
CERTIFICAT
privind lipsa sau existența restanțelor față de bugetul public național

1 DATE DESPRE CONTRIBUABIL/ИНФОРМАЦИЯ О НАЛОГОПЛАТЕЛЬЩИКЕ

Denumirea
Наименование

Codul fiscal/Numărul de identificare
Фискальный код/Идентификационный номер

2 ATESTAREA LIPSEI SAU EXISTENȚEI RESTANȚELOR CONFORM DATELOR SISTEMULUI INFORMAȚIONAL 
AUTOMATIZAT/ПОДТВЕРЖДЕНИЕ ОТСУТСТВИЯ ИЛИ НАЛИЧИЯ НЕДОИМКИ СОГЛАСНО ДАННЫХ 
ИНФОРМАЦИОННОЙ АВТОМАТИЗИРОВАННОЙ СИСТЕМЫ

La data emiterii prezentului certificat restanța față de bugetul public național constituie/На дату  
выдачи данной справки, недоимка перед национальным публичным бюджетом составляет 

lei/лей

Din
Oт

3 VALABIL PÂNĂ LA/ДЕЙСТВИТЕЛЕН ДО

Generat și semnat de Portalul Guvernamental al Antreprenorului  (https://mcabinet.gov.md) la 

Prezentul certificat este semnat electronic în conformitate cu Legea nr. 124 din 19.05.2022 / 
Cертификат подписан электронной подписью в соответствии с Законом № 124 от 19.05.2022 

Cертификат  выгружен с Правительственного Портала Предпринимателя (https://mcabinet.gov.md) и 
подписан электронной подписью владельца портала и имеет такую же юридическую силу, как и 
документы, выдаваемые на бумаге органами налоговой администрации..
Проверку подлинности электронной подписи можно осуществить по адресу: https://msign.gov.md.

Certificatul este descărcat de pe Portalul Guvernamental al Antreprenorului  (https://mcabinet.gov.md) şi este 
semnat electronic de către posesorul acestui portal și are aceeași valoare juridică ca și documentele eliberate 
pe suport de hârtie de către organele cu atribuţii de administrare fiscală.
Verificarea autenticităţii semnăturii electronice poate fi realizată la adresa: https://msign.gov.md.

SERVICIUL FISCAL DE STAT

Prezentul certificat este eliberat în temeiul Art. 131, alin. (5 ) din Codul fiscal nr. 1163/1997, 
în baza datelor furnizate de Serviciul Fiscal de Stat în Portalul Guvernamental al                                 
Antreprenorului/Cертификат выдан в соответствии со ст. 131, п. (5 ) Налогового кодекса              
№1163/1997, на основании данных, предоставленных Государственной налоговой 
службой на Портале Правительства Предпринимателя

3
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I.P. "AGENTIA SERVICII PUBLICE"
Departamentul inregistrare gi licenfiere a unitdlilor de drept

EXTRAS
din Registrul de stat al persoanelor juridice

nr.8506 din28.04.2021

Denumirea completil Societatea cu Rispundere Limitati dIOSISTEM MLI)>>.
Denumirea prescurtati: (dIOSISTEM MLD> S.R.L.
Forma juridici de organizare: societate cu Riispundere Limitattr.
Num6rul de identificare de stat gi codul fiscal: 101060002804g.
Data inregishnrii de stat: 12.08.2010.
Sediul: MD-2001, str. Albiqoara,l6ll,ap.(of.) 7, mun. chiqintru, Republica Moldova.
Obiectul principal de activitate:

1 Activitatea farmaceutici;
2Importul, fabricarea' comercializarea, asistenfa tehnictr gi (sau) reparafia dispozitivelor
medicale gi (sau) a opticii;
3 Acordarea asistenfei medicale de cltre institufiile medico-sanitare private;
4 Comerful cu ridicata al calculatoarelor, echipamentelor periferice qi software-ului;
5 intrefinerea gi repararea maginilor de birou qi a tehnicii de calcul;
6 Consultafii in domeniul sistemelor de calcul.
Capitalul social: 5400 lei.

Administrator: POIATA VITALIE,
Asociafi:

1. POIATA VITALIE 33,40 oh

2. NASEDCHIN ALEXANDR 33,30 %
3. KOJEVI\IKOV DMITRII 33,30 YO.

Prezentul extras este eliberat in temeiul art.
inregistrarea de stat a persoanelor juridice gi
Registrul de stat la data de: 28.04.2021.

34 alLegii nr.220-XYI din l9 octombrie 2007 privind
a intreprinzltorilor individuali 9i confiqnd datele din

er$
Specialist coordonator
tel.022-207-840

9{

:E

'f)w
Date cu cuacter personal. operator: I.p. "Agentia servicii publice" Io 0000059



 
c/f 1010600028048; adresa: or. Chișinău, str. Albișoara 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 

 
 

 











C E R T I F I C A T E
No. QS5 044751 0140 Rev. 02

Page 1 of 4
Date of Issue: 2020-08-20

Tina Israel
Manager, US Certification Body,
Medical and Health Services

TÜV SÜD America Inc. • 10 Centennial Drive Ste 207 • Peabody, MA 01960 USA • www.tuvsud.com

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:

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

Standard(s): ISO 9001:2015

The Certification Body of TÜV SÜD 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.: SH2005501

Effective Date: 2020-08-12

Expiry Date: 2023-06-30

http://www.tuvsud.com/


C E R T I F I C A T E
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Page 2 of 4
Date of Issue: 2020-08-20

Tina Israel
Manager, US Certification Body,
Medical and Health Services

TÜV SÜD America Inc. • 10 Centennial Drive Ste 207 • Peabody, MA 01960 USA • www.tuvsud.com

Overall Scope Statement 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

http://www.tuvsud.com/
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Tina Israel
Manager, US Certification Body,
Medical and Health Services
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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

  
  

http://www.tuvsud.com/
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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

http://www.tuvsud.com/








DECLARATION OF CONFORMITY

Ⅲanufacturer:

EC Representat∶ ve:

ProduGt:

CIassificaJOn:

Confom∶〃Assessment Route:

standards AppⅡed:

start of CEˉⅢark∶ng:   ∶

Products Γenewed sInce:

Phce ofIssue:

s∶gnature:

Name of AuthoⅡzed s:gnatoⅡ r:

POs△∶on HeId in Company:

We herew∶th decIare thatthe aboˇ e:ηentioned produc峦 meetthe proˇ isions of he Dmαdh唣 gwsJEC on h
灿 D饨nα蚶c ⅢαⅡCaI Dev∶ces.AlI supp0附ng dOcumα比硝orls are Fh∶ned under the pmrn∶‘:"‘ :日‘|of Jle
manuhcuJre‘

DecIarat:on of Conform∶ ty-V1。 o

《《

shanghai Long IsIand Biotec.Co。 ,Ltd
288, Hangnanzhi ROad, zhuanghang 丨ndustHaI zone, Fengxian DistHct,
201415shanghai,PEOPLE’ s REPUBLIC OF CHlNA

VVeⅡ kang Ltd tJa VVe"kang Tech ConsuⅡ ing

suite B,29HaHey street,LOND0NⅥ渊G9QR,England,UⅢted Kingdom

1.Prothromun T∶me Reagent(Pη
2.ACtiVated PaⅢ al Thromboplastin Time lAPTT)Reagent(Ellag∶ c Acid)
3.ACtⅣ ated Pa雨al Thromboplastin Time【 APW,Reagent lKaOIin)
4.Thromdn Πme Reagentrw)
5.FibⅡ nogen Assay K∶ t(F丨 B)
6. FibHnogen Reference PIasma
7‘  ImidazOIe BuΠored saⅡ ne
8.CaIoum Chlo"de soIuⅡ on
9. Coagu丨 aⅡon c° ntrOI PIasma∷

10.C丨 eaning sdu廿 on丨     ∷
11.C|eaning sOIu刂 on丨丨

1?.D-Dimer Assay Kit

13.D-Dimer ContrOI

14.Fibrih degradaⅡ on product

15.FDP ControI

The device not in |VDD Annex Ⅱ and not for self tesⅡ ng`perfoΓrnance
evalua皙on.

|VDD AnneX Ⅲ(excIuding section6)

List of(harmonized) standards fOr which doCumented eⅥ dence for
cOmpⅡance can be provide as attachment.

2009-06-01

2016-02-20

shanghai

Ms.Xi Qimm

Management Representa刂 ě



Auachmont of DecIara刂 on of Confomity∶ AppⅡ ed standards List

AppⅡed standards L∶ st

AppIied standards:

EN lso18113-1∶ 2009 In vitro diagn9stic了ηediCaI dev晚s-ˉ lnformation suppⅡ ed by the

manufadurer

rlabeling)Part冂 :Tems,dennⅢons and generaI requirements flso

18113-1∶2009)

EN Iso18113-2∶ 2009 In vitro diagnostic medical devices-ˉ InfoΠηation suppⅡ ed by the

manufadurertlaoeⅡ ng,Pa吐 ⒉In VⅡro dhgnost忆 reagonts for

professionaI use Cso18113≈ ⒉2009)

EN980∶ 2008 GraphicaI symbOIs fbr use in the IabeI∶ ng of medical deˇ ices

EN13612∶ 2002 Performance evaIuation ofin v∶ tro diagnostic1ned∶caI devices

EN13640∶ 2002 stab"ity testing ofin v狡 ro diagnostic medical devices

EN13641∶ 2002 EⅡmina刂on or reducⅡ on of risk ofinfedion related to in vⅡ ro diagnostic

reagents

ls0刂 4971∶ 2009 MedicaI devices-ˉ Applk泪 tion of r∶ sk:nanagementto medicaI devices

EN62366∶ 2008 AppIica刂 on of usabIIity engineering to medicaI devices

EN lso13485∶ 2003/AC∶ 2009 MedicaI devices-QuaⅡ ty management systems-Requirements for

regulatory pu「 poses
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