








c/f 1010600028048; adresa: str. Albișoara 16/1 of.7, or. Chișinău 
tel.+373-22-808517, +373-22-808719, fax +373-22-808519.  

Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com 

Catre grupul de lucru 

La evaluarea LP nr. ocds-b3wdp1-MD-1576572635219 

Din 17.01.2020 la IMSP CMF Balti 

Declaratie 

Prin prezenta, SRL Biosistem mld garanteaza livrarea bunurilor oferite la licitatia Nr. ocds-

b3wdp1-MD-1576572635219 din 17.01.2020 conform cerintelor indicate de catre IMSP CMF Balti in 

anuntul de participare si in DOCUMENTAŢIA STANDARD pentru realizarea achiziţiilor publice de 

bunuri si anume, în condiţii Incoterms: DDP (Franco destinaţie vămuit) 2010, cu transportul 

Vânzătorului, în termen de pînă la 5 zile de la solicitarea în scris a beneficiarului. 

17.01.2020 Vitalie Poiata____________________ 

          LS 























































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  



This approval is subject to the company maintaining its system to the required standard, which will be monitored by NQA, USA, 289 

Great Road, Suite 105, Acton, MA 01720, an accredited organization under the ANSI-ASQ National Accreditation Board.
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This is to certify that the Quality Management System of:

Diamond Diagnostics Inc.
333 Fiske Street

Holliston MA 01746

United States of America

(See appendix for additional locations)

applicable to:

The design, manufacture and warehousing of blood electrolyte systems, consumables

and the re-manufacture of clinical diagnostic equipment

has been assessed and approved by 

National Quality Assurance, U.S.A., against the provisions of:

ISO 9001:2015 

16590

November 10, 2005

November 6, 2020

Certificate Number:

Certified Since:

Valid Until:

For and on behalf of NQA, USA

November 7, 2017Reissued:

34EAC Code:

November 7, 2017Cycle Issued:

K



November 10, 2005

November 6, 2020

Certified Since:

Valid Until:

November 7, 2017Reissued:

November 7, 2017Cycle Issued:

This approval is subject to the company maintaining its system to the required standard, which will be monitored by NQA, USA, 289 

Great Road, Suite 105, Acton, MA 01720, an accredited organization under the ANSI-ASQ National Accreditation Board.
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Appendix to Certificate Number: 16590

Includes Facilities Located at:

The design, manufacture and warehousing of blood 

electrolyte systems, consumables

and the re-manufacture of clinical diagnostic 

equipment

Diamond Diagnostics Inc.

Certificate Number 16590

333 Fiske Street 

Holliston MA 01746

United States of America

WarehouseLowland Street

Certificate Number 16590

74 Lowland Street 

Holliston MA 01746

United States of America



This approval is subject to the company maintaining its system to the required standard, which will be monitored by NQA, USA, 289 

Great Road, Suite 105, Acton, MA 01720, an accredited organization under the ANSI-ASQ National Accreditation Board.
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This is to certify that the Quality Management System of:

Diamond Diagnostics Inc.
333 Fiske Street

Holliston MA 01746

United States of America

Central function listed above. See appendix for additional locations

applicable to:

The design, manufacture and warehousing of blood electrolyte systems, consumables

and the re-manufacture of clinical diagnostic equipment

has been assessed and approved by 

National Quality Assurance, U.S.A., against the provisions of:

ISO 13485:2016 

17163

February 7, 2006

November 6, 2020

Certificate Number:

Certified Since:

Valid Until:

For and on behalf of NQA, USA

November 7, 2017Reissued:

34EAC Code:

November 7, 2017Cycle Issued:

K



February 7, 2006

November 6, 2020

Certified Since:

Valid Until:

November 7, 2017Reissued:

November 7, 2017Cycle Issued:

This approval is subject to the company maintaining its system to the required standard, which will be monitored by NQA, USA, 289 

Great Road, Suite 105, Acton, MA 01720, an accredited organization under the ANSI-ASQ National Accreditation Board.
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Appendix to Certificate Number: 17163

Includes Facilities Located at:

The design, manufacture and warehousing of blood 

electrolyte systems, consumables

and the re-manufacture of clinical diagnostic 

equipment

Diamond Diagnostics Inc.

Certificate Number 17163

333 Fiske Street 

Holliston MA 01746

United States of America

WarehouseLowland Street

Certificate Number 17163

74 Lowland Street 

Holliston MA 01746

United States of America
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