzer, Microplate Reader, Microplate
Washer for In-Vitro Diagnostic Use, Chemiluminescence
Immunossay Analyzer, Flow Cytometer, (Auto) Sample
Processing System, Auto Slide Maker and Stainer,
Glycohemoglobin Analyzer, Specific Protein Analyzer),
Reagents for Hematology Analyzer, Reagents for
Clinical Chemistry Analyzer, Chemiluminescence
Immunoassay Reagents, Chemiluminescence
Immunoassay Calibrators and Controls, Reagents for
Flow Cytometer, Reagents for Glycohemoglobin
Analyzer, Calibrators and Controls for Glycohemoglobin
Analyzer, Disposable Anesthesia Mask, Reusable
Anesthesia Mask, Respiratory Mask, Disposable
Breathing Circuit, Reusable Breathing Circuit, Heat and
Moisture Exchanger, Filter, Breathing Bag
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(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Service

No. Q5 044751 0164 Rev. 02

Holder of Certificate:

Certification Mark:

Scope of Certificate:

Shenzhen Mindray Bio-Medical

Electronics Co., Ltd.
Mindray Building

Keji 12th Road South

High-Tech Industrial Park
Nanshan

518057 Shenzhen

PEOPLE'S REPUBLIC OF CHINA

tuv-sud.com/ps-cert

Design and development,

production and distribution of

Active medical devices (intended) for monitoring,
diagnosis, anesthesia, breathing and intensive care;
In-vitro diagnostic instruments;

Non-active accessories

for breathing therapy and anesthesia;

In-vitro diagnostic reagents and kits (intended)
for hematology, clinical chemistry,

immunology and cell analysis

(For detail information see following pages)

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned above
has established and is maintaining a quality management system, which meets the requirements of the
listed standard(s). See also notes overleaf.

Report No.:

Valid from:
Valid until:

Date, 2020-07-24

Page 10of 3

SH2005501

2020-09-01
2023-08-31

c@l(—\/

Christoph Dicks
Head of Certification/Notified Body

TUV SUD Product Service GmbH - Certification Body * Ridlerstralle 65 « 80339 Munich « Germany
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( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 044751 0164 Rev. 02

Product Service

> TUV SUBE TUV SUB

Applied Standard(s):  ENISO 13485:2016
PPl ( ) Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facilitv(ies): Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Y( ) Mindray Building, Keji 12th Road South, High-Tech Industrial Park,
Nanshan, 518057 Shenzhen, PEOPLE'S REPUBLIC OF CHINA

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
1203 Nanhuan Avenue, Guangming District, 518106 Shenzhen,
PEOPLE'S REPUBLIC OF CHINA
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ZERTIFIKAT & CERTIFICATE

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate

No. Q5 044751 0164 Rev. 02

For the product(s)/product category (ies):

Patient Monitor and Accessories, Vital Signs Monitor,
Center Monitoring System, Telemetry Monitoring System,
Pulse Oximeter, Temperature Probe, Flow Sensor,
Ambulatory Blood pressure Monitor,

Defibrillator/Monitor and Accessories, Electrocardiograph,
Anesthesia Machine and accessories, Ventilator,

Air compressor, Endoscope Camera System,

Ultrasonic Diagnostic Equipment and Accessories,

Digital Radiography System, Radiography System,
Hematology Analyzer, Clinical Chemistry Analyzer,

Urine Analyzer, Microplate Reader,

Microplate Washer for invitro diagnostic use,
Chemiluminescence Immunoassay Analyzer,

Flow Cytometer, (Auto) Sample Processing System,

Auto Slide Maker&Stainer, Glycohemoglobin Analyzer,
Specific Protein Analyzer, Reagents for Hematology Analyzer,
Reagents for Clinical Chemistry Analyzer,
Chemiluminescence Immunoassay Reagents,
Chemiluminescence Immunoassay Calibrators and Controls,
Reagents for Flow Cytometer,

Reagents for Glycohemoglobin Analyzer,

Calibrators and Controls for Glycohemoglobin Analyzer,
Disposable Anesthesia Mask, Reusable Anesthesia Mask,
Respiratory Mask, Disposable Breathing Circuit,

Reusable Breathing Circuit, Heat and Moisture Exchanger,
Filter, Breathing Bag.
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