~\,/\/ Portalul

Guvernamental
pentru afaceri

GUVERNUL

REPUBLICII MOLDOVA

R

SERVICIUL FISCAL DE STAT

CERTIFICAT

privind lipsa sau existenta restantelor fata de bugetul public national

Din

on 15.02.2023

o DATE DESPRE CONTRIBUABIL/MH®OPMALINA O HANOI OMNATENbLMKE

Codul fiscal/Numarul de identificare

duickanbHbIr Koa/VaeHTUGUKaLMOHHBIA HoMep Digitally signed by Poiata Vitalie

Date: 2023.02.16 15:18:07 EET

1010600028048 Reason: MoldSign Signature
A Location: Moldova
Denumirea
HavMeHoBaHVe

BIOSISTEM MLD S.R.L.

e ATESTAREA LIPSEI SAU EXISTENTEI RESTANTELOR CONFORM DATELOR SISTEMULUI INFORMATIONAL
AUTOMATIZAT/I'IO,D,T_BEP)K,EI,EHI/IE OTCYTCTBUA NN HAJTNYNA HELLOMMKN COTTIACHO JAHHbIX
NHPOPMALMOHHOM ABTOMATU3MPOBAHHOW CUCTEMBI

La data emiterii prezentului certificat restanta fata de bugetul public national constituie/Ha gaty
BblauM JaHHOW CrpaBKM, HEAOUMKa Nepef, HaLMOoHasbHbIM NyBINYHbIM GIOMKETOM COCTaBASET

0,27 lei/nei

e VALABIL PANA LA/OENCTBUTENEH OO 02.03.2023

Prezentul certificat este eliberat in temeiul Art. 131, alin. (5°) din Codul fiscal nr. 1163/1997,
in baza datelor furnizate de Serviciul Fiscal de Stat in Portalul Guvernamental al
Antreprenorului/CepTuduKaT BblaH B COOTBETCTBUM CO CT. 131, . (53) Hanorosoro kogekca
N21163/1997, Ha OCHOBaHUWM [aHHbIX, MPeaoCTaBNeHHbIX [OCYyQapCTBEHHOM HanoroBo
cnyx6om Ha MopTane lMpasuTenscTBa NpegnpuvHMMaTens

Generat si semnat de Portalul Guvernamental al Antreprenorului (https://mcabinet.gov.md) la 15.02.2023 17:11:14

Prezentul certificat este semnat electronic in conformitate cu Legea nr. 124 din 19.05.2022 /
CepTnduKaT NoanmcaH 3NeKTPOHHOM NOAMNMChIo B COOTBETCTBUM ¢ 3akoHOM N2 124 oT 19.05.2022

CepTudukaT BbIrpyxeH ¢ MpasuTenscTaenHoro Moptana Mpeanpurnmarens (https://mcabinet.gov.md) 1
MOANMCaH 3NEKTPOHHOI MOANMCHIO Bnajienblia MOPTana W WMEeT TaKylo e IOpUAMHECKYIo Cuny, KaK u
[OKYMEHTbI, BbilaBaeMble Ha GyMare OpraHaMit HanoroBoM aMUHUCTPaLMM.

TMpoBepKy MOAMMHHOCTI BNEKTPOHHOI NOAMMCH MOKHO OCYLECTBTb Mo aapecy: https://msign.gov.md.

Certificatul este descércat de pe Portalul Guvernamental al Antreprenorului (https://mcabinet.gov.md) si este
semnat electronic de catre posesorul acestui portal si are aceeasi valoare juridica ca si documentele eliberate
pe suport de hartie de catre organele cu atributii de administrare fiscala.

Verificarea autenticitatii semnaturii electronice poate fi realizata la adresa: https://msign.gov.md.




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




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:‘

|




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
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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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(( 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

g sup TUMSUD TUVEED TUV S
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ZERTIFIKAT e CERTIFICATE ¢

TUV SUD Product Service GmbH -« Certification Body ¢ Ridlerstrae 65 « 80339 Munich « Germany TV
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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.

Page 3 of 3
TUV SUD Product Service GmbH - Certification Body « Ridlerstrafle 65 « 80339 Munich « Germany



Declaration of Conformity — V1.0

DECLARATION OF CONFORMITY

Manufacturer:

EC Representative:

Product:

Classification:

Conformity Assessment Route:

Shanghai Long Island Biotec. Co., Ltd

288, Hangnanzhi Road, Zhuanghang Industrial Zone, Fengxian District,
201415 Shanghai, PEOPLE’S REPUBLIC OF CHINA

Wellkang Ltd t/a Wellkang Tech Consulting
Suite B, 29 Harley Street, LONDON W1G 9QR,England, United Kingdom

Prothrombin Time Reagent (PT)

Activated Partial Thromboplastin Time (APTT) Reagent (Ellagic Acid)
Activated Partial Thromboplastin Time (APTT) Reagent (Kaolin)
Thrombin Time Reagent (TT)

Fibrinogen Assay Kit (FIB)

Fibrinogen Reference Plasma

Imidazole Buffered Saline

Calcium Chloride Solution

Coagulation Control Plasma

10. Cleaning solution |

11. Cleaning solution II

12. D-Dimer Assay Kit

13. D-Dimer Control

14. Fibrin degradation product

15. FDP Control

CoNOIOAMWN =

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

IVDD Annex Ill (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

manufacture.

Standards Applied:

Start of CE-Marking:
Products renewed since:
Place of Issue:

Signature:

Name of Authorized Signatory:

Position Held in Company:

List of (harmonized) standards for which documented evidence for
compliance can be provide as attachment.

2009-06-01
2016-02-20

Shanghai

Ms. Xi Qimin

Management Representative




Attachment of Declaration of Conformity: Applied Standards List

Applied Standards List

Applied Standards:

EN ISO 18113-1:2009 In vitro diagnostic medical devices — Information supplied by the
manufacturer
(labeling) Part 1: Terms, definitions and general requirements (ISO

18113-1:2009)

EN ISO 18113-2:2009 In vitro diagnostic medical devices — Information supplied by the
manufacturer(labeling) Part 2: In vitro diagnostic reagents for

professional use (ISO 18113-2:2009)

EN 980:2008 Graphical symbols for use in the labeling of medical devices

EN 13612:2002 Performance evaluation of in vitro diagnostic medical devices

EN 13640:2002 Stability testing of in vitro diagnostic medical devices

EN 13641:2002 Elimination or reduction of risk of infection related to in vitro diagnostic
reagents

1ISO 14971:2009 Medical devices — Application of risk management to medical devices

EN 62366:2008 Application of usability engineering to medical devices

EN ISO 13485:2003/AC:2009 | Medical devices — Quality management systems — Requirements for

regulatory purposes
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Declaration of Conformity c €

Manufacturer: Beijing Mindray Medical Instrument Co., Ltd.
1F,2F,4F&5F, Building 3, No. 18 Science Park Road,
Life Science Park, Changping District, Beijing 102206,

China

Manufacturer SRN: CN-MF-000022542

Authorized Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestrae 80 20537 Hamburg, Germany

Product: Auto Coagulation Analyzer

Modle: C3100

Basic UDI-DI: 697080106A0320F05ETH

Classification: Class A (According to Rule 5 of IVDR annex VIlII)

Conformity Assessment Route: Annex Il and Il of IVDR
GMDN code: 56689

We declare that the above mentioned products meet the provisions of
the REGULATION (EU) 2017/746 OF THE EUROPEAN PARLIAMENT and
OF THE COUNCIL. All supporting documentations are retained under the
premises of the manufacturer. This declaration of conformity is issued
under the sole responsibility of the manufacturer.

References to CS: /
Notified Body: /
Notified Body No. : /
Identification of the Certificate: /
Start of CE-Marking: 2022-02-15

| hereby am appointed as the authorized person to deal with all the registration and
quality management affairs in my capacity as Management Representative of
Beijing Mindray Medical Instrument Co., Ltd., Effective immediately.

Place, Date of Issue: Beijing,

PRI )

Signature:- - - - . gl 0

Name of Authorized Signatory: Mr. Ge Pengfei

Position Held in Company: Management Representative

Attachment of Declaration of Conformity: Applied Standards List-V1.0




Declaration of Conformity V 1.0

Applied Standards List

Product: Auto Coagulation Analyzer
Catalogue Number: C3100
Standards Applied:

EN ISO 18113-1:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 1: Terms, definitions and general
requirements (ISO 18113-1:2009)

EN ISO 18113-3:2011

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 3: In vitro diagnostic instruments for
professional use (ISO 18113-3:2009)

EN ISO 15223-1:2016

Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied - Part 1: General
requirements

EN ISO 14971:2019

Medical devices - Application of risk management to medical
devices (ISO 14971:2019)

EN
13612:2002/AC:2002

Performance evaluation of in vitro diagnostic medical devices

EN
62304:2006/A1:2015

Medical device software - Software life-cycle processes

EN
61010-1:2010/A1:2019

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

EN IEC
61010-2-081:2020

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

IEC 61010-2-101:2018

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

EN 61010-2-010:2020

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




Declaration of Conformity V 1.0

EN 62366-1:2015

Medical devices - Part 1: Application of usability engineering to
medical devices

EN 61326-1:2013

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

EN 61326-2-6:2013

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

Manufacturer: Beijing Mindray Medical Instrument Co., Ltd.
1F,2F,4F&5F, Building 3, No. 18 Science Park Road, Life
Science Park, Changping District, Beijing 102206, China

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

Product: Auto Coagulation Analyzer

Model: C3100

We herewith declare under our sole responsibility that the above mentioned
products meet the provisions of the Council Directive 2011/65/EU, amended by
Directive 2015/863/EU. All supporting documentations are retained under the
premises of the manufacturer.

Standards Applied:
EN IEC 63000: 2018 Technical documentation for the assessment of electrical and

electronic products with respect to the restriction of hazardous substances
Start of CE-Marking: 2022-02-15

Place, Date of Issue: Beijing.

Signature:
Name of Authorized Signatory: Mr. Ge Pengfei

Position Held in Company: Management Representative
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