
Republica Moldova                                                                                      Rechizitele bancare: 
mun. Chişinău,  MD-2001                                                                           Cod fiscal/1003600117582 
                                                                                                                     Cod TVA: /0205086 
str. Tighina 65, of. 607                                                                                BC “Moldova-Agroindbank”SA 
tel/fax.: (373-22) 54-91-21                                                                          filiala M.Eminescu 
tel./fax: (373-22) 54-73-73                                                                         cod: AGRNMD2X864 
tel: (373-22) 54-91-20                                                                cod IBAN: MD14AG000000225184801542 
 

  
 
                                                                                                 GLOBAL BIOMARKETING GROUP MOLDOVA                                                                                            

 
  

Către Grupul de lucru al 

 IMSP Centrul de Sanatate Straseni 

Cererea ofertelor de prețuri (bunuri) 21024580  

 ocds-b3wdp1-MD-1592292454571 

  din 21-25.06.2020 

 
Declarație conform cerinţelor.  

 

            Prin prezenta, compania „GBG-MLD”SRL, care participă la licitatia sus numita, privind achiziţionarea 

reactivilor de laborator, confirmă: 

Produsele oferite dispun de certificat ce atesta ca produsele sunt conforme cerintelor normative ale Republicii 

Moldova; 

1.  Confirmam că reagenti, calibratori şi materialul de control pentru aparat au fost produși în conformitate cu cerinţele 

CE; la livrare - prezentarea certificatului de origine pentru produs. 

 2.  Reagenții, calibratorii și materialele de control sant testați și validați de producător pe echipamentul menționat, cu 

documentație respectivă de insoțire în limba de stat. 

3.   Prezentarea a certificatului de compatibilitate a reactivelor propusi cu analizatorul din dotare. 

4.  Adaptarea/calibrarea metodelor la analizator se va efectua de către furnizor (ingineri scolarizati) de reactivi care 

suportă toate riscurile şi cheltuielile aferente.   

5.  Ambalajul reactivilor - compatibil cu aparatul. 

6. Calibratorii şi materialele de control sant înregistrate în ordinea stabilită în mod obligatoriu de legislaţia Republicii 

Moldova în vigoare şi corespund cu setul de reagenţi (de la acelaşi producător). 

7. Reagentii, seturile de reagenti  se pastreaza pana la livrare  in conditii prevazute de producator (la frigider sau incapere 

dotata cu echipament specific) 

8. Termenul de valabilitate indicat pe ambalaj de producător nu mai puţin de 12 luni. Seturile - livrate în ambalaj 

securizat, marcat, etichetat de producător. Date de identitate (denumirea, numărul Iotului, seria, termenii de valabilitate, 

condiţiile de prestare) ale produsului indicate pe ambalaj coincid în mod obligatoriu cu cele de pe etichetele 

componentelor incluse în set. 

9. Instrucţiunile de utilizare a truselor contin caracteristicile de performanţă şi calitate: sensibilitatea, liniaritatea, 

specificitatea, reproductibilitatea şi interferenţa (lipemia, bilirubinemia, hemoliza). Instrucţiunile privind modul de 

utilizare - prezentate inclusiv şi în limba de stat, la livrare. 

10. Reagenți, calibratori și materiale de control sant  însoțite de protocoalele și standardele specializate pentru 

analizatorul menționat – la livrare. 

11. Cantitatea de lucru a reagentului sa fie 0,3ml per test; 

 
 
 
Director „GBG-MLD”SRL 
T. Ceaicovschi__________ 

https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1592292454571
https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1550214517501


  

Certificate of Approval 

  

 
 

    

                                                                                  

 
Lloyd’s Register Group Limited, its affiliates and subsidiaries, including Lloyd’s Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 
‘Lloyd’s Register’. Lloyd’s Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person 
has signed a contract with the relevant Lloyd’s Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract. 
Issued By: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom  
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This is to certify that the Management System of:  

ELITechGroup B.V.  

 

Van Rensselaerweg 4, 6956 AV Spankeren, Netherlands  

 

 

has been approved by LRQA to the following standards:  

 ISO 13485:2016  

 

   

 

 David Derrick - Area Operations Manager UK & Ireland  

Issued By: Lloyd's Register Quality Assurance Limited 

 
 

This certificate is valid only in association with the certificate schedule bearing the same number on which the 
locations applicable to this approval are listed. 

    

Current Issue Date: 22 June 2018 

 

Original Approvals: 

Expiry Date: 21 June 2021 ISO 13485 21 November 2016 

Certificate Identity Number: 10093739 
Certificate Approval Number: LRQ 00000428 

  

Product Approval Number: ISO 13485 – 0016037  

 
 

 
 

The scope of this approval is applicable to: 

Design, development, manufacture and distribution of clinical chemistry analyzers and erythrocyte 
sedimentation rate analyzers and tubes for the in vitro diagnostic investigation of samples of human origin..  



 

Certificate Schedule 

Certificate Identity Number: 10093739 
  

 

    

                                                                                  

 
Lloyd’s Register Group Limited, its affiliates and subsidiaries, including Lloyd’s Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 
‘Lloyd’s Register’. Lloyd’s Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person 
has signed a contract with the relevant Lloyd’s Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract. 
Issued By: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom  
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Location Activities  

 
  

Van Rensselaerweg 4, 6956 AV Spankeren, 
Netherlands 

ISO 13485:2016 

Design, development, manufacture and 
distribution of clinical chemistry analyzers and 
erythrocyte sedimentation rate analyzers and 
tubes for the in vitro diagnostic investigation of 
samples of human origin. 

 

 

 
 

  

Kanaaldijk 90, 6956 AX Spankeren, Netherlands 

ISO 13485:2016 

Warehousing of parts, finished instruments and 
erythrocyte sedimentation rate tubes. 

 

 

 
 

  

   



 
ISO 9001 -NF EN ISO 13485 

 
 

 

Zone Industrielle – 61500 SEES – France 
Tél. : + 33 (0)2 33 81 21 00 / Fax : + 33 (0)2 33 28 77 51 

 

 

   
 

 

  
 

Société par actions simplifiée au Capital de 1 219 592.14 € 
SIRET 318 365 228 00036        APE 2059Z 

RC ALENCON 318 365 228 
 

 

 

 
 
 
 

TO WHOM TO BE CONCERNED 
 
 
 
 
 We, Seppim S.A.S., manufacturers of Elitech Clinical Systems reagents, having 
our factory at Zone Industrielle, 61500 Sées - France, confirm that our clinical reagents have 
been validated on Vital Scientific equipment. As such available Elitech Clinical Systems 
reagent applications for Vital Scientific instruments are CE-IVD compliant. 
 
Reagents, other than Elitech Clinical Systems reagents, are not validated on Vital Scientific 
equipments, and we also can't know the impact of other reagents on Vital Scientifc 
equipments. 
 
 
May 22nd, 2012  
 
 
 
 
Signed on behalf of the manufacturer 
Valérie GOURDON 
Regulatory Affairs Manager 
COMPANY SEPPIM S.A.S 
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