
CERTIFICAT
CERTIFICATE OF REGISTRATION

N° 10462 rev. 7

GMED certifie que le système de management de la qualité développé par

GMED certifies that the quality management system developed by

pour les activités
for the activities

Conception, production, contrôle et commercialisation de produits de chimie cliniques
pour le diagnostic in vitro. Validation de la combinaison réactifs et automates.

Distribution d'automates et de produits de chimie cliniques pour le diagnostic in vitro.

Design, production, control and sales of clinical chemistry products intended to be used
for in vitro diagnostics. Validation of the combination reagents and analyzers.

Distribution of clinical chemistry analyzers and products for in vitro diagnostics.

réalisées sur le(s) site(s) de
performed on the location(s) of

ELITech Clinical Systems SAS
Zone industrielle - 61500  SEES - FRA

est conforme aux exigences des normes internationales
complies with the requirements of the international standards

NF EN ISO 13485 : 2016

GMED N° 10462–7
Ce certificat est délivré selon les règles de certification GMED

Début de validité
Valable jusqu'au

/ Effective date :

/ Expiry date :

July 28th, 2020 (included)
July 27th, 2023 (included)

Etabli le / Issued on : July 17th, 2020

/ This certificate is issued according to the  rules of GMED certification

 Renouvelle le certificat 10462-6

ELITECH CLINICAL SYSTEMS SAS

Zone Industrielle

61500 SEES FRANCE

On behalf of the President
Lionel DREUX

Certification Director
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Accréditation n°4-0608
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ELlTechGroup
EMPOWERING IVD

ELlTechGroup BV.
P.O.Box 100
6950 AC Dieren
Van Rensselaerweg 4
6956AV Spankeren
The Netherlands
T:+31 313430500
info.ecsnl@elitechgroup.com
www.elitechgroup.com
Chamber of Commerce 091 75642 Spankeren, 16April 2021

To Whom It May Concern

MANUFACTURER’S AUTHORIZATION LETTER

We, ELlTechGroup B.V., manufacturer of automated clinical chemistry analyzers, having factories at:
Van Rensselaerweg 4
6956 AV Spankeren
The Netherlands

and being a company of the ELlTechGroup hereby confirm that:

GBG-MLD SRL
Str. Tighina 65, of. 607
Mun. Chiinu, MD-2001
Moldova

is our distributor in Moldova and is fully authorized to offer and deliver the ELlTechGroup B.V. products
as mentioned in Appendix A.

GBG-MLD SRL is also authorized in Moldova to:
• register, notify, renew or modify the registration of the products as listed in Appendix A;
• participate in public tenders for supply of automated clinical chemistry analyzers;
• perform service activities.

We guarantee that the quality of our products is corresponding to the requirements for IVD products.

Products will be invoiced via:
ELiTech Clinical Systems SAS
Zone Industrielle
61500 Sées
France

This Manufacturer Authorization Letter (MAL) is governed by and construed in accordance with Dutch
law and is valid for a period of two (2) years unless terminated with a written notice by the issuer.

ELlTechGroup B.V.

ELflbchGroup B.V.
O. Box 100— 6950 AC DiEren

Mae Verdaasdonk
V 4 6956 AV

Managing Director Neiherlan5
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ELlTechGroup
EMPOWEPING VD

Appendix A - List of products

• SELECTRAMACH5
Inciuding all accessories and parts

ISO 13485
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Cresce 
cum � de

Selectra Solutions

Selectra Pro MClinical Systems

THE SMARTEST CHOICE 
FOR YOUR GROWING 
LABORATORY NEEDS



www.elitechgroup.com
info@elitechgroup.com

Headquarters +33 1 41 45 07 10
Australia 1800 815 098
BELUX +32 92 820 531
Brazil +55 27 3025 1415
France +33 4 83 36 10 82
Italy +39 011 97 61 91

New Zealand 0800 555 611
Serbia  +381 11 2467119
The Netherlands +31 313 430 581
UK +44 1442 869320
United States +1 800 453 2725

WORLDWIDE OFFICES
Please contact your sales representative for terms, 
conditions and product availability in your country.

Clinical Systems

THROUGHPUT
 • Typically 180 tests/hour  
 • Up to 266 ISE tests/hour (Dry ISE optional)

REAGENT HANDLING
 •  Refrigerated reagent rotor controlled with 

Peltier elements 
 •  Cooled to 10°C+/-4°C at normal laboratory 

conditions 
 •  32 reagent positions for 10 mL, 25 mL and 

50 mL reagent bottles 
 •  Reagent ID and automated programming 

of assays, calibrators and controls via 
barcode

 •  All reagent positions can be assigned as R1, 
R2 and R3 

 •  Pre-heated needle with level detection, 
collision protection and integrated mixer

SAMPLE HANDLING
 • Sample rotor containing: 
  –  Outer segment with 50 barcode 

readable positions
  –  Inner segment with 12 auxiliary 

positions 
  –  All positions fi t 13x75 mm primary and 

secondary tubes and pediatric cups
  –  All positions can be used for calibrators, 

controls, normal, pediatric and STAT 
samples

 •  Sample probe with level detection, 
integrated mixer and collision protection 

 •  Programmable dilution ratios 1 : 5 up to 
1 : 200 in one step increments with 3 
possible diluents 

PIPETTING SYSTEM 
 • 1000 μL reagent syringe:
  – R 1 volume 110 - 400 μL
  – R 2 volume 0 - 180 μL
  – R 3 volume 0 - 180 μL
  – Programmable in 1 μL steps
 • 100 μL sample syringe:
  – Sample volume 1 - 30 μL
  – Programmable in 0.1 μL steps

CUVETTE ROTOR 
 •  Cost eff ective, semi-disposable cuvette 

rotor with 48 cuvettes, path length 7 mm
 • >10,000 tests per rotor 
 • Minimum measuring volume 220 μL 
 •  Measuring temperature 37˚C, controlled by 

Peltier elements 

LIGHT SOURCE
 • Quartz-iodine lamp 12V-20W 

WAVELENGTH RANGE 
 • 340 - 800 nm 
 • Optical unit with 8 position fi lter wheel 
 • Automatic wavelength selection 
 •  340, 405, 505, 546, 578, 620, 660, 700 nm 

standard installed 
 • Other wavelengths available on request 

PHOTOMETRIC RANGE 
 • -0.1 to 3.0 Absorbance 
 • Resolution 0.001 Abs 

ANALYTICAL MODES (SINGLE, DUAL AND 
TRIPLE REAGENT SYSTEM)
 • Kinetic measurement with linearity check 
 •  Mono- and bichromatic end point 

measurement with or without bichromatic 
reagent blank and/or sample blank 
correction 

 •  Two point measurement; with or without 
slope blank 

 • Graphic plot of all measuring points 
 •  Predilution, post-dilution and automatic 

refl ex dilution as needed 
 • Non-linear calibration curves 
 • Prozone check for immunology tests 
 • Cut-off  declaration 
 • Calculated tests 

QUALITY CONTROL 
 •  Up to 15 diff erent controls can be defi ned, 

3 per test 
 • Westgard rules
 • Levey-Jennings plots
 • Quality control statistics

WATER CONSUMPTION 
 •  ~500 mL per hour max, continuous 

operation 

STANDARDS AND REGULATIONS 
 • CE - IVDD
 • USA FDA 510(k) 
 • CB 
 • UL 

DIMENSIONS  & WEIGHT
 •  125 cm (50 in) x 75 cm (30 in) x 62 cm (25 

in) (W x H x D)
 • 95 kg (210 lbs)

INTERFACE
 •  State of the art Host-Query interface 

available 
 •  Host: RS232 or Ethernet (TCP/IP) through 

LIS-2A protocol 
 •  Hand held CCD barcode reader used for 

reagent identifi cation and automated 
programming of assays, controls, and 
calibrators

INSTALLATION  CONDITIONS 
 • Temperature: 15 - 32 °C (59 - 90°F)
 • Humidity: 15 - 85% RH
 • Altitude: up to 2000 m
 •  Plumbing: no dedicated system water or 

drain required 
 •  Electrical: Voltage: 100 - 240 Vac; Frequency: 

50 / 60 Hz; Power (max): 400 VA 

INTEGRATED PC 
 • Touch screen navigation
 •  Operating System: MS Windows™ 

Embedded 

OPTIONS 

ISE MODULE 
 •  Patented Solid State Dry Electrode 

Technology 
 • Indirect measurement 
 • Dilution 1:14 
 •  Measures Sodium, Potassium, Chloride 

and Bicarbonate 

POSITIVE SAMPLE IDENTIFICATION 
 •  Positive Sample Identifi cation (PSID) 

via integrated barcode reader                                            
 •   Reads all popular formats including 

Codes 39, 128, 11, 93, 4, CODABAR and 
Interleaved 2/5 

PRINTER
 • Printer supported by MS Windows™

PROACTIVE MAINTENANCE KIT
 •  Complete parts kit for annual preventive 

maintenance 
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SPECIFICATIONS

Order code: 6003-404







Current issue date: 22 June 2021 Original approval(s):
Expiry date: 21 June 2024 ISO 13485 - 9 June 2019 
Certificate identity number: 10361225

Certificate of Approval

Paul Graaf

Chief Operating Officer, Management Systems, MSIS

Issued by: Lloyd's Register Nederland B.V.

for and on behalf of: Lloyd's Register Quality Assurance Limited     

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 Nederland B.V., K.P. van der Mandelelaan 41a, 3062 MB Rotterdam, The Netherlands for and on behalf of: 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, The Netherlands

has been approved by Lloyd's Register to the following standards:

ISO 13485:2016 
Approval number(s): ISO 13485 – 00020722

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.

The scope of this approval is applicable to:

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



Certificate identity number: 10361225

Certificate Schedule

    

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 Nederland B.V., K.P. van der Mandelelaan 41a, 3062 MB Rotterdam, The Netherlands for and on behalf of: Lloyd's Register Quality Assurance 
Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom
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Location Activities

ELITechGroup B.V.
Van Rensselaerweg 4, 6956 AV Spankeren, The Netherlands

ISO 13485:2016
Design, development and manufacturing of clinical 
chemistry analyzers, contract manufacturing of 
erythrocyte sedimentation rate analyzers and 
warehousing of erythrocyte sedimentation rate tubes for 
the in vitro diagnostic investigation of samples of human 
origin.

ELITechGroup B.V.
Kanaaldijk 90, 6956 AX Spankeren, The Netherlands

ISO 13485:2016
Design, development and manufacturing of clinical 
chemistry analyzers, contract manufacturing of 
erythrocyte sedimentation rate analyzers and 
warehousing of erythrocyte sedimentation rate tubes for 
the in vitro diagnostic investigation of samples of human 
origin.

 

 


	EnvelopeID_2cc173ba-94b2-45cb-9742-5849587166e1: DocuSign Envelope ID: E8F445D9-0AEC-4A47-8EC1-8F9310154111
		2023-01-23T08:38:12+0200
	Moldova
	MoldSign Signature




