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Republica Moldova, MD-2068 Pecny6nuka Mongosa, MD-20638
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Fax: (373 22) 43-44-22 N O3 - L /9 ) ®akc: (373 22) 43-44-22

Beneficiar: .M.S.P. CENTRUL MEDICILOR DE FAMILIE MUNICIPAL BALTI
c/f 1003602150710
MD-3100, mun. Balti, str. Decebal 101 "V"

Garantie bancara

1. BC ,,Moldindconbank” S.A., sucursala Invest, cu adresa juridicd mun. Chisindu, bd. Moscova, 14/1 a fost
informata ca , BioSistem MLD” S.R.L., cu adresa juridica str. Albisoara, 16/1, ap. 7, mun. Chisindu, Republica
Moldova, IDNO 1010600028048 (numit in continuare ,,Ofertant”) urmeaza sa inainteze oferta catre Dvs. pana
la data de 17.01.2020 (numita in continuare ,,oferta”) pentru ,reactivi de laborator pentru dispozitive medicale
de tip inchis pentru anul 2020, conform licitatiei nr. ocds-b3wdp1-MD-1576572635219 din 17.01.2020.

2. La cererea Ofertantului, noi, BC ,Moldindconbank” S.A., sucursala Invest, cu adresa juridica mun. Chisinau, bd.
Moscova, 14/1, IDNO 1002600028096 in persoana directorului dl Denis Cebanu, care activeaza in baza
procurii, denumita in continuare ,,GARANT?”, prin prezenta, ne angajam in mod irevocabil s& va platim orice
suma sau sume ce nu depasesc in total suma de 21000 MDL (douazeci si una mii lei 00 bani), la primirea de
catre noi a primei solicitari din partea Dvs. in scris, insotite de o declaratie in care se specifica faptul ca
Ofertantul incalca una sau mai multe dintre obligatiile sale referitor la conditiile ofertei, si anume:

a) si-a retras oferta in timpul perioadei valabilitatii ofertei sau a modificat oferta dupa expirarea
termenului-limita de depunere a ofertelor; sau

b) fiind anuntat de catre autoritatea contractantd, in perioada de valabilitate a ofertei, despre
adjudecarea contractului: (i) esueaza sau refuza sa semneze formularul contractului; sau (ii) esueaza
sau refuza sa prezinte garantia de buna executie, daca se cere conform conditiilor licitatiei, ori nu a
executat vreo conditie specificatd in documentele de atribuire, inainte de semnarea contractului de
achizitie.

3. Aceasta garantie va expira in cazul in care Ofertantul devine castigator, la primirea de catre noi a copiei
instiintarii privind adjudecarea contractului si in urma emiterii garantiei de buna executle eliberata catre Dvs. la
solicitarea Ofertantului.

4. Prezenta garantie este valabila pana la data de 05.04.2020 inclusiv.

5. Prin urmare, orice cerere sau plata in conformitate cu aceasta garantie trebme receptionata de catre noi la oficiu
pana la data respectiva inclusiv.

6. Prezenta garantie se elibereaza in original Ordonatorului spre

Js/a{orlgmal Beneficiarului.

Director al sucursalei Denis Cebanu

Director financiar al sucursalei Maria Stegarescu-Viscovschii
Digitally signed by Poiata Vitalie
Date: 2020.01.17 11:46:16 EET
Reason: MoldSign Signature
Location: Moldova

Confidential - MICB
Atentie! Se interzice detinerea, sustragerea, alterarea, multiplicarea, distrugerea sau folosirea acestui document fara a dispune de drept de acces autorizat!




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
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Denumirea autorititii de licentiere

LICENT

o

Nr. 04432

Camera de Licentiere

Denumirea, forma juridici de organizare, sediul Societatea cu Riaspundere Limitati ¢

(adresa juridica) a titularului de licenta

Data si numdrul certificatului de

inregistrare de stat a titularului de licentd

Numairul de inregistrare
a intreprinderii sau IDNO

Codul fiscal

Genul de activitate, integral sau partial,

pentru a cérui desfasurare se elibereazi licenta

Data eliberirii licentei
eperfectatd: 1)19.10.2012;2)14.05.2014

‘Valabili pini la

Prelungita pina la: 03.10.2020

Semnditura conducitorului
autorititii de licentiere

: s 5
Nota: Licenta este valabild numai cu
. In care sint indicate conditiile de licentier

"BIOSISTEM MLD"

mun.Chiginau, str. Albisoara, 16/1, ap

12.08.2010 MD 0101250

1010600028048

* Importul, comercializarea, asistenta teh
si reparatia dispozitivelor medicale *

4 octombrie 2010

4 octombrie 2015

Ll i
o OMIET 4
i(.‘)ﬂ 2L B3

ot

Di?‘cﬁt@rr\gCamerei 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
Nr. | A2000595 din | 10.01.2020

1. Destinatia / Haznauenue

Pentru participarea la proceduri de achizitii publice

2. Date despre contribuabil / Ungopmarius o Hanoromniarebuke

Denumirea Codul fiscal / Numirul de identificare
Haunmenosanue DuckanpHbIi ko / UneHTHdrKaoHH b HoMep
[BIOSISTEM MLD SR.L. [1010600028048 |
Adresa sediului de baza (strada, numarul) Codul - Denumirea localitatii

Azpec OCHOBHOIO MECTOPACIONOKEHUs (YJIULIA, HOMEp) Ko - HaumeHoBaHMe HAaCENIEHHOTO ITyHKTa

|Albisoara nr.16 bL1 of.7 |0150-SEC.RISCANI |

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat/
IMoxrseprkieHre OTCYTCTBUS MM HATMYMs HEAOMMKHM COTJIACHO JaHHBIX MH(pOpMaloHHOH aBTOMaTH3UPOBaHHOM
CHUCTEMEI

La data emiterii prezentului certificat restanta fatd de bugetul public national constituie/ Ha naty
BBITIAYH JaHHOM CTPaBKM HEJOWMKA TIePel HAIIMOHABHBIM MYOIHYHBIM OFO/PKETOM COCTABIISIET:
0,00 lei/neii.

4. Valabil pina la / [leticteutenen mo 25.01.2020

5. Autentificarea Serviciului Fiscal de Stat / [Tonreepxaeny€ | ocy1apCTBEHHOM HAIOTOBOM CITyKObI

Sef DDF Riscani

— Ana STOICOV

Functia/lomxsocTs Numele si prenumele/®avumms u avs

L.S/ M.IL
Executor: __Claudia GO;IAN

Numele si pr

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului”// 10.01.2020 ora 13:40:10
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)
NOTA (0,02)



BIOSISTEM-MLD S.R.L.

c/f 1010600028048; adresa: str. Albisoara 16/1 of.7, or. Chisinau
tel.+373-22-808517, +373-22-808719, fax +373-22-808519.
Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com

Catre grupul de lucru
La evaluarea LP nr. ocds-b3wdpl-MD-1576572635219
Din 17.01.2020 la IMSP CMF Balti

Declaratie

Prin prezenta, SRL Biosistem mld garanteaza livrarea bunurilor oferite la licitatia Nr. ocds-
b3wdpl-MD-1576572635219 din 17.01.2020 conform cerintelor indicate de catre IMSP CMF Balti in
anuntul de participare si in DOCUMENTATIA STANDARD pentru realizarea achizitiilor publice de
bunuri si anume, in conditii Incoterms: DDP (Franco destinatie vimuit) 2010, cu transportul
Vanzatorului, in termen de pina la 5 zile de la solicitarea in scris a beneficiarului.

17.01.2020 Vitalie Poiata

LS



2*N.LF. AOR678823

omo 4.538, folio 127, hoja 48.411, libro 3.864, Scccion

Inscrita R.M. Barcelona, t

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.

J‘.qg .tuv‘00
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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

Page 2 of 5



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

Page 4 of 5



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



10/201 408 E A4 ® TUV, TUEV and TUV are registered tradernarks. 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
servicing of:
- Instruments and reagents for clinical diagnostic.
- Instruments and reagents for agro-alimentary analysis.
Distribution and servicing of instruments and reagents for
veterinary diagnosis.

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

Validity: The certificate is valid from 2017-12-13 until 2019-12-18.
First certification 1996

2017-12-14

[
TOV RheintandCert GmbH
Am Grauen Stein - 51105 KaIn

www.tuv.com

A TUVRheinland®

(( DAKKS Precisely Right.

Deutsche
Akkreditierungsstelle
D-ZM-16031-01-00




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

10/201 408EA4 @

Annex to certificate

Standard ISO 9001:2015
Certificate Registr. No. 01 100 6696

No. Location Scope

/01 BIOSYSTEMS, S.A. Labelling and assembling of
Pl. Can Tapioles naus 7-12-13 reagents.
08110 Montcada i Reixac Warehousing and shipment
Spain of:

-Instruments and Reagents
for clinical diagnostic.
-Instruments and Reagents
for agro-alimentary analysis.
-Instruments and Reagents
for veterinary diagnosis.

2017-12-14

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kéln

Page 1 of 1

www.tuv.com A TUVRheinIand®

Precisely Right.



Certificate

The

Certification Body of

TUV Rheinland LGA Products GmbH

hereby certifies that the organization

BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona

Spain

N ®
TUVRheinland

has established and applies a quality management system for medical devices

for the following scope:

Design and development, manufacture, distribution and
servicing of instruments and reagents for

clinical diagnostic

(see attachment for sites included)

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date:
Certificate Registration No.:
An audit was performed. Report No.:

This Certificate is valid until:

{ DAKKS
% Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02

Date 2017-11-28

2017-11-28
SX 60124804 0001
28300434 002

2019-12-12

Certification Body

TUV Rheinland LGA Products GmbH - Tillystrae 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806-3935

e-mail cert-validity @de.tuv.com http://www.tuv.com/safety

10/020d 04.08 ® TUV, TUEV and TUV are registered trademarks. Utifisation and application requires prior approval




TUV Rheinland

LGA Products GmbH
TillystraBe 2, 90431 Nurnberg

Attachment to

Certificate

Registration No.: SX 60124804 0001
Report No.: 28300434 002

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

Scope: Site included:
Poligono Industrial "Can Tapioles"
Naves 7, 12 y 13
08110 Montcada i Reixac (Barcelona)
Spain

Scope:

Labelling and Assembling of reagents and
Warehousing and Shipment of instruments and
reagents for clinical diagnostic

Certification Body

({ pAKKs

Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2017-11-28

. ®
TUVRheinland

1/1, Rev. 0

10/020d 0408 @ TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.
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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



Mindray Medical Russia

Ceptudukar

Nasedchin Alexandr

komnaHua: SRL Biosistem MLD

NMponaeH TeXHUYECKUU TPEHUHT NO KypcCy:

e ABTOMaTU4ecKun remaTosiorM4eckum
aHanusartop BC-5300
e ABTOMAaTUYECKU reMaTosIorM4yecKknm
aHanusartop BC-5800
e ABTOMAaTUYECKUN reMaTosiorM4ecknm

aHanu3satop BC-3600

05 oktabps — 09 okTsa6ps 2015
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mindray

healthcare within reach

CERTIFICATE of ATTENDANCE

Thisistocertify that
Mr. Alexandr Nasedchin

Biosistem=-mld SRL Moldova
has attended the course
Hematology Analyzer

BC-30s & BC-5150

Technical Training

2013.8.26

4% Diano

Manager Date: 2013.8.26
International Service Dept.

Shenzhen Mindray Bio-medical Electranics Co., Ltd.




Declaration of Conformity - V.01

Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Lid.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
" Eiffestrale 80
20537 Hamburg, Germany

Product: Auto Hematology Analyzer
Model: BC-3600
Including reagents as follo
M-30D DILUENT
M-30CFL LYSE
M-30R RINSE
PROBE GLEANSER

Classification: device not in IVDD annex Il and not for self
testing/performance evaluation
yte: WDD Annex IlI{excluding Section 6)

Conformity Assess

at the above mentioned products meet the

We herewﬂN

provisions of b\ rective 98/79/EC on In Vitro Diagnostic Medical
Devices. All supp };tmg 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: 2011-01-14
Place, Date of Issue: Shenzhen, 2011-01-14

Signature:
Name of Authorized Signatory: MrYang Long
Position Held in Company: Management Representative

|
|




Declaration of Conformity V 1.0

Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Helding Corp. GmbH (Europe)
Eiffestralle 80
20537 Hamburg, Germany

Product: Auto Hematology Analyzer

Model: BC-5000

[ncluding reagents as following:
M-52D DILUENT
M-52DIFF LYSE
M-52LH LYSE
PROBE CLEANSER

Classification: The dewce not in IVDD annex Il and not for self
testlng/performance evaluation

Conformity Assessment Roufe; !VDD‘Annex I[{excluding Section 6)

We herewith declare that the above mentioned products meet the
provisions of the Dlrectlve 98/79/EC on In Vitro Diagnostic Medical
Devices. All supportmg 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: 2013-9-26
Place, Date of Issue: Shenzhen, 2013-9-26

Signature: aD ‘1%9"

Name of Authorized Signatory:  Mr.tan ChuanBin

Position Held in Company: Manager ,Technical Regulation




Declaration of Conformity V 1.0

Declaration of Conformity c €

Manufacturer:

EC-Representative:

Product:

Model:

Classification:

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

20537 Hamburg, Germany

Auto Hematology Analyzer &

BC-5150

Including reagents as fdi'idw‘ing:
M-52D DILUENT
M-52DIFF LYSE
M-52LH LYSE. =
PROBE CLLEANSER

TH\‘e\:gje.\\.‘ii‘c?éj not in IVDD annex li and not for self
N -‘tgstinélpsrfbr}hance evaluation

Conformity Assessment Route ~1VDD Annex IIl{excluding Section 6)

We herewith" declare that the above mentioned products meet the
provisions of the Dlrectlve 98/79/EC on In Vitro Diagnostic Medical
Devices. All supportmg 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: 2013-9- 26

Place, Date of Issue:

Signature:

Shenzhen, 20‘{3 9-26

Xl

Name of Authorized Signatory: Mr.ian ChuanBin
Position Held in Company: Manager ,Technical Regulation




Produect:

Applied Standards:

EN 1SO 18113-1:2009

ENISO 18113-2:2009

EN IS0 18113-3:2009

EN 18O 15223-1:2012

EN 13612: 2002

IS0 14971:2012

EN 61010-1:2001

EN 61010-2-081:2002+A1.

2003+A1: 2003

EN 61010-2-101: 2002

|r—————_......—__.._.........._..

Declaration of Conformity V 1.0

Applied Standards List

Auto Hematology Analyzer
BC-5150. BC-5GG0

Including reagents as following:
M-52D DILUENT
M-52DIFF LYSE
M-52LH LYSE
PROBE CLEANSER

In vitro diagnostic medical devices —Infomatiaﬁ‘:égpplied by the
manufacturer(labelling) Part 1: Terr;ﬁs'f, déﬁqitipps an‘:d general requirements

| In vitro diagnostic medical devices -~I\ri‘fonna¥ic.m supplied by the manufacturer
(labelling} - Part 2: In vntro\ ‘di?gﬁoétic_m'agents for professional use

In vitro diag‘non;iq Kmed&i(‘:‘a‘l :de\.\f.i\c\.'éé'— Information supplied by the
manufact[jFé“r\(:;!gbél}ﬁg.) Part 3: In vitro diagnostic instruments for professional

use

f_-.Me\dié‘\al\ devices — Symbols to be used with medical device labels,

N
~

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

‘Performance evaluation of in vitro 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 (1VD}

medical equipment




Declaration of Conformity V 1.0

[EC 61010-2-010: 2005

EN 61326-1:2006

EN 61326-2-6:2006

EN 62304:2008

EN 62366:2008

EN 13640: 2002

Safety requirements for electrical equipment for measurement, control and
taboratory use - Part 2-010: Particular requirements for laboratory equipment
for the heating of materials

Electrical equipment for measurement, control and [aboratory use - EMC
requirements - Part 1: General requirements

Electrical equipment for measurement, conirol and laboratory use - EMC
requirements - Part 2-6: Particular requirements - In vitro diagnostic (1VD)
medical equipment

Medical device software- Software life cycle processes
Medical devices — Application of usability engiﬁeering to medical devices "

Stability testing of in vitro diagnostic medical devidé‘é:‘

|
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ZERTIFIKAT ¢ CERTIFICATE

Product Service

CERTIFICATE

No. Q517 03 44751 089

Holder 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

Certification Mark:

. ENISO 13485

tuv-sud.com/ps-cert

Scope of Certificate: 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.: SH1705528
Valid from: 2017-09-01
Valid until: 2020-08-31

Date, 2017-06-28 WM

Stefan Prei
Page 10of 3 (( DAKKS

Deutsche
Akkreditierungsste!
D-ZM-11321-01-00

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany TOV

lle

®
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ZERTIFIKAT ¢ CERTIFICATE &

&)

Product Service

CERTIFICATE
No. Q517 03 44751 089
Applied Standard(s): ENISO 13485:2016

Medical devices - Quality management systems -

Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016
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

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Bldg 9-13, Baiwangxin High-Tech Industrial Park,
Baimang, Xili Town, Nanshan, 518108 Shenzhen,
PEOPLE'S REPUBLIC OF CHINA

Shenzhen Mindray Biomedical Electronics Co., Ltd.
1203 Nanhuan Avenue, Guangming District, 518106
Shenzhen, PEOPLE'S REPUBLIC OF CHINA

Page 2 of 3 (( DAKKS

Deutsche
Akkreditierungsste
D-ZM-11321-01-00

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany TOV

lle

®



DAKKS CR1Z2/710.13

Attachment for Certificate No. Q5 17 03 44751 089 Product Service
Dated: 2017-06-28

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, Wearable ECG
Recorder,

Anesthesia Machine and Accessories, Ventilator,

Infusion Pump, Syringe Pump, Enteral Feeding Pump, Infusion Supervision System,
Ultrasonic Diagnostic Equipment and Accessories,

Digital Radiography System, Radiography System, Magnetic Resonance Imaging System
Hematology Analyzer, Clinical Chemistry Analyzer, Urine Analyzer, Microplate Reader,
Microplate Washer for invitro diagnostic use, Chemiluminescence Immunossay 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 Immunoassav 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,

—
<<
(&)
S
=
o
LLJ
Q
L 2
o
(= |
<
(&)
o
=
==
LLl
(&)
2
—
<
xz
=
S
b
[
.
LLJ
(&)
L 2
o
= |

Disposable Breathing Circuit, Reusable Breathing Circuit, Heat and Moisture Exchanger,

iE

Filter, Breathing Bag

o

X1
iy

o/

Munich, CRT, 2017-06-28

I oo

Stefan PreiB

Page 3 of 3

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

ZERTIFIKAT ¢ CERTIFICATE

" - )
TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany TOV
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ZERTIFIKAT - CERTIFICATE -

America

CERTIFICATE

No. QS5 17 07 44751 097

Certificate Holder:

Certification Mark:

Scope of Certificate:

Standard(s):

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

1509001 /4

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, Wearable ECG Recorder, Anesthesia
Machine and Accessories, Ventilator, Infusion Pump, Syringe
Pump, Enteral Feeding Pump, Infusion Supervision System,
Ultrasonic Diagnostic Equipment and Accessories, Digital
Radiography System, Radiography System, Magnetic
Resonance Imaging System, Hematology Analyzer, Clinical
Chemistry Analyzer, Urine Analyzer, Microplate Reader,
Microplate Washer for Invitro Diagnostic Use,
Chemiluminescence Immunossay 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, Chemilumin 1ce Immunc y Reagents,
Chemilumir Immunc v 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,

1SO 9001:2015

The Certification Body of TUV SUD America Inc. certifies that the company mentioned above
has established and is maintaining a quality management system that meets the requirements of

the listed standards.
Report No.:
Effective Date:
Expiry Date:

Page 1 of 3

TOV SUD America Inc.
10 Centennial Drive
Peabody, MA 01960
USA

M2606

2017-07-01
2020-06-30

B
Earl Buckmiller
Director, Quality Systems & MS Cert. Body

SCC Accredited
CB-MS

6

TOvV®
Accrédité CCN
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ZERTIFIKAT - CERTIFICATE -

America

CERTIFICATE

No. QS5 17 07 44751 097

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

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, Wearable ECG Recorder, Anesthesia Machine
and Accessories, Ventilator, Infusion Pump, Syringe Pump, Enteral Feeding Pump, Infusion Supervision
System, Ultrasonic Diagnostic Equipment and Accessories, Digital Radiography System, Radiography
System, Magnetic Resonance Imaging System, Hematology Analyzer, Clinical Chemistry Analyzer, Urine
Analyzer, Microplate Reader, Microplate Washer for Invitro Diagnostic Use, Chemiluminescence
Immunossay 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
Immunoassav 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

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Bldg 9-13, Baiwangxin High-Tech Industrial Park
Baimang, Xili Town

Nanshan, 518108 Shenzhen

PEOPLE’S REPUBLIC OF CHINA

Design and Development, Manufacturing of 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, Wearable
ECG Recorder, Anesthesia Machine, Ventilator, Ultrasonic Diagnostic Equipment and Accessories, Digital
Radiography System, Radiography System, Magnetic Resonance Imaging System. Disposable Anesthesia
Mask, Reusable Anesthesia Mask, Respiratory Mask, Disposable Breathing Circuit, Reusable Breathing
Circuit, Heat and Moisture Exchanger, Filter, Breathing Bag

Effective Date: 2017-07-01
Expiry Date: 2020-06-30

Earl Buckmiller

Director, Quality Systems & MS Cert. Body
Page 2 of 3

SCC Accredited
CB-MS

@

TOV SUD America Inc.
10 Centennial Drive

Peabody, MA 01960 wn s ®
USA -I-LN Accfégi?él"CCN
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TUOV SUD America Inc.

America

CERTIFICATE

No. QS5 17 07 44751 097

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
1203 Nanhuan Avenue

Guangming District

518016 Shenzhen

PEOPLE’S REPUBLIC OF CHINA

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, Wearable ECG Recorder,
Anesthesia Machine and Accessories, Ventilator, Infusion Pump, Syringe Pump, Enteral Feeding
Pump, Infusion Supervision System, Ultrasonic Diagnostic Equipment and Accessories (Ultrasonic
Transducer), Digital Radiography System, Radiography System, Magnetic Resonance Imaging
System, Hematology Analyzer, Clinical Chemistry Analyzer, Urine Analyzer, Microplate Reader,
Microplate Washer for Invitro Diagnostic Use, Chemiluminescence Immunossay 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 Inmunoassay Reagents, Chemiluminescence
Immunoassav 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

Effective Date: 2017-07-01
Expiry Date: 2020-06-30

et Fop

Earl Buckmiller
Director, Quality Systems & MS Cert. Body

Page 3 of 3

SCC Accredited
CB-MS

10 Centennial Drive
Peabody, MA 01960 ®

@

» oCsM
USA TOV Accndanp oo




A L Diamond Diagnostics Ine.
D I M D N D 333 Fiske Street» Holliston, MA 01748 USA

508.429.0450 » Fax: 508.428.0452
plIlABNOSTIOCS diamonddiagnostics.com

»

LETTER OF AUTHORIZATION

Date: September 10, 2019

To whom it may concern,

Diamond Diagnostics Inc., (hereinafter referred to as DD), having its registered office at 333 Fiske Street,
Holliston, MA 01746, USA, Biosistem-mld SRL, with business office at Albisoara 16/1 ap.7, Chisinau,
Republic of Moldova, to participate on any tender with the entire range of the SmartLyte and its

consumables (hereinafter referred to as PRODUCTS) and as an official representative for registration of
all our products in Moldova.

The Letter of Authorization is valid until 31t of December 2020, but may be freely withdrawn at any

time.
v
. 7/
Yours sincerely, s / — i 303
A / e o
4 /1 /
(,/ /Z
Eli Gallo Y L e
Regional Sales Manager ’ ke s

Diamond Diagnostics Dl AMDND

DIAGNOSTICS

Diamond Diagnostics, Inc.
333 Fiske Street

Holliston, MA 01746 USA
508.420.0450 « Fax: 50_8.429.0452
www.diamonddiagnostics.com

The Smart Lab Solution &/



DIAMOND

DECLARATION OF CONFORMITY

Diamond Diagnostics Inc. hereby ensures and declares that the product(s) listed below
comply with the requirement of the European Union In Vitro Diagnostics Medical Device
Directive 98/79/EC.

A Diamond Diagnostics Inc. ezlton kijelenti és biztositja, hogy az aladbb felsorolt termékek megfelelnek az In Vitro Diagnosztikai
Orvostechnikai eszkdzokrél sz6l6 Eurépai Unios 98/79/EC iranyelvben foglaltaknak.

Diamond Diagnostics Inc. versichert und erkla hiermit, daf3 die im Folgenden aufgefuhrten Produkte den Auflagen der IVD-Richtlinie fiir In-
vitro-Diagnostika der Europaischen Union (98/79/EC) entsprechen.

Diamond Diagnostics Inc. assure et declare par la présente que le(s) produit(s) listé(s) c- dessous sont conformes aux exigencies de la
directive européenne 98/79/CE relative aux dispositifs médicaux de diagnostici in vitro.

Diamond Diagnostics Inc. aseguray declara que los productos listados a continuacion cumplen con los requisites establecidos en la directive
98/79/EC de la Comunidad Europea para dispositivos medicos de diagnostic in vitro.

Diamond Diagnostics Inc. B#R3 75 B LUF 51l M7= SRR S WONIE [ R o TR M2 BT 230KAY 98/ T9/ECHE R RT S BB R

Diamond Diagnostics Inc. assegurar e declara que o produtos listado abaixo cumprir com os requisitos estabelecido no directiva 98/79/EC do
Comunidade Européia de dispositivos médicos de diagndstico in vitro.

Diamond Diagnostics Inc. rapaHTMpyeT u 3asBnseT, 4YTO MEepPeyYUCNEHHble HWKe NpoAyKTbl COOTBETCTBYT TpeboBaHWAM
OupexTuebl 98/79/EC EBponeiickoro coto3a 0 MeauLMHCKOM obopyaoBaHuM Ans AUarHoCcTuKK In-vitro.

Vitro Diagnostica Medical Device 98/79EC 4aslaill (8 da jaall o ) oW1 alai¥) lllaia aa (381 635 oLial 3 ) 3l Cilaiiall
OV XS5 gz el (S g3 Ll 23 gald 4S ) )

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

Product(s) / Termék(ek) / Produkt(e) / Produit(s) / Producto(s) / /it S) / Produto(s) / Ipomyxr (1) / (3) zill/ Prodott(i) ;

Model: Diamond Diagnostics Smartlyte/CareLyte/Gemlyte

Reagent & Controls:

AV-BP5186D Fluid Pack AV-BP0521D Deproteinizer AV-BP1025D ISE Cleaning Solution
AV-BP0380D Electrode Conditioning Solution AV-BP0344D Urine Diluent

Electrodes & Accessories:
AV-BP0413D Na+ Electrode

AV-BP0359D K+ Electrode AV-BP5027D Peristaltic Pump Tubing AV-BP5193D Pinch Valve Tubing Kit
AV-BP0570D CI- Electrode AV-BP5006D Sample Probe AV-BP5014D Shutdown Kit
AV-BP0360D Ca++ Electrode AV-BP5036D Sample Sensor AV-BP5194D Startup Kit
AV-BP0962D Li+ Electrode AV-BP5019D Reference Electrode Housing AV-BP9043D Fillport Assembly
AV-BP5026D Reference Electrode AV-BP5025D Printer Paper

(AR) Authorized Representative
Diamond Diagnostics Kit.
6 Oradna Street
1044 Budapest Hungary
< Tel: + 3617872222 Fax: + 3617872255
Authorized #
Officer: M Date: 30 April, 2018
/ Kathf Fisher
Global Quality Manager Quality Systems Registration

ISO 13485:2016
1ISO 9001:2015

Manufacturer’s name: Diamond Diagnostics Inc. (USA)

Manufacturer’s address: 333 Fiske Street Conformity Assessment Procedure
Holliston, MA 01746 USA Annex lll, Self-Declared
Tel: +1 (508) 429-0450 c €
Fax: +1 (508) 429-0452

The names of various manufacturers and their instruments referred to herein may be protected by trademark or other law, and are used herein solely for purpose of reference. Diamond
Diagnostics Inc. expressly disclaims any affiliation with them or sponsorship by them.

ECO# 8874 SOP16-2639F Revision 11 Effective Date: 05/01/18 Page 1 of 1




S
2
S
=
2
S
QU
o
N
S
Q
ey
S
=
=
=
O
U,

global assurance

This is to certify that the Quality Management System of:

Diamond Diagnostics Inc.

333 Fiske Street
Holliston MA 01746
United States of America

(See appendix for additional locations)
applicable to:

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

has been assessed and approved by
National Quality Assurance, U.S.A., against the provisions of:

ISO 9001:2015

Certificate Number: 16590
EAC Code: 34

7{ W 7 M Certified Since: November 10, 2005
Valid Until: November 6, 2020
Reissued: November 7, 2017

Forand on behalf of NQA, USA Cycle Issued: November 7, 2017

6 CCREDITERD
— T

MANAGEMENT STSTEMS
CERTIFICATRIMN BODY
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@#f global assurance

Appendix to Certificate Number: 16590

Includes Facilities Located at:

Diamond Diagnostics Inc.
Certificate Number 16590
333 Fiske Street

Holliston MA 01746

United States of America

Lowland Street
Certificate Number 16590
74 Lowland Street
Holliston MA 01746
United States of America

The design, manufacture and warehousing of blood

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

Warehouse

Certified Since: November 10, 2005
Valid Until: November 6, 2020
Reissued: November 7, 2017

Cycle Issued: November 7, 2017



global assurance

This is to certify that the Quality Management System of:

Diamond Diagnostics Inc.

333 Fiske Street
Holliston MA 01746
United States of America

Central function listed above. See appendix for additional locations
applicable to:

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

has been assessed and approved by
National Quality Assurance, U.S.A., against the provisions of:

ISO 13485:2016
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Certificate Number:
EAC Code:
Certified Since:

17163
34
February 7, 2006

Valid Until: November 6, 2020
Reissued: November 7, 2017
Forand on behalf of NQA, USA Cycle Issued: November 7, 2017

6 CCREDITERD
— T

MANAGEMENT STSTEMS
CERTIFICATRIMN BODY




=
2
e
S
.2
S
Q)
ac
N
S
i
S
=
=
y )
Yy
U

@#f global assurance

Appendix to Certificate Number: 17163

Includes Facilities Located at:

Diamond Diagnostics Inc.
Certificate Number 17163
333 Fiske Street

Holliston MA 01746

United States of America

Lowland Street
Certificate Number 17163
74 Lowland Street
Holliston MA 01746
United States of America

The design, manufacture and warehousing of blood

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

Warehouse

Certified Since: February 7, 2006
Valid Until: November 6, 2020
Reissued: November 7, 2017

Cycle Issued: November 7, 2017



BiO-GROUpP

BIO GROUP — MEDICAL SYSTEM Sri
Strumentazione e Diagnostici

Loc. Campiano, 9/B — 47867 Talamello (RN)
e.mail: info@biogroupmedicalsystem.com
Tel. +39 0541 920686

Fax +39 0541 922130

To: Whoever it may concern

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

04.12.2019
LETTER OF AUTHORIZATION

We, BIO GROUP MEDICAL SYSTEM Srl located in Loc. Campiano 9B
Talamello (RN) Italy VAT IT00964170419, do hereby authorize:

Biosistem-mld SRL with business office at Albisoara 16/1 ap.7 , Chisinau,
Republic of Moldova

to be our official representative to submit bids, and subsequently negotiate and
sign contracts for procurement of External quality controls for hematology in Republic
of Moldova.

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

The Executive Manager
Adelmo Ciccioni

BIG (i 7
MEDICAL SY51:. 7
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BIO GROUP — MEDICAL SYSTEM Sri
Strumentazione e Diagnostici

Loc. Campiano, 9/B — 47867 Talamello (RN)
e.mail: info@biogroupmedicalsystem.com

Tel. +39 0541 920686
Fax +39 0541 922130

Declaration of conformity certificate

We: Bio Group Medical System Stl Loc. Campiano 9/B, Talamello (RN) 47867 Italy
Ensure and declare with sole responsibility that the products:

Internal code: MSEQUALITYCH-MSEQSCHI2-

MSEQSCH4
EDMA Code: 38220000

Commercial name: QS Clinical Chemistry

First lot introduced in market: 112-NB

Internal code: MSEQUALITYPS
EDMA Code: 38220000

Commercial name: QS Specific Protein

First lot introduced in market: 220-NB

Internal code: MSEQUALITYEF
EDMA Code: 38220000

Commercial name: QS Electrophoresis

First lot introduced in market: 220-NB

Internal code: MSEQUALITYES-MSEQSE12
EDMA Code: 30021095

Commercial name: QS Hematology

First lot introduced in market: 2020-EN

Internal code: MSEQUALITYC-MSEQSC12-
MSEQSC4
EDMA Code: 38220000

Commercial name: QS Coagulation

First lot introduced in market: 084

Internal code: MSEQUALITYI-MSEQSI12-MSEQSI4

EDMA Code: 38220000

Commercial name: QS Immunology

First lot introduced in market: 360

Internal code: MSEQUALITYB
EDMA Code: 38220000

Commercial name: QS Bacteriology

First lot introduced in market: 326

Internal code: MSEQUALITYS
EDMA Code: 38220000

Commercial name: QS Serology

First lot introduced in market: 1020-SI

Internal code: MSEQUALITYU
EDMA Code: 38220000

Commercial name: QS Urine

First lot introduced in market: 002-U

Internal Code: MSEQUALITYH-MSEQSHB12
EDMA Code: 38220000

Commercial name: QS HBA1C

First lot introduced in market: 001-H

Internal Code: MSEQUALITYD
EDMA Code: 38220000

Commercial name: QS Drug of Abuse

First lot introduced in market: 330-D

Internal Code: MSEQUALITYSO
EDMA Code: 38220000

Commercial name: QS FOB

First lot introduced in market: 110-F

Internal Code: MSEQUALITYESR
EDMA Code: 30021095

Commercial name: QS ESR

First lot introduced in market: 001-V

Internal Code: MSEQUALITYCM Commercial Name: QS Cardiac Marker

EDMA Code: 38220000 First lot introduced in market: 201-C

meet the provisions of Council Directive 98/79/CE. annex L. as expected according to Council Directive 98/79/CE, annex I11. concerning
In Vitro Medical-Diagnostic Devices. which apply to us.

To this purpose, we guarantee and declare. on our own responsibility, what follows:

¢ Subsequent lots will be consistent with technical specification of the first lot. This conformity will be attested on the
quality control certificate.

¢ The specified item satisfy the all dispositions applicable of Directive 98/79/CE,

+  We undertake in storing and placing to the competent Authority disposal the technical dossier of the product, as required
by Council Directive 98/79/CE, annex 111, as well as the production and control registrations for a period of at least 5 years
after the last production date of the last lot,

¢ The specified device is designed, manufactured. and commercialized with date of first release not preceding the present
one.

The present conformity declaration has validity of a maximum of 5 years.

Moreover, the manufacturer declare to have established and to maintain an appropriate procedure to guarantee the post-sale surveillance,
as ted by Council Directive 98/79/CE, :

/}e;i:\’ }
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MD-CA-01 rev. 03

L'ENTE ITALIANO DI ACCREDITAMENTO

Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC
Signatory of EA, IAF and ILAC Mutual Recognition Agreements

CERTIFICATO DI ACCREDITAMENTO

ACCREDITAMENTO N.
ACCREDITATION N.

EmMESSO DA
IssueD BY

S1 DICHIARA CHE
WE DECLARE THAT

E CONFORME Al REQUISITI
DELLA NORMA

MEETS THE REQUIREMENTS

Accreditation Certificate

0017P rev. 00

DIPARTIMENTO LABORATORI DI PROVA

BIO-GROUP MEDICAL SYSTEM S.r.l.

Sede/Headquarters:
- Loc. Campiano 9/b - 47867 Talamello RN

UNI CEI EN ISO/IEC 17043:2010

ISO/IEC 17043:2010

OF THE STANDARD
QUALE Organizzatori di prove valutative interlaboratorio
As Proficiency Testing Provider
Data di 1° emissione Data di modifica Data di scadenza
1st issue date Modification date Expiring date
14-11-2018 " 14-11-2018 13-11-2022

(o Gno

Dott.ssa Silvia Tramontin
Il Direttore di Dipartimento

N

ng. Giuseppe Rossi
Il Presidente

The Department Director The General Director The President

L'accreditamento attesta la competenza tecnica dell'Organizzazione relativamente al campo di accreditamento riportato nell’Elenco
Schemi allegato al presente certificato di accreditamento.

1l presente certificato non & da ritenersi valido se non accompagnato dagli Elenchi Schemi, che possono variare nel tempo.

La vigenza dell'accreditamento pud essere verificata sul sito web (www.accredia.it) o richiesta al Dipartimento di competenza.

The accreditation certifies the technical competence of the organisation limited to the scope detailed in the attached Enclosure.
The present certificate is valid only if associated to the annexed schedule, that may vary in the time.
Confirmation of the validity of accreditation can be verified on website www.accredia. it or by contacting the relevant Department.

pag. 1/1

ACCREDIA

Sede operativa e legale: Via Guglielmo Saliceto, 7/9 | 00161 Roma - Italy | Tel. +39 06 8440991 | Fax +39 06 8841199
info@accredia.it | www.accredia.it | Partita IVA - Codice Fiscale 10566361001
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