




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 

 
 

 







Версия для печати
Сохранить

Расписка 2

Респондент

Фискальный код: 1010600028048, наименование: BIOSISTEM MLD S.R.L.

Предоставил отчёт: RSF1_21

На фискальный период: A/2020

Дата предоставления: 11.05.2021

Временная метка отчёта зарегистрированного в Информационной Системе НБС : 11.05.2021

12:26:31

National Bureau of Statistics (NBS) received the electronic version of the report, sent by you. The

data provided is verified by NBS.
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Респондент

Фискальный код: 1010600028048, наименование: BIOSISTEM MLD S.R.L.

Предоставил отчёт: RSF1_21

На фискальный период: A/2020

Дата предоставления: 11.05.2021

Временная метка отчёта зарегистрированного в Системе Электронной Отчётности и

отправленного в Информационную Систему БНС : 11.05.2021 10:00:47































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
No. QS5 044751 0140 Rev. 02

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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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

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/


C E R T I F I C A T E
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Page 4 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

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/






CERTIFICATE 

This is to certify that 

Poiata Vitalie 

Biosistem-mld SRL, Moldova

For Successfully Completed the course 

Coagulation 

C-3100

Technical Training 

2018/07/28-2018/07/29 

Q.H.Li /: 
Manager� 
Training Department 
Shenzhen Mind ray Bio-medical Electronics Co.,Ltd. 

Date:2018.07.29  



CERTIFICATE 

This is to certify that 

Nasedchin Alexandr 

Biosistem-mld SRL, Moldova

For Successfully Completed the course 

Coagulation 

C-3100

Technical Training 

2018/07/28-2018/07/29 

Q.H.Li /: 
Manager� 
Training Department 
Shenzhen Mind ray Bio-medical Electronics Co.,Ltd. 

Date:2018.07.29  











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# 8757 SOP16-2620F   Revision 13   Effective Date: 12/28/17 Page 1 of 1 

 

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. ezúton kijelenti és biztosítja, hogy az alább felsorolt termékek megfelelnek az In Vitro Diagnosztikai 
Orvostechnikai eszközökről szóló Európai Uniós 98/79/EC irányelvben foglaltaknak. 

 
Diamond Diagnostics Inc. versichert und erklä hiermit, daß die im Folgenden aufgeführten Produkte den Auflagen der IVD-Richtlinie für In-
vitro-Diagnostika der Europäischen 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. asegura y declara que los productos listados a continuación 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. 确保并声明以下列出的产品符合欧洲共同体关于体外诊断医疗器械的98/79/EC指令所列出的要求。 

 
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 diagnóstico in vitro. 
 
Diamond Diagnostics Inc. гарантирует и заявляет, что перечисленные ниже продукты соответствуют требованиям 
Директивы 98/79/EC Европейского союза о медицинском оборудовании для диагностики In-vitro. 

 

Vitro Diagnostica Medical Device 98/79EC المنتجاث المذكورة أدناه تتوافق مع متطلباث الاتحاد الاوربي المدرجت في التعليمت 

 ان شزكت دايموند داياغنوستكس تصزح و تؤكد أن  
 
Diamond Diagnostics Inc. dichiara ed assicura che I 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)  /  产品（S）/ Produto(s) / Продукт (ы) /  )المنتج )ق /  Prodott(i)  ; 
 
Model: Mission Controls 

 
Quality Controls: 
DD-92001 Mission Control Level 1 

DD-92002 Mission Control Level 2 

DD-92003 Mission Control Level 3 

DD-92004 Mission Control Level 4 

DD-92123 Mission Control Level 1-2-3 

DD-92900 Mission Complete Linearity 
Control 

DD-96001 Mission Trinity B Level 1 

DD-96002 Mission Trinity B Level 2 

DD-96003 Mission Trinity B Level 3 

DD-96123 Mission Trinity B Level 1-2-3 

DD-97001 Mission Trinity R Level 1 

DD-97002 Mission Trinity R Level 2 

DD-97003 Mission Trinity R Level 3 

DD-97123 Mission Trinity R Level 1-2-3

 
 
         (AR) Authorized Representative 
            Diamond Diagnostics Kft. 
            6 Óradna Street 
            1044 Budapest Hungary  
        Tel: + 3617872222   Fax: + 3617872255 

 
      

Officer: __________________________   Date:  28 December, 2017 
       Kathy Fisher 

    Global Quality Manager        Quality Systems Registration  
            ISO 13485:2016 
            ISO 9001:2015 

 
            Conformity Assessment Procedure 
Manufacturer’s name:   Diamond Diagnostics Inc. (USA)   Annex III, Self-Declared 
Manufacturer’s address: 333 Fiske Street 
      Holliston, MA 01746 USA  
      Tel:  +1 (508) 429-0450  
      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  SOP16-2622F  Revision 14  Effective Date: 05/01/18 Page 1 of 1 

 

 

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. ezúton kijelenti és biztosítja, hogy az alább felsorolt termékek megfelelnek az In Vitro Diagnosztikai 
Orvostechnikai eszközökről szóló Európai Uniós 98/79/EC irányelvben foglaltaknak 
 
Diamond Diagnostics, Inc. versichert und erklä hiermit, daß die im Folgenden aufgeführten Produkte den Auflagen der IVD-Richtlinie für In-
vitro-Diagnostika der Europäischen 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. asegura y declara que los productos listados a continuación 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确保并声明以下列出的产品符合欧洲共同体关于体外诊断医疗器械的98/79/EC指令所列出的要求。 
 
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 diagnóstico in vitro. 
 
Diamond Diagnostics, Inc.  гарантирует и заявляет, что перечисленные ниже продукты соответствуют требованиям 
Директивы 98/79/EC Европейского союза о медицинском оборудовании для диагностики In-vitro. 
 

Vitro Diagnostica Medical Device 98/79EC المنتجاث المذكورة أدناه تتوافق مع متطلباث الاتحاد الاوربي المدرجت في التعليمت 

 ان شزكت دايموند داياغنوستكس تصزح و تؤكد أن  
 
Diamond Diagnostics, Inc. dichiara ed assicura che I 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)  /  产品（S）/ Produto(s) / Продукт (ы) /  )المنتج )ق /  Prodott(i) ; 
 
Diamond Electrolyte Analyzers 
Model: GEMLYTE, SMARTLYTE, SMARTLYTE PLUS,  
  CARELYTE, CARELYTE PLUS, PROLYTE 
            (AR) Authorized Representative 

             Diamond Diagnostics Kft. 
             6 Óradna Street  
            1044 Budapest Hungary  
        Tel: + 3617872222   Fax: + 3617872255  

Authorized     
Officer: __________________________   Date: 30 April, 2018   
     Kathy Fisher 
    Global Quality Manager             
            Quality Systems Registration  
               ISO 13485:2016 
            ISO 9001:2015 

   
            Conformity Assessment Procedure 
            Annex III, Self-Declared 

 
Manufacturer’s Name:         Diamond Diagnostics, Inc. (USA) 
Manufacturer’s Address:     333 Fiske Street 
                          Holliston, MA 01746 USA  
               Tel:   +1 (508) 429-0450  
               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. 
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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.  ezúton kijelenti és biztosítja, hogy az alább felsorolt termékek megfelelnek az In Vitro Diagnosztikai 
Orvostechnikai eszközökről szóló Európai Uniós 98/79/EC irányelvben foglaltaknak. 

 
Diamond Diagnostics Inc.  versichert und erklä hiermit, daß die im Folgenden aufgeführten Produkte den Auflagen der IVD-Richtlinie für In-
vitro-Diagnostika der Europäischen 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.  asegura y declara que los productos listados a continuación 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. 确保并声明以下列出的产品符合欧洲共同体关于体外诊断医疗器械的98/79/EC指令所列出的要求。 

 
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 diagnóstico in vitro. 
 
Diamond Diagnostics Inc.   гарантирует и заявляет, что перечисленные ниже продукты соответствуют требованиям 
Директивы 98/79/EC Европейского союза о медицинском оборудовании для диагностики In-vitro. 
 

Vitro Diagnostica Medical Device 98/79EC المنتجاث المذكورة أدناه تتوافق مع متطلباث الاتحاد الاوربي المدرجت في التعليمت 

 ان شزكت دايموند داياغنوستكس تصزح و تؤكد أن  
 
Diamond Diagnostics Inc.  dichiara ed assicura che I 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)  /  产品（S）/ Produto(s) / Продукт (ы) /  )المنتج )ق /  Prodott(i)  ; 

 
Model: Diamond Diagnostics Smartlyte/CareLyte/Gemlyte  

 
Reagent & Controls: 
AV-BP5186D Fluid Pack 
AV-BP0380D Electrode Conditioning Solution 
 
 

AV-BP0521D Deproteinizer  

AV-BP0344D Urine Diluent 

 

AV-BP1025D ISE Cleaning Solution 

 

Electrodes & Accessories: 
AV-BP0413D Na+ Electrode           
AV-BP0359D K+ Electrode 
AV-BP0570D Cl- Electrode 

AV-BP0360D Ca++ Electrode 

AV-BP0962D Li+ Electrode 

AV-BP5026D Reference Electrode 

AV-BP5027D Peristaltic Pump Tubing 

AV-BP5006D Sample Probe 

AV-BP5036D Sample Sensor 

AV-BP5019D Reference Electrode Housing 

AV-BP5025D Printer Paper 

AV-BP5193D Pinch Valve Tubing Kit 

AV-BP5014D Shutdown Kit 

AV-BP5194D Startup Kit 

AV-BP9043D Fillport Assembly

 

         (AR) Authorized Representative 
            Diamond Diagnostics Kft. 
            6 Óradna Street 
            1044 Budapest Hungary  
        Tel: + 3617872222   Fax: + 3617872255 

Authorized        
Officer: __________________________   Date: 30 April, 2018 
       Kathy Fisher 

    Global Quality Manager     Quality Systems Registration  
               ISO 13485:2016 
            ISO 9001:2015 

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

  Manufacturer’s address:  333 Fiske Street    Conformity Assessment Procedure 

        Holliston, MA 01746 USA   Annex III, Self-Declared 
        Tel:  +1 (508) 429-0450  
      Fax: +1 (508) 429-0452  
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