ORDIN DE PLATA NR.: 977 TIP.DOC. 1
DATA EMITERII:29 octombrie 2021

PLATITI: 2000-00 LEI: Doua Mii lei 00 bani
PLATITOR: (R) 'BIOSISTEM CONTUL DE PLATI/CODUL IBAN
MLD" SRL MD95ML0O00000002251429243

CODUL FISCAL :1010600028048 /

PRESTATORUL PLATITOR CODUL BANCII:

BC"Moldindconbank"S.A. fil."Invest" Chisinau :MOLDMD2X329:
BENEFICIAR (R)Institutul d CONTUL DE PLATI/CODUL IBAN
e Cardiologie IMSP MD98ML000000002251902161

CODUL FISCAL :1003600150613 /

PRESTATORUL BENEFICIAR CODUL BANCII:

BC"Moldindconbank"S.A. :MOLDMD2X
DESTINATIA PLATII:Pentru garantia pentru: TIPUL TRANSFERULUT
oferta la procedura de achizi?ie public: NORMAL/URGENT :N:
a nr. ocds-b3wdpl-MD-1632465404156 din O: :
1.11.2021
L.S

CODUL TRANZACTIEI:001:
DATA PRIMIRII:29/10/2021 : SEMNATURILE
DATA EXECUTARITI: : EMITENTULUI
CONDUCATOR:Web Poiata Vitalie :
MIIGYwYJKOZIhvcNAQcCoIIGVDCCB1ACAQExCzAJBgUrDgMCGgUAMASGCSOGSIb3:
DQEHAaCCBGwwggROMIIDUKADAgGECAhRNHAAC)bilrgFksQO0G4AAAAAKNUMAOGCSgG:
STIb3DQEBCWUAMCIxIDAeBgNVBAMTEFONFUIQxLUNBLU1vbGRpbmRjb251YW5rMB4X @
DTIxMDEyODExMzgwNVoXDTIOMDEyODEXNDgwNVowgZ8xCzAJBgNVBAYTAk1EMRAW :
YDVQQIEwdNb2xkb3ZhMREwWDWYDVQQHEWhDaG1lzaWShdTEWMBQGA1UEChMNQm1 v

(semnatura electronica)
CONTABIL-SEF:Web Nasedchin Alexandr :
MIIGZwYJK0ZIhvcNAQcCoIIGWDCCBI1QCAQExCzAJIJBgUrDgMCGgUAMASGCSgGSIb3:
DQEHAaCCBHAWGgRsMIIDVKADAGECAhNHAACT cahRKgbJeg8QAAAAAKNXMAOGCSIG:
STIb3DQEBCWUAMCIxXIDAeBgNVBAMTFONFULQOxLUNBLUlvbGRpbmRjb25i1YW5rMB4X :
DTIxMDEyODExMzkxOFoXDTIOMDEyODEXNDkxOFowgaMxCzAJBgNVBAYTAk1EMRAW :
YDVQQIEwWdNb2xkb3ZhMREwWDWYDVQQHEwhDaGlzaW5hdTEWMBQGA1UEChMNQm1 v

L.S. (semnatura electronica)
CONDUCATOR:

(semnatura manuala)
CONTABIL-SEF:

(semnatura manua%ﬁ&mﬂymgwdbyPMMaVﬂMR
SEMNATURA PRESTATORUL L.s. Date: 2021.10.29 17:02:52 EEST

Rﬁ%@ﬁ%&k%ﬁmsgﬁmm% ——————— .
MOTIVUL REFUZULUT Location: Moldgva :




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



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

CC 04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fata de bugetul public national
N1 A2117863 din | 21102021

1. Destinatia / HasHauenue

l@mtru participare de proceduri de achizitii publice

2. Date despre contribuabil / MrdopMaima 0 HaIOromiaTenbIuke

Denumirea Codul fiscal / Numirul de identificare
HaumeHnosaHue DuckalbHbI Ko / HaeHTHUKAIHOHHBIH HOMED
[BIOSISTEM MLD SR.L. | 1010600028048 |
Adresa sediului de baz3 (strada, numirul) Codul - Denumirea localitffii

AJIpec 0CHOBHOTO MECTOPACIIONOKEeH s (ynuua, HoMep) Kop - HauMeHOBaHHE HaceIeHHOro IyHKTa

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

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat/

ToxTBep/KIEHHE OTCYTCTBHS WIH HAIMYHA HeIOMMKH COTMIacHo AaHHbIX MHpopMalnoHHOR aBTOMATH3HPOBAHHON
CHCTEMBI

La data emiterii prezentului certificat restanta fatd de bugetul public national constituie/ Ha maty

BBLIAYH JaHHOM CTIpaBKY HeJOUMKa Mepe/l HallMOHaIbHEIM IyOIMYHBIM OIOMKETOM COCTABILIET:
0,00 lei/neii.

4, Valabil pini la / leiicteurenes go 05.11.2021

- L

0 o
5. Autentificarea S f qﬁﬂ' R Rﬁf deata tat / TlonTeepinenne TocyIapcTREHHOM HAIOTOBOH CITYKOBI
A
& EAY
= A &
2 "““ Zz 2 -
& 2\ % .
f DDF Ris m %\ Bl ~ 77 Viorica CAUS
Fun:ua;’,t[ -;,-.'-r § 2 SemnituraTlonmics Numele §i prenumele/@aniniig 1 M
a DGAF myf.Chi \%‘u: &
L.S/MIL N A
S 3’15?0(560\Q
Executor: etland STPrHO VST “
Numele §i prenumel RIS

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului”// 21.10. 2021 ora 9:27:23
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03. 2014 (Monitorul Oficial 72-77/399, 28.03.2014)

NOTA (3,52)



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 pentru evaluarea

Procedurii de achizitie nr. ocds-b3wdp1-MD-1632465404156
Din 11 oct 2021, 14:00 - 1 nov 2021, 14:00

din cadrul IMSP Institutul de Cardiologie

Declaratie
Prin prezenta, SRL ,,Biosistem-mld”, declara ca :

e Vainregistra in Registrul de Stat al Dispozitivelor Medicale a Agentiei Medicamentului si

Dispozitivelor Medicale bunurile contractate pind la momentul livrarii acestora.

e Pentru produsele noi sau necunoscute de medici, va prezenta mostre in termen de 3 zile de
la solicitare.

Vitalie Poiata

L.S.



APROBAT
prin Ordinul

Ministrului Finantelor
nr. 145 din 24 noiembrie 2020

DECLARATIE
privind confirmarea identitatii beneficiarilor efectivi si neincadrarea acestora in
situatia condamnarii pentru participarea la activitati ale unei organizatii sau grupari
criminale, pentru coruptie, frauda si/sau spalare de bani.

Subsemnatul, Vitalie Poiata reprezentant imputernicit al SRL _Biosistem mld Tn
calitate de ofertant/ofertant asociat desemnat castigator in cadrul procedurii de achizitie
publicd nr. ocds-b3wdpl-MD-1632465404156 din data 01.11.2021, declar pe propria
raspundere, sub sanctiunile aplicabile faptei de fals in acte publice, ca
beneficiarul/beneficiarii efectivi ai operatorului economic in ultimii 5 ani nu au fost
condamnati prin hotarare judecatoreasca definitivd pentru participarea la activitati ale unei
organizatii sau grupari criminale, pentru coruptie, frauda si/sau spalare de bani.

Numele si prenumele beneficiarului efectiv IDNP al beneficiarului efectiv
Vitalie Poiata 0983103892591
Alexandr Nasedchin 2002001070747
Dmitrii Kojevnikov 0972305012362

Data completarii: 29.10.2021

Semnat:

Nume/prenume: Vitalie Poiata
Functia: Administrator
Denumirea operatorului economic SRL Biosistem mid

IDNO al operatorului economic 1010600028048




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

|
|




SCC Accredited

CB-MS

b
< ®
] |
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 ®
N TUOV

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



http://www.tuvsud.com/
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ZERTIFIKAT & CERTIFICATE o

SCC Accredited
CB-MS

©

ocsm
Accrédité CCN i

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

[
el
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
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SCC Accredited

CB-MS

©

ocsm
Accrédité CCN o

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

Page 3 of 4
Date of Issue: 2020-08-20 [

— \ '(w
W‘Mx&
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
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SCC Accredited

CB-MS

©

ocsm
Accrédité CCN o

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

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

[
ek
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
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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
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NAH-4-0044/2018
IRANYITASI RENDSZEREKET

TANUSITO SZERVEZET THE INTERNATIONAL CERTIFICATION NETWORK

MAGYAR SZABVANYUGY! TESTULET
HUNGARIAN STANDARDS INSTITUTION

H-1082 Budapest, Horvath Mihaly tér 1.

Tanusitjuk, hogy a
We certify that the Management System of

Diamond Diagnostics Inc. Magyarorszdagi Fioktelepe

H-1044 Budapest, Oradna utca 6.
Tanusitott székhely: H-1044 Budapest, Oradna utca 6.

iranyitasi rendszere megfelel a szabvany kévetelményeinek a kévetkezé alkalmazasi tertleten:
ionszelektiv laboratériumi mérémiiszerek és alkatrészek, fogyoanyagok gyartasa és
klinikai diagnosztikai késziilekek feltjitasa

meets the requirements of the standard for the following activities:
the manufacture of blood electrolyte systems, consumables and re-manufacture of
clinical diagnostic equipment

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

A tanusitasi okirat érvenyes / The certificate is valid: 2020. 12. 21. — 2023. 06. 21.

Ez a tanusitvany az MSZT altal évente kiadott fenntartasi hatarozattal egyutt érvényes.
This certificate is valid together with the maintenance decision annually issued by MSZT.
A tanusitasi okirat szama / Reg. number: 503/1341(2)

Budapest, 2020. december 21.

Az els6 tanusitas datuma / Date of the first certification: 2014. 06. 26.

e ———

5 \ \ i
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ligyvezetd igazgatd




THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

MSZT has issued an IQNet recognized certificate that the organization:
Diamond Diagnostics Inc.

L [ ] e P
Magyarorszagi Fioktelepe
H-1044 Budapest, Oradna utca 6.

Certified headquarters: H-1044 Budapest, Oradna utca 6.

has implemented and maintains a
Quality Management System
for the following scope

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

which fulfils the requirements of the following standard:

ISO 9001:2015

Issued on: 21-12-2020
First issued on: 26-06-2014
Expires on: 21-06-2023

This attestation is directly linked to the IQNet Partner’s original certificate and shall not be used as a
stand-alone document

Registration Number: HU-MSZT-503/1341(2)-1261(2)

§ o -
1 .
= \/?\:f@

e E ,:*:}M@t P Alex Stoichitoiu Gydrgy Ponyai KKL . J))
e s — President of IQNet General Director of MSZT Mgz
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 EAGLE Certification Group
USA FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-
certification.com



MAGYAR SZABVANYUGY! TESTULET
HUNGARIAN STANDARDS INSTITUTION

H-1082 Budapest, Horvath Mihaly tér 1.

Tanusitiuk, hogy a
We certify that the Management System of

Diamond Diagnostics Inc. Magyarorszagi Fioktelepe
H-1044 Budapest, Oradna utca 6.
Tandusitott székhely: H-1044 Budapest, Oradna utca 6.

iranyitasi rendszere megfelel a szabvany kévetelményeinek a kdvetkez6 alkalmazasi teriileten:
ionszelektiv laboratériumi mérémiiszerek és alkatrészek, fogyoéanyagok gyartasa és
klinikai diagnosztikai késziilékek feldjitasa
meets the requirements of the standard for the following activities:

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

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

A tanusitasi okirat érvényes / The certificate is valid: 2020. 12. 21. — 2023. 06. 21.

Ez a tanusitvany az MSZT altal évente kiadott fenntartasi hatarozattal egyutt ervényes.
This certificate is valid together with the maintenance decision annually issued by MSZT.
A tanusitasi okirat szama / Reg. numper: 503/1342(2)

Budapest, 2020. december 21.

Az els6 tanusitas datuma / Date of the first certification: 2014. 06. 26.




THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

MSZT has issued an IQNet recognized certificate that the organization:
Diamond Diagnostics Inc.

ld [ ] e P
Magyarorszagi Fioktelepe
H-1044 Budapest, Oradna utca 6.

Certified headquarters: H-1044 Budapest, Oradna utca 6.

has implemented and maintains a
Quality Management System

for the following scope

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

which fulfils the requirements of the following standard:

ISO 13485:2016

Issued on: 21-12-2020
First issued on: 26-06-2014
Expires on: 21-06-2023

This attestation is directly linked to the IQNet Partner’s original certificate and shall not be used as a
stand-alone document

Registration Number: HU-MSZT-503/1342(2)-1262(2)

L//
‘ Alex Stoichitoiu Gydrgy Ponyai K&%}))
RN SRERRS S President of IQNet General Director of MSZT MeE

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 EAGLE Certification Group
USA FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.iqnet-
certification.com



EC DECLARATION OF CONFORMITY

in vitro Diagnostic Medical Devices in accordance with Directive 98/79/EC

Mahufacturer: Tarklab Tibbi Mal. San. ve Tic. A.S.

Headquarters / Manufacturing Side: ITOB 10017 Sokak No: 2 Tekeli - Menderes / lzmir - Turkey
Product: Fecal Occult Blood (FOB) Test

Brand: Rapidan® Tester, Toyo®, Info®, Labmen®

Classification: Professional Use IVD, 98/79/EC

Conformity Assessment Route: Annex Il

We, herewith declare that the above mentioned products meet the provisions of the Council Directive
98/79/EC for In-Vitro Diagnostic Medical Devices. All supporting documentation is retained under the

premises of the manufacturer.

Standards Applied: EN ISO 13485:2016
EN ISO 14971:2012
EN ISO 15223:2016
EN ISO 18113-1:2011
EN ISO 18113-2:2011
EN ISO 23640:2015
EN 13612:2002

Revision No:

Place, Date of Issue: Izmir, 08.03.2019

Signature Dr. Sahin Yaglidere, Md

2 MENDERES / iZMiR
TEL: 0 232 376 8D 8 jAX: 0 232 376 80 40
MEMNDEREI V.D/B74 207 &20%

DOC03/02




CERTIFICATE

No J-2670/4/2020

This is to certify that:

TURKLAB Tibbi Mal. San. Tic. A.S.
ITOB 10017 Sokak No: 2,
Tekeli - Menderes izmir / Turkey

and

Location
listed in Annex to the certificate

is in conformance with

EN ISO 9001:2015

in the Following scope of activities:

design, development, manufacturing, final control
and distribution of in vitro medical devices:
rapid tests intended for self-testing and for professional use,
reagents and reagent products for blood grouping
(gel cards and red blood cells reagents) and ECG electrodes

The audit carried out by the Polish Centre of Testing and Certification has affored evidence of the above

This Certificate shall remain valid provided that above standard are respected by the Organization.

This certificate is valid:
from 22.12.2020 to 21.12.2023

Issued under the Contract No. 2897/JM/4/2020
Date of certification decision: 14.10.2020
Certificate bears a qualified signature.
Warsaw, 15.10.2020

PARTNER OF
®
*

Member of the Board

THE INTERNATIONAL CERTIFICATION NETWORK

SYSTEMOW
ZARZADZANIA

Polish Centre for Testing and Cerification 469 Putawska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pcbc@pcbc.gov.pl



ANNEX TO THE CERTIFICATE
VALID ONLY IN CONNECTION WITH THE CERTIFICATE

No J - 2670/4/2020

This is to certify that the Following Location:

Factory 2: ITOB 10031 Sokak No: 15,
Tekeli - Menderes [zmir / Turkey

in the Following scope of activities:

design, development, manufacturing, final control
and distribution of in vitro medical devices:
reagents and reagent products for blood grouping
(gel cards and red blood cells reagents),
professional use IVD tests and ECG electrodes

meets the requirements of the standard listed on the certificate

Issued under the Contract No. 2897/JM/4/2020
Date of certification decision: 14.10.2020
Certificate bears a qualified signature.
Warsaw, 15.10.2020

PARTNER OF
————©
*

Member of the Board

Page 1 of 1

Polish Centre for Testing and Cerification 469 Putawska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pcbc@pcbc.gov.pl



CERTIFICATE

No M-56/4/2020

This is to certify that:

TURKLAB Tibbi Mal. San. Tic. A.S
ITOB 10017 Sokak No: 2,
Tekeli - Menderes izmir / Turkey

and

Location
listed in Annex to the certificate

is in conformance with

EN ISO 13485:2016

in the Following scope of activities:
design, development, manufacturing, final control
and distribution of in vitro medical devices:
rapid tests intended for self-testing and for professional use,
reagents and reagent products for blood grouping
(gel cards and red blood cellsreagents) and ECG electrodes

The audit carried out by the Polish Centre of Testing and Certification has affored evidence of the above

This Certificate shall remain valid provided that above standard are respected by the Organization.
This certificate is valid:
from 22.12.2020 to 21.12.2023

Issued under the Contract No. 2897/JM/4/2020
Date of certification decision: 14.10.2020
Certificate bears a qualified signature.
Warsaw, 15.10.2020

PARTNER OF
®
*

£ 3
eaw 2 %

vvvvv e CERTYFIKACJA & ITION ARRANCY
SYSTEMOW Member of the Board

ZARZADZANIA

Polish Centre for Testing and Cerification 469 Putawska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pcbc@pcbc.gov.pl



ANNEX TO THE CERTIFICATE
VALID ONLY IN CONNECTION WITH THE CERTIFICATE

No M -56/4/2020

This is to certify that the Following Location:

Factory 2: ITOB 10031 Sokak No: 15,
Tekeli - Menderes [zmir / Turkey

in the Following scope of activities:

design, development, manufacturing, final control
and distribution of in vitro medical devices:
reagents and reagent products for blood grouping
(gel cards and red blood cells reagents),
professional use IVD tests and ECG electrodes

meets the requirements of the standard listed on the certificate

Issued under the Contract No. 2897/JM/4/2020
Date of certification decision: 14.10.2020
Certificate bears a qualified signature.
Warsaw, 15.10.2020

PARTNER OF
————©
*

',:ﬁf QO %
s e CERTYFIKACJA N7 0n ar AN
0 Member of the Board

SYSTEMOW
ZARZADZANIA

Page 1 of 1

Polish Centre for Testing and Cerification 469 Putawska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pcbc@pcbc.gov.pl
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