ORDIN DE PLATA NR.: 704 TIP.DOC. 1
DATA EMITERII:22 aprilie 2021

PLATITI: 2700-00
i

(R) "BIOSISTEM CONTUL DE PLATI/CODUL IBAN
MD95ML0O00000002251429243
CODUL FISCAL :1010600028048 /

PLATITOR:
MLD™ S.R.L.

PRESTATORUL PLATITOR
BC""MoldindconbankS.A. suc."Invest" Chisinau

BENEFICIAR (R) AMT Centru CONTUL DE PLATI/CODUL 1BAN
MD92ML0O00000022514094238
CODUL FISCAL :1003600153267 /

CODUL BANCI I
-MOLDMD2X329

PRESTATORUL BENEFICIAR
BC""Moldindconbank''S_A.

CODUL BANCI1
-MOLDMD2X

DESTINATIA PLATII:Pentru garantia pentru:
oferta la procedura de achizi?ie public:
a nr. ocds-b3wdpl-MD-1617622270094 din 2:
6.04.2021

TIPUL TRANSFERULUI
NORMAL/URGENT =N

L.S.

CODUL TRANZACTIEI:-001
DATA PRIMIRII1:22/04/2021
DATA EXECUTARII:

SEMNATURILE
EMITENTULUI

CONDUCATOR:Web Poiata Vitalie
MI1GYwYJKoZ ThvceNAQcCol IGVDCCBIACAQEXCzAJBgUrDgMCGgUAMASGCSQGSIb

DQEHAACCBGwWwggRoM I I DUKADAGECANNHAAC j bi 1rgFksQOG4AAAAAKNUMAOGCS( -
S1b3DQEBCWUANC I x 1 DAeBgNVBAMTFONFU 1QXLUNBLU1vbGRpbmRjb25 i YW5SrMB4

DT IXMDEyODEXxMzgwNVoXDT I OMDEyODEXNDgwNVowgZ8xCzAJBgNVBAYTAKL1EMRA:
gYDVQQ I EwdNb2xkb3ZhMREwWDWYDVQQHEwWhDaG I zaWs5hd TEWMBQGALUEChMNQmI

(semnatura electronica)
CONTABIL-SEF:Web Nasedchin Alexandr
MI1GZwYJKoZ ThveNAQcCol IGWDCCBIQCAQEXCzAJBgUrDgMCGQUAMASGCSAGSIb3:
DQEHAaCCBHAwggRsMI1 IDVKADAgECAhNHAACj cahRKgbhJeg8QAAAAAKNXMAOGCSG:
S1b3DQEBCWUAMC I x 1DAeBgNVBAMTFONFU 1QXLUNBLU1VbGRpbmRjb251 YW5rMB4X :
DT IXMDEYODExXMzkxOFoXDT I OMDEYyODEXNDkxOFowgaMxCzAJBgNVBAYTAK1EMRAw:
YDVQQ I EwdNb2xkb3ZhMREwDWYDVQQHEwWhDaG I zaWs5hd TEWMBQGALUEChMNQmIv

L.S.
CONDUCATOR:

CONTABIL-SEF:

SEMNATURA PRESTATORUL

(semnatura electronica) )
Digitally signed by Poiata Vitalie

104

Pate202104:221549-53-EEST
(semnatura manua{éﬁon: MoldSign Signature
Location: Moldova

(semnatura manuala)
L.S.




MOTIVUL REFUZULUI



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

Republica Moldova, MD-2068 Pecrrybmika Monzosa, MD-2068
mun. Chiginau, bd. Moscovei, 14/1 Data 1 L, lAN 2016 myH. Knmumy, 6ya. Mockoseit, 14/1
Tel. : (373-22) 43-44-81, 43-46-24 / / 7 Ten. : (373-22) 43-44-81, 43-46-24
Fax :(373-22) 43-44-22 Nr. ﬂ Z 9Z - / ﬂ ”/ ‘jo P daxc : (373-22) 43-44-22
cod: MOLDMD2X329 ' ' koa: MOLDMD2X329

Filiala ,,Invest” BC ,,Moldindconbank” SA confirmé existenta contului curent
in moneda nationala al “BIOSISTEM MLD” S.R.L. (c¢/f 1010600028048), cu
IBAN MD95ML000000002251429243.

Codul bancii MOLDMD2X329.

i
. nit [ .
Director JC Nina Turcan
SRR PR
& ' [ A :

Nina Balmus

Ex. Diana Brinza
Tel. 43-45-96
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. REPUBLICA ¥ MOLDOVA

GERTIFICAT
BE IWREGISTRARE

Societatea cu Rispundere Limitati "BIOSISTEM MLD"
— ESTE INREGISTRATA LA-CAMERA INREGISTRARII DE STAT

Numarul de identificare de stat - codul fiscal
1010600028048

12.08.2010

Data inregistrarii

12.08.2010
Data eliberarii ==

Svirepova Ludmila, registrator

" Funclia, numele, prenumele persoanei
care a eliberal certificatul

MD 0101250

v g ";, L= = o P =
—— g — AR gl e
= d‘“ ) D @ ‘
NP >\



,CAMERA INREGISTRARII DE STAT” I.s.

Sectia fonduri speciale si informatii curente

EXTRAS

din Registrul de stat al persoanelor juridice

nr. 14419 din 11.07.2016

Denumirea completa: Societatea cu Raspundere Limitati «BIOSISTEM MLD».
Denumirea prescurtati: «BIOSISTEM MLD» S.R.L.
Forma juridica de organizare: Societate cu Riispundere Limitata.
Numarul 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. Chisiniiu, Republica Moldova.
Modul de constituire: nou creata.
Obiectul principal de activitate:
1 Activitatea farmaceutica;
2 Importul, fabricarea, comercializarea, asistenta tehnica si (sau) reparatia dispozitivelor
medicale si (sau) a opticii;
3 Acordarea asistentei medicale de catre institutiile medico-sanitare private;
4 Comertul cu ridicata al calculatoarelor, echipamentelor periferice si software-ului;
5 intretinerea si repararea masinilor de birou si a tehnicii de calcul;
6 Consultatii in domeniul sistemelor de calcul.
Capitalul social: 5400 lei.
Administrator: POIATA VITALIE, IDNP 0983103892591,
Asociati:
1. POIATA VITALIE , IDNP 0983103892591
cota 1803.60 lei, ce constituie 33,4 %
2. NASEDCHIN ALEXANDR , IDNP 2002001070747
cota 1798.20 lei, ce constituie 33,3 %
3. KOJEVNIKOV DMITRII, IDNP 0972305012362
cota 1798.20 lei, ce constituie 33,3 %.

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 intreprinzatorilor individuali si confirméd datele din
Registrul de stat la data de: 11.07.2016.

%{2{/ e

Specialist principal azari Aliona

tel. 022-266-252

Date cu caracter personal. Detinétor: i.S. ,Camera [nregistrarii de Stat”, NUID (numir de identificare unic) 0000151-001



BIOSISTEM-MLD S.R.L.

¢/f 1010600028048; adresa: or. Chisindu, 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. | Alexandru Nasedchin 2002001070747
3. Dmitrii Kojevnikov 0972305012362




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 fatd de bugetul public national
N | 42105690 din | 09.04.2021

1. Destinatia / HaznaueHue

Pentru participare la proceduri de achizitii publice

2. Date despre contribuabil / Mndopmatiis 0 HaToromiaTenbIuke

Denumirea Codul fiscal / Numirul de identificare
Hanmenopanne DuckanpHbll Ko / MneHTHOHKALMOHHBIH HOMED
[BIOSISTEM MLD S.R.L. | 1010600028048 |
Adresa sediului de bazi (strada, numiirul) Codul - Denumirea localititii

AJIpec OCHOBHOTO MECTOPACHIONOMKEHHA (y/uua, HoMep) Kon - HauMeHoBaHie HACETIEHHOIO [IyHKTA

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

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /
[TonTBepskaeHUe OTCYTCTRBUS HIIH HATHYHSA HEJOMMKH COTTIACHO AaHHbIX HndopmanioHHoii aRTOMaTHSHPOBAHHOM
CHCTEMBI

La data emiterii prezentului certificat restanta fatd de bugetul public national constituie/ Ha naty
BBIAYH JAHHOI CIIPABKI HEJOMMKA TIEpe)] HALHOHATBHBIM ITyGIHYHEIM GIOZKETOM COCTABILACT:
0,00 lei/nei.

4, Valabil pini la / [leficTuTeNneH 10 24.04.2021

5. Autentificarea Serviciului Fiscal de Stat / Homepmcﬂué

Sef DDF Riscani

a DGAF miin.Chisindu
LS/ MIL
executor._Svetlana Slonovscaia

Numele §i prenumele/@anamms 1 wus

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului”// 09.04.2021 ora 10:51:57
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)
NOTA (0,27



H-500

Urine Analyzer

Product Characteristics:

® Adopting the advanced high luminosity cold light source with
4 -wavelength, which improves the sensitivity, accuracy, specificity,
and reduces the interference from ambient light

® Adopting automatic waste handling equipment, which avoids
cross-contamination between samples

® Automatically rectify the test results influenced by non-specificity,
pH, specific gravity, and color

@ Built-in thermal printer with high speed and low noise; External
stylus printer

@ Connectable with urine sediment analyzer

® Users can set an abnormal value flag by themselves

® |nternational, regular and symbol system units available for option

Technical Specification:

@ Test items: urobilinogen, bilirubin, ketone, blood, protein, nitrite, leukocytes, glucose,
specific gravity, pH and VC microalbumin creatinine, calcium

® Test wavelength: 525nm, 572nm, 610nm, 660nm

@ Test principle: Photoelectric colorimetry

® Suitable strips: DIRUI H8, H10,H11 and H11MA(N) H12,H13-Cr,H14-Ca

urinalysis strips

Test throughput: 514strips/h

Data memory: 5000 patient results

Computer interface: RS-232 port; parallel printer interface

Display: 5.7” LCD

Language: Chinese,English,Russian,Polish,ltalian,Spanish,Portuguese,

Turkish,Hungarian,German,French

Power supply: 100~240VAC, 50Hz/60Hz

Power: 40VA

Dimensions: 395mmx382mmx304mm

Weight: 7.4kg

Printer: Built-in thermal printer

H-500

Urine Analyzer

C€

Certified to
1S09001:2008 and 1SO 13485:2003

DIRUI INDUSTRIAL CO.,LTD.
3333 Yiju Street,New&High Tech. Development Zone
Changchun,Jilin 130103,P.R.China
Tel:+86(431)81935329 85100409
Fax:+86(431)85172581 85083741

E-mail:dirui@dirui.com.cn Http://www.dirui.com.cn
-Specifications subject to change without notice.
20160902




1

Representative :

Medical
Device :

c € Declaration of Conformity c €

According to the In Vitro Diagnostic Medical Devices Directive 98/79/EC

Manufacturer: Dirui Industrial Co., Ltd.
95 Yunhe Street New& High Tech. Development Zone
Changchun  Jilin 130012 P.R. China
Authorized Emergo Europe

The Netherlands

Molenstraat 15 2513 BH The Hague

Product Name:

Reagent strips for Urinalysis

IVDD-Classification: Professional use

Lot/batches/Serial mber, Type, Periods of manufacture

(where applicable)
DIRUI 1 ITEMS (GLU)
DIRUI 2 ITEMS (PRO,GLU)
DIRUI 3 ITEMS(PRO,PH,GLU)

DIRUI 4 ITEMS (PRO,PH.BLD,GLU)

DIRUI 1 ITEMS (KET)

DIRUI 1 ITEMS (PRO)
DIRUI 2 ITEMS( KET,GLU)

DIRUI 3 ITEMS (PRO, KET,GLU)
DIRUI 4 ITEMS (PRO,PH,SG,GLU)

DIRUI 5 ITEMS (PRO,PH, BLD,KET,GLU)

DIRUI 8 ITEMS DIRUI H8

DIRUI 9 ITEMS

DIRUI A10 DIRUI H10 DIRUI E10 DIRUIM10 DIRUI H10-800
DIRUI H11 DIRUI H11-MA  DIRUI H11-800

DIRUI H11-800MA DIRUI H12-800MA

DIRUI H13-Cr DIRUI H14-Ca

DIRUI H13-Cr (H-800)

DIRUI H14-Ca (H-800)

The undersigned hereby declares that the In Vitro Diagnostic medical device as
specified above conforms with the essential requirements listed in the Annex 1
of the European In Vitro Diagnostic Medical Device Directive 98/79/EC(IVDD)

This declaration of conformity is based on the European In
Vitro Diagnostic Medical Device Directive98/79/EC, Annex lIl.

Valid Since
May 9™ 2012
Changchun, China

(place and date of issue)

Yu Ge ZL0Uo—4 N\
Dirui Industrial

X IR

W\
N

Representative: - - -

S
(name and signaturé ergquivalent ~
marking of authorized person)




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

IAUEUED

FRAE
IEBFIESHE

IERFEE:

WIESE R -

B :

www.tuv.com

ISO 9001:2015
01 100 1832306

BIRET R RN EIRAF

Z—it &{ERRE: 91220101605902656F
SEfpbbhE . hie A\REFMESHEKET
ESEHBEARELFEX =AE 95 5

fi4m: 130012

et . [ bkt

FIMECEIETT MRt A &2 £ FHE

WERATERR T 4% 2 T 1SO 9001:2015 +REHIEK .,

WEBBHHIM 2018-05-03 E 2021-05-02.
HIEEMEEFeERNEEEZEEEN.

2018-05-03 L v

TOV Rh land c‘ert GmbH
Am Grauen tein - 51105 Kdin

A TUVRheinland®

D-ZM-16031-01-00 Precisely Right.



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

Certificate

Standard 1ISO 9001:2015
Certificate Registr. No. 01 100 1832306

Certificate Holder: Dirui Industrial Co., Ltd.
Unified Social Credit Code: 91220101605902656F
Registration Address: 95 Yunhe Street,
New & High Tech. Development Zone,
Changchun City, Jilin Province 130012, P. R. China
Operation Address: same as above

Scope: Design and Development, Manufacture and Distribution of in Vitro
Diagnostic Medical Test Systems

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

Validity: The certificate is valid from 2018-05-03 until 2021-05-02.
It remains valid subject to satisfactory surveillance audits.

2018-05-03 M 4\“)‘/;_‘

TUV R mland"’ert GmbH
Am Grauen Stein - 51105 Kbéin

www.tuv.com

é_ TUVRheinland®

D-ZM-16031-01-00 Precisely R |g ht.



. ®
TUVRheinland

Certificate

) The Certification Body of
TUV Rheinland LGA Products GmbH

)'

Armanisatiean

ne Ulydaiilcalivii

| Co., Ltd.
95 Yunhe Street
New & High Tech.
Development Zone
Changchun
Jilin Province 130012
China

has established and applies a quality management system for medical devices
for the foilowing scope:

Design and Development, Manufacture and Distribution of
In vitro Diagnostic Medical Test Systems
(see attachment for products and additional site included)

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

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

DAkkS

-, Deutsche

Date 2018-06-26

Akkreditierungsstelle
D-ZM-14169-01-02

TUV Rheinland LGA Products GmbH - TillystraRe 2 -

Effective Date: 2018-06-26
Certificate Registration No.: SX 60127937 0001
An audit was performed. Report No.: 15047317 007
This Certificate is valid until: 2020-03-01

Certification Body

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, TUEY and TUV are registered trademarks. Utilisation and application require:

s prior approval




. ®
TUVRheinland

TUV Rheinland poc. /1, Rev. 0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: SX 60127937 0001

Report No.: 15047317 007

Organization: Dirui Industrial Co., Ltd.
95 Yunhe Street
New & High Tech.
Development Zone
Changchun
Jilin Province 130012
China

Scope: Products:

- Urine Test Systems (Reagents, Analyzers, Controls)
- Hematology Test Systems (Reagents, Analyzers, Controls)
- Clinical Chemistry Test Systems (Reagents, Analyzers,

Controls)

- Immunochemistry Test Systems (Reagents, Analyzers,
Controls)

- Vaginal Infections Test Systems (Reagents, Analyzers,
Controls)

Site included:

3333 Yiju Street, New & High Tech. Development Zone,
Changchun, 130103 Jilin, China

Design and Development, Manufacture and Distribution of
Urine Test Analyzers, Hematology Test Analyzers, Clinical
Chemistry Test Analyzers, Immunochemistry Test Analyzers,
Vaginal Infections Test Analyzers

Certification Body

DAKKS
"~ Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2018-06-26

10/020d 04.08 ® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval
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‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM'

CERTIFICATE

No. QS6 044751 0135 Rev. 01

America

Certificate Holder: 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:

1SO 13485

Scope of Certificate: See Page 2 for Overall Scope Statement.

Standard(s): ISO 13485:2016
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Regulatory Authority(ies):  Australia TGA, Brazil ANVISA, Health Canada, USA FDA,
MHLW / PMDA. See attached for listing of specific
regulatory requirements.

E LS
s as

The Certification Body of TUV SUD America Inc. certifies that the quality management system of the
manufacturer listed above has been audited against the stated criteria and found to conform to those
criteria for the scope of certification listed. Validity of this certificate can be obtained by visiting the
website https://www.tuev-sued.de/product-testing/certificates

TUV SUD America Inc. is an MDSAP Recognized Auditing Organization.

DUNS No: 65-467-1304
Effective Date: 2019-08-26
Expiry Date: 2021-10-23
Page 1 of 4

Date of Issue: 2019-11-25 ) 7ﬂ
[wﬂ Sndhan

( Dawn M. Tibodeau ) )
Manager, Certification Body MHS
TUV SUD America Inc. » 10 Centennial Drive Ste 207 « Peabody, MA 01960 USA « www.tuvsud.com

ZERTIFIKAT & CERTIFICATE
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\ MEDICAL DEVICE SINGLE AUDIT PROGRAM\

America

CERTIFICATE

No. QS6 044751 0135 Rev. 01

Regulatory Requirements:

Page 2 of 4
Date of Issue: 2019-11-25

Audit/Certification Criteria

Australia
Therapeutic Goods (Medical Devices) Regulations 2002
- Schedule 3, Part 1

Brazil

- RDC ANVISA n. 16/2013
- RDC ANVISA n. 23/2012
- RDC ANVISA n. 67/2009

Canada
- Medical Device Regulations SOR/98-282, Part 1

United States

-21 CFR Part 803
-21 CFR Part 806
-21 CFR Part 807
-21 CFR Part 820

Japan
- MHLW Ministerial Ordinance 169, Article 4 to Article 68
- PMD Act

Overall Scope Statement:

Design and Development, Production and Distribution of
Medical Electronic Equipment (including Patient Monitor and
Accessories (NIBP House, NIBP Cuff, Sensor Cables including
SPO2 Cable and Temperature Cable, SPO2 Sensor, ECG Cables
and Leadsets, Temperature Probe, Probe Cover), Vital Signs
Monitor, Center Monitoring System, Telemetry Monitoring
System, Pulse Oximeter, Defibrillator / Monitor and
Accessories, Electrocardiograph, Anesthesia Machine and
Accessories (Vaporizer), Ventilator, Ultrasonic Diagnostic
Equipment, Ultrasonic Transducer, Hematology Analyzer,
Clinical Chemistry Analyzer, Microplate Reader, Microplate
Washer for In-Vitro Diagnostic Use, Chemiluminescence
Immunossay Analyzer, Flow Cytometer, Auto Sample
Processing System, Auto Slide Maker and Stainer;) Reagents
for Hematology Analyzer, Reagents for Clinical Chemistry
Analyzer, Chemiluminescence Immunoassay Reagents,
Chemiluminescence Immunoassav Calibrators and Controls;
Disposable Anesthesia Mask, Reusable Anesthesia Mask,
Respiratory Mask, Disposable Breathing Circuit, Reusable
Breathing Circuit, Heat and Moisture Exchanger, Filter,
Breathing Bag

G b

( Dawn M. Tibodeau ) )
Manager, Certification Body MHS

TUV SUD America Inc. « 10 Centennial Drive Ste 207 * Peabody, MA 01960 USA « www.tuvsud.com
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ZERTIFIKAT & CERTIFICATE o &

BrE

l MEDICAL DEVICE SINGLE AUDIT PROGRAM\

America

CERTIFICATE

No. QS6 044751 0135 Rev. 01

Facility(ies):

Facility Scopes:

Page 3 of 4
Date of Issue: 2019-11-25

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.
1203 Nanhuan Avenue, Guangming District, 518106 Shenzhen,
PEOPLE'S REPUBLIC OF CHINA

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 (NIBP House, NIBP Cuff, Sensor Cables including
SPO2 Cable and Temperature Cable, SPO2 Sensor, ECG
Cables and Leadsets, Temperature Probe, Probe Cover),
Vital Signs Monitor, Center Monitoring System, Telemetry
Monitoring System, Pulse Oximeter, Defibrillator / Monitor
and Accessories, Electrocardiograph, Anesthesia Machine
and Accessories (Vaporizer), Ventilator, Ultrasonic Diagnostic
Equipment, Ultrasonic Transducer, Hematology Analyzer,
Clinical Chemistry Analyzer, Microplate Reader, Microplate
Washer for In-Vitro Diagnostic Use, Chemiluminescence
Immunossay Analyzer, Flow Cytometer, Auto Sample
Processing System, Auto Slide Maker and Stainer;) Reagents
for Hematology Analyzer, Reagents for Clinical Chemistry
Analyzer, Chemiluminescence Immunoassay Reagents,
Chemiluminescence Immunoassav Calibrators and Controls;
Disposable Anesthesia Mask, Reusable Anesthesia Mask,
Respiratory Mask, Disposable Breathing Circuit, Reusable
Breathing Circuit, Heat and Moisture Exchanger, Filter,
Breathing Bag

DUNS No: 65-467-1304

{n b

( Dawn M. Tibodeau )
Manager, Certification Body MHS

TUV SUD America Inc. « 10 Centennial Drive Ste 207 « Peabody, MA 01960 USA « www.tuvsud.com ®
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"ZERTIFIKAT & CERTIFICATE o :Z
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‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM'

America

CERTIFICATE

No. QS6 044751 0135 Rev. 01

Page 4 of 4
Date of Issue: 2019-11-25

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

Production of Medical Electronic Equipment (including Patient
Monitor and Accessories (NIBP House, NIBP Cuff, Sensor
Cables including SPO2 Cable and Temperature Cable, SPO2
Sensor, ECG Cables and Leadsets, Temperature Probe, Probe
Cover), Vital Signs Monitor, Center Monitoring System,
Telemetry Monitoring System, Pulse Oximeter, Defibrillator /
Monitor and Accessories, Electrocardiograph, Anesthesia
Machine and Accessories (Vaporizer), Ventilator, Ultrasonic
Diagnostic Equipment, Ultrasonic Transducer, Hematology
Analyzer, Clinical Chemistry Analyzer, Microplate Reader,
Microplate Washer for In-Vitro Diagnostic Use,
Chemiluminescence Immunossay Analyzer, Flow Cytometer,
Auto Sample Processing System, Auto Slide Maker and
Stainer;) Reagents for Hematology Analyzer, Reagents for
Clinical Chemistry Analyzer, Chemiluminescence Immunoassay
Reagents, Chemiluminescence Immunoassav Calibrators and
Controls; Disposable Anesthesia Mask, Reusable Anesthesia
Mask, Respiratory Mask, Disposable Breathing Circuit,
Reusable Breathing Circuit, Heat and Moisture Exchanger,
Filter, Breathing Bag

DUNS No: 54-459-5743

i

( Dawn M. Tibodeau )
Manager Certification Body MHS

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

e
<<
o
T
e
o=
Lt
(&}
L 4
o
(=]
<<
(&
T
-
oc
LL]
(&}
L 4
-
<<
=
>
©
>
e
a.
L
()
L 4
fHm
2o

s
A=A

Al

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

©
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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
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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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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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