






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
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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.

 

 



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
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This is to certify that the Management System of:  

Abbott Laboratories Diagnostics Division  

 

 

100 Abbott Park Road, Abbott Park, IL, 60064, United States 

 
 

 

has been approved by LRQA to the following standards:  

 ISO 9001:2015  

 

 
 

 

 Cliff Muckleroy - Area Operations Manager Americas  

Issued by: Lloyd's Register Quality Assurance, Inc.  

for and on behalf of: 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: 13 October 2018 

Expiry date: 12 October 2021 

Certificate identity number: 10155324 

 
 

Original approval(s): 

ISO 9001 – 3 December 2017 

 

 

 

Approval number(s): ISO 9001 – 0015681  

 

 

 
 

 

The scope of this approval is applicable to: 

 

Design, Manufacture, Development, Installation, Service and Support of In Vitro Diagnostic Products including 
Test Kits, Reagents, Accessories and Instruments.  

 



 

Certificate Schedule 

Certificate identity number: 10155324 
  

 

   

         

 
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, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States 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  

 

  

100 Abbott Park Road, Abbott Park, IL, 60064, 

United States 

ISO 9001:2015 

Design, Manufacture, Development, Installation, 
Service and Support of In Vitro Diagnostic 
Products including Test Kits, Reagents, 
Accessories and Instruments. 

 

 

 

 

  

Conway Park, 675 North Field Drive, Lake Forest, IL, 
60045, United States 

ISO 9001:2015 

Oversight of the Quality Management System for 
the Abbott Diagnostics Division Sites. 

 

 

 

 

K Complex - Distribution Center  

Route 41 & Martin Luther King Drive, North Chicago, 
IL, 60064, United States 

ISO 9001:2015 

Distribution of In Vitro Diagnostic Products 
including Test Kits, Reagents, Accessories and 
Instruments. 
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This is to certify that the Management System of:  

Abbott Laboratories Diagnostics Division  

 

100 Abbott Park Road, Abbott Park, IL, 60064, United States 

 

 

has been approved by LRQA to the following standards:  

 ISO 13485:2016  

 

   

 

 Cliff Muckleroy - Area Operations Manager Americas  

Issued by: Lloyd's Register Quality Assurance, Inc.  

for and on behalf of: 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: 13 October 2018 

 

Original approval(s): 

Expiry date: 12 October 2021 ISO 13485 – 7 December 2017 

Certificate identity number: 10155326 

  

Approval number(s): ISO 13485 – 0015680  

 
 

 
 

The scope of this approval is applicable to: 

 

Design, Manufacture, Development, Installation, Service and Support of In Vitro Diagnostic Products including 
Test Kits, Reagents, Accessories and Instruments.  



 

Certificate Schedule 

Certificate identity number: 10155326 
  

 

    

                                                                                  

 
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 
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Location Activities  

 
  

100 Abbott Park Road, Abbott Park, IL, 60064, 
United States 

ISO 13485:2016 

Design, Manufacture, Development, Installation, 
Service and Support of In Vitro Diagnostic 
Products including Test Kits, Reagents, 
Accessories and Instruments. 

 

 
 

 

  

Conway Park, 675 North Field Drive, Lake Forest, 
IL, 60045, United States 

ISO 13485:2016 

Oversight of the Quality Management System for 
the Abbott Diagnostics Division Sites. 

 

 
 

 

K Complex - Distribution Center  

Route 41 & Martin Luther King Drive, North Chicago, 
IL, 60064, United States 

ISO 13485:2016 

Distribution of In Vitro Diagnostic Products 
including Test Kits, Reagents, Accessories and 
Instruments. 

 

 

 
 

  

   











ЭКОлаб-Метод Като  

(набор для обнаружения в фекалиях гельминтов 

и их яиц методом толстого мазка) 

Производитель: ЭкоЛаб 

Страна: Россия 

Ед. изм.: набор 

Вид упаковки: картонная коробка 

Артикул: 38.08 

Описание 

Набор реагентов для микроскопического исследования кала по Като предназначен 

для выявления яиц гельминтов методом толстого мазка и окраски по Като 

(просветление глицерином и подкрашивание малахитовой зеленью), рассчитан на 

500 исследований (при расходе 10 мл реактива Като на 100 пластинок) 

 
Технические характеристики 

Набор для обнаружения в фекалиях гельминтов и их яиц методом толстого мазка.  

Предназначен для определения яиц: аскариды, власоглава, острицы, 

анкилостомиды, трихостронгилиды, сибирской двуустки, клонорха, тенеиды, 

карликового цепня, крысиного цепня, легочной двуустки, печеночной двуустки. 

 

1. Реактив Като, 50 мл х 1 флакон  

2. Целлофановые покровные пластинки - 500 шт.  

3. Пробка из силиконовой резины - 1 шт. 

Форма выпуска: в картонной коробке вместе с инструкцией по применению. 

Количество определений: не менее 500. 

Срок годности - 2 года с даты производства, указанной на упаковке. 

Условия хранения: при комнатной температуре в сухом темном месте. 

Полностью соответствует ТУ 9398-099-70423725-2012 

Регистрационное удостоверение № ФСР 2012/13937 от 27.09.2012  
 







EG-KONFORMITÄTSERKLÄRUNG · EC DECLARATION OF CONFORMITY 

DÉCLARATION CE DE CONFORMITÉ · DICHIARAZIONE CE DI CONFORMITÀ 
 

Name und Adresse des Herstellers: /  
Name and address of the manufacturer: / 
Nom et adresse du fabricant: /  
Nome e indirizzo del fabbricante: 

BOEN HEALTHCARE CO., LTD
Unit 602, International Center, No.535, Shenxu Road, 
Suzhou, 215021, Jiangsu, China

Wir erklären in alleiniger Verantwortung, dass / We declare under our sole responsibility that /  
Nous déclarons sous notre propre responsabilité que / Dichiariamo sotto la sola responsabilità che 

das Medizinprodukt: / 
the medical device: /  
le dispositif médical: / 
il dispositivo medico: 

der Klasse: / 
of class: / 
de la classe: / 
di classe: 

Plastic Test Tube

(IVDD, Artikel 9 Absatz 1) nicht Teil der Liste A und B von Anhang II sein / (IVDD, Article9(1)) not be part of list A & B of annex II 

  (IVDD, article 9, paragraphe 1) ne fait pas partie de la liste A et B de l'annexe II  / (IVDD, articolo 9, paragrafo 1) non fanno parte dell'elenco A e B 

dell'allegato II 

den einschlägigen Bestimmungen der Medizinprodukte-Richtlinie 98/79/EG und deren Umsetzungen in nationale 
Gesetze entspricht. Die Erklärung gilt in Verbindung mit dem zum Produkt gehörigen „Endprüfprotokoll“. /  

meets the provisions of the directive 98/79/EC and its transpositions in national laws which apply to it. The declaration 
is valid in connection with the “final inspection report” of the device. /  

remplit toutes les exigences de la directive sur les dispositifs médicaux 98/79/EC et de ses transpositions en droit 
national qui le concernent. La déclaration est valable si elle est associée au «rapport de l’inspection finale» du produit. / 

soddisfa tutte le disposizioni della direttiva 98/79/EC e della loro trasposizione nel diritto nazionale che lo riguardano. 
Questa dichiarazione è valida in congiunzione con il “rapporto di ispezione finale” del prodotto. 

Konformitätsbewertungsverfahren: /  
Conformity assessment procedure: / 
Procédure d’évaluation de la conformité: /  
Procedura di valutazione della conformità: 

Anhang III (voraussichtlicher Punkt 6) der IVDD 98/79 / 
EG Annex III (expect point 6) of IVDD 98/79/EC  
Annexe III (sauf le point 6) de l'IVDD 98/79 / CE  
Allegato III (aspettarsi il punto 6) dell'IVDD 98/79 / CE 

Registrier-Nr.: /  
Registration No.: /  
N°d’enregistrement: /  
Numero di registrazione: 

CE 

Benannte Stelle: /  
Notified Body: /  
Organisme notifié: /  
Organismo notificato: 

Suzhou, 201.05.26
_________________________ 
Ort, Datum / Place, date / 

Lieu, date / Luogo, data 

 General Manager 

______________________________ 
Name und Funktion / Name and function / 

Nom et fonction / Nome e funzione 

Common/Others IVD
(Devices of NOT Annex II and NOT self-test)

























        
 
 

 

 

 

 
 

  

 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 2024081 

 

 Certificate Holder: 
 

 77 Elektronika Műszeripari Kft.  
 

 Fehérvári út 98. 
1116 Budapest 
Hungary  
 
Site:  
1116 Budapest, Sztregova u. 1. 
 
  
  

 

 Scope:  design, development, manufacturing, sales and service of in vitro 

diagnostic (IVD) medical devices and veterinary devices. 

 

   Proof has been furnished by means of an audit that the 

requirements of ISO 9001:2015 are met. 

 
 

 

 Validity:  The certificate is valid from 06.10.2021 until 05.10.2024. 

       

  

  

 06.10.2021   

 

 
 

  TÜV Rheinland Cert GmbH  
 Am Grauen Stein · 51105 Köln   

 

 

 

 

   
 

 

 www.tuv.com 
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CERTIFICATO n. 
CERTIFICATE No. 

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITÀ DI 
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY 

 

VACUTEST KIMA S.r.l. 
 

Sede / Head office 
Via dell'Industria, 12 - 35020 Arzergrande (PD) – Italia 

Uffici direzionali e amministrativi 
Unità Operative / Operative Units 

Via dell'Industria, 12 - 35020 Arzergrande (PD) – Italia 
Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici e urine. 

Produzione di provette per microprelievi di sangue. Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni 
di coltura per microbiologia, articoli in plastica per laboratorio analisi, provette con vuoto predeterminato e aghi sterili. 

Via Leonardo Da Vinci, 22 – 35028 Piove di Sacco (PD) 
Uffici commerciali e magazzino. 

È CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD 
 

UNI CEI EN ISO 13485:2016 
 

Sistema di Gestione per la Qualità / Quality Management System 
 

PER LE SEGUENTI ATTIVITÀ / FOR THE FOLLOWING ACTIVITIES 
 

Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo 
ematico, liquidi biologici e urine. Produzione di provette per microprelievi di sangue. 

Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per 
microbiologia, articoli in plastica per laboratorio analisi, provette con vuoto 

predeterminato e aghi sterili. 
 

Design and production of test tubes with predetermined vacuum for collection of 
haematological samples, biological liquids and urine samples. Production of test tubes 
for micro-collection of haematological samples. Trading of the products of the Group: 
diagnostic kits, culture media for microbiology, plastic disposable labware, test tubes 

with predetermined vacuum and sterile needles. 

Riferirsi alla documentazione del Sistema di Gestione per la Qualità aziendale per l'applicabilità dei requisiti della norma di riferimento. 
Refer to the documentation of the Quality Management System for details of application to reference standard requirements. 

 

Il presente certificato è soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico. 
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification  of company management systems” and Specific Scheme. 

 

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato, 
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it. 

For timely and updated information about any changes in the certification status referred to in this certificate, 
please contact the number +39 02 725341 or email address info@icim.it. 

 

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA 
FIRST ISSUE CURRENT ISSUE EXPIRING DATE 

 18/01/2007  18/01/2022 17/01/2025 
 

 

 

____________________________________________ 

Vincenzo Delacqua 
Rappresentante Direzione / Management Representative 

ICIM S.p.A. 
Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 

www.icim.it 

mailto:info@icim.it












 

This is to certify that the management system of: 
Medica Corporation 
(FIN F002402) 

Main Site: 5 Oak Park Drive, Bedford, Massachusetts, 01730, United States 

Additional Site: 3 Oak Park Drive, Bedford, Massachusetts, 01730, United States  

has been registered by Intertek, an MDSAP recognized auditing organization, 
as conforming to the requirements of: 
 

ISO 13485:2016  

Brazil: Federal Law n. 6360/76; RDC ANVISA n. 16/2013; RDC ANVISA n. 23/2012; 

RDC ANVISA n. 67/2009; RDC ANVISA n. 56/2001 

Canada: Medical Devices Regulations – Part 1- SOR 98/282 

United States: 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 (Subparts A to D) 

Japan: MHLW Ministerial Ordinance 169, Article 4 to Article 68; PMD Act  

The management system is applicable to: 

Design, Development, Manufacture, Service, Installation and Distribution of 

in-vitro diagnostic medical devices, in-vitro diagnostic test kits, in-vitro 

diagnostic reagents, in-vitro diagnostic analyzers/software used in diagnosis 

and management of cancer, immune status, disease status, autoimmune 

status, cardiac markers, protein metabolism, endocrine disorders, blood 

analytes, urinalysis, blood gases.   

 

Certificate Number: 

0089217-01 

Initial Certification Date: 

2019-04-19 

Date of Certification Decision: 

2022-03-24 

Certification Effective Date: 

2022-04-18 

Certification Expiry Date: 

2025-04-18 

Calin Moldovean 
President, Business Assurance 
 
Intertek Testing Services NA, Inc.  
900 Chelmsford Street 
Lowell, MA, USA 01851 

 

In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification Agreement. This 

certificate’s validity is subject to the organization maintaining their system in accordance with Intertek’s requirements for systems certification. Validity may be confirmed via email at 

certificate.validation@intertek.com or by scanning the code to the right with a smartphone. The certificate remains the property of Intertek, to whom it must be returned upon 

request. Validity of this certificate may be verified at http://www.intertek.com/business-assurance/certificate-validation/ 

CT-MDSAP-2016-NA-EN-LT-P-3.JUN.21 

 

http://www.intertek.com/business-assurance/certificate-validation/
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