








































































  
 

 
  

CERTIFICATO CE
Sistema di qualità

Fabbricante:  DMED DI D’IMPRIMA ANGELO
    Via Castiglione n. 66
    31037 LORIA (TV)

Prodotto:   SEB 2000 Banco Automatizzato

Il prodotto descritto sopra è conforme al Regolamento 2017/745 
allegato II e III. 

Loria, 17/10/2022 
    

 

Legale rappresentante
  ANGELO D’IMPRIMA 



 

Cert-114: EC Annex II-NL-A4 (10) 

 
Quality System Approval Certificate 

Medical Devices Directive 93/42/EEC 
The National Standards Authority of Ireland as a duly designated 

Notified Body, (identification number 0050), for the purposes of the European Communities 
(Medical Devices) Regulations (S.I. No. 252 of 1994) 

APPROVES THE QUALITY SYSTEM APPLIED BY 

Medivators Inc. 
14605 28th Ave N 

Minneapolis 
MN 55447 

USA 

to the Product Family 

Endoscopic Irrigation Pump and Insufflator 
 

GMDN Code: 33579, 41617 

on the basis of examination under the requirements of Directive 93/42/EEC on Medical Devices, Annex 
II, excluding (4) 

The use of the NSAI Notified Body identification number 0050 in conjunction with CE Marking of 
Conformance for this product family is hereby authorised. 

 
Registration Number: 252.878 
Original Approval: 14 November 2013 
Last Amended on: 22 July 2020 
Remains valid until: 26 May 2024 

 

Signed: 
 

 
Approved by: 
Dr. Caroline Dore Geraghty 
Director, Medical Devices 

Approved by: 
Dr. Elaine Darcy 
European Medical Device Operations Manager 

This certificate remains valid on condition that the Approved Quality System is maintained in an adequate and efficacious manner. 
Details of the operational locations included within the scope of this approval can be obtained from NSAI 

 

In the case of a Class III device, this certificate must be supported by a valid design examination certificate 
National Standards Authority of Ireland, 1 Swift Square, Northwood, Santry, Dublin 9, Ireland. 

  



 

Revision J            

 
EU Medical Device Directive 

 93/42/EEC as Amended by 2007/47/EC  
Declaration of Conformity 

 
Product(s): Endo Stratus™ Endoscopic Irrigation Pump and CO2 Insufflator 
     
Manufacturer: Medivators 
Address: 14605 28th Avenue North  
  Minneapolis, MN 55447 USA 
 

EU Representative: Cantel Medical Italy 
Address: Cantel Medical (Italy) S.r.l.,   

Via Laurentina,169, 00040 
Pomezia (RM), Italy  

Model(s): Endo Stratus Irrigation Pump – EGA-500, EGA-500E, EGA-500T 
Endo Stratus CO2 Insufflator – EGA-501, EGA-501E, EGA-501T 

   
Assessment of Product Based Upon: 
 
Quality System Certification  ISO 13485 Certificate No:  MD19.2990   
     Issued By:   NSAI (0050)        
 
CE Certification   CE Certificate No:  252.878  
     Conformity Assessment Route:  Annex II 
     Issued By: NSAI (0050)  
      
Essential Requirements Checklist Prepared by:  Regulatory Affairs   
 
Technical File    Prepared by:  Regulatory Affairs  
 
Product Classification: Product classification based on the requirements of MDD Annex IX and EU 

Guidelines for Classification of Medical Devices MEDDEV 2.4. 
 Class I    Class IIa 

      Class IIb   Class III 
 
Based on a review of the above documents, we hereby declare that the above product complies with the 
requirements of the EC Directive 93/42/EEC as amended by 2007/47/EC and the following standards: 
 
1SO 14971  IEC 60601-1  IEC 60601-1-2  IEC-60601-2-18 
  
       
 
Approvals: 

 
   
  
 
Ashley Luloff   
Regulatory Affairs Specialist   
Medivators Inc.  
9 November 2020 

 
Distribution:    RA Files   Medivators Conroe TX  
     Medivators Singapore  Other _____________________ __ 



EC Certificate
Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V 
(Devices in Class IIa, IIb or III)
No. G2 063105 0047 Rev. 01

Page 1 of 1
TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123

TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Manufacturer: CA-MI S.R.L.
Via Ugo La Malfa, 13
Frazione Pilastro
43013 Langhirano (PR)
ITALY

Product
Category(ies):

Aerosol Therapy Equipment, Kits for Aerosol Therapy, 
Thermal Water Inhaler, Suction Unit, Surgical Suction 
Equipment, Breast Pump, Kit Accessory for Electric 
Breast Pump, Blood Pressure Monitor, Electronic 
Thermometer, Infrared Thermometer, Tens Device, 
Pulse Oximeter

The Certification Body of TÜV SÜD Product Service GmbH declares that the aforementioned 
manufacturer has implemented a quality assurance system for manufacture and final inspection of 
the respective devices / device categories in accordance with MDD Annex V. This quality assurance 
system conforms to the requirements of this Directive and is subject to periodical surveillance. For 
marketing of class IIb and III devices an additional Annex III certificate is mandatory. All applicable 
requirements of the testing and certification regulation of TÜV SÜD Group have to be complied with. 
For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:G2 063105 0047 Rev. 01 

Report No.: ITA1626749

Valid from: 2021-02-09
Valid until: 2024-05-26

Date, 2021-02-09

Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:G2%20063105%200047%20Rev.%2001


Certificate
No. Q5 063105 0045 Rev. 03

Page 1 of 2
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Holder of Certificate: CA-MI S.R.L.
Via Ugo La Malfa, 13
Frazione Pilastro
43013 Langhirano (PR)
ITALY

Certification Mark:

 
Scope of Certificate: Design and development, production, service and sale of medical 

equipments for surgery (electrical and manual suction pumps), 
electric breast pumps, medical devices for breathing (aerosol 
therapy equipments and thermal water inhaler) and related 
accessories, medical devices for monitoring of vital physiological 
parameters (pulse oximeters, thermometers, blood pressure 
monitors, sphygmomanometer and stethoscopes), incentive 
spirometers and medical devices for phlebology (graduated 
compression medical stockings). Distribution of active and non-
active non implantable medical devices. 

The Certification Body of TÜV SÜD Product Service GmbH certifies that the company mentioned 
above has established and is maintaining a quality management system, which meets the 
requirements of the listed standard(s). All applicable requirements of the testing and certification 
regulation of TÜV SÜD Group have to be complied with. For details and certificate validity see: 
www.tuvsud.com/ps-cert?q=cert:Q5 063105 0045 Rev. 03  

Report No.: ITA1885389

Valid from: 2022-08-02
Valid until: 2025-08-01

Date, 2022-08-02 Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20063105%200045%20Rev.%2003%C2%A0


Certificate
No. Q5 063105 0045 Rev. 03

Page 2 of 2
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Applied Standard(s): EN ISO 13485:2016 
Medical devices - Quality management systems - 
Requirements for regulatory purposes 
(ISO 13485:2016) 
DIN EN ISO 13485:2016

Facility(ies): CA-MI S.R.L.
Via Ugo La Malfa, 13, Frazione Pilastro, 43013 Langhirano (PR), 
ITALY

Design and development, production, service and sale of medical 
equipments for surgery (electrical and manual suction pumps), 
electric breast pumps, medical devices for breathing (aerosol 
therapy equipments and thermal water inhaler) and related 
accessories, medical devices for monitoring of vital physiological 
parameters (pulse oximeters, thermometers, blood pressure 
monitors, sphygmomanometer and stethoscopes), incentive 
spirometers and medical devices for phlebology (graduated 
compression medical stockings). Distribution of active and non-
active non implantable medical devices. 

CA-MI S.r.l.
Via Strada per Parma 34, Frazione Pilastro, 43013 Langhirano 
(PR), ITALY

Warehouse of active and non-active non implantable medical 
devices and components used in production.

CA-MI S.r.l.
Via Ugo La Malfa 27, Frazione Pilastro, 43013 Langhirano (PR), 
ITALY

Production of medical devices for surgery (electrical and manual 
suction pumps), warehouse of active and non-active non 
implantable medical devices and components used in production.

/



Certificato n. 1812/MDD

CERTIFICATO CE

Dichiarazione di approvazione del sistema qualità
(Sistema completo di garanzia qualità)

Mod. 4606/0

CANTEL MEDICAL (ITALY) SRL 

00071 POMEZIA (RM) - VIA LAURENTINA 169 (ITA) - Italy

Visto l'esito delle verifiche condotte in conformità all'Allegato II, con l'esclusione del punto 4, della 
direttiva 93/42/CEE e s.m.i., si dichiara che la ditta:

mantiene nello stabilimento di:

00071 POMEZIA (RM) - VIA LAURENTINA 169 (ITA) - Italy

un sistema qualità che assicura la conformità dei seguenti prodotti:

Lava disinfettatrice-sterilizzatrice chimica a freddo per endoscopi

Sterilizzanti chimici a freddo per dispositivi medici

Disinfettanti per dispositivi medici

Detergente plurienzimatico decontaminante disinfettante per dispositivi medici

Disinfettanti, decontaminanti e detergenti per dispositivi medici

Disinfettanti e detergenti per dispositivi medici

Disinfettanti e decontaminanti per dispositivi medici

Sistemi di conservazione e trasporto di endoscopi

Lava disinfettatrice per endoscopi

serie e modelli indicati in Allegato

ai requisiti essenziali della direttiva suddetta ad essi applicabili (in tutte le fasi dalla progettazione al 
controllo finale) ed è sottoposta alla sorveglianza prevista dal punto 5 dell'Allegato II. Per i dispositivi in 

classe III questo certificato è valido solamente con il relativo certificato di esame CE della progettazione 
di Allegato II.4.

Riferimento pratiche IMQ:

DM15A0449933-01; DM15E0572628-01; DM16A0607476-01; DM16-0000589; DM16-0002190-01; DM19-
0043082-01; DM19-0043104-01; DM20-0050214-01; DM20-0048482-01; DM20-0051086-01; DM20-0047938-01.

Questa Dichiarazione di approvazione è rilasciata dall'IMQ S.p.A. quale organismo notificato per la 
direttiva 93/42/CEE e s.m.i. Il numero identificativo dell'IMQ S.p.A. quale organismo notificato è: 0051.

Questa Dichiarazione di approvazione è soggetta alle condizioni previste dall'IMQ nel "Regolamento per 

la certificazione CE dei dispositivi medici - Marcatura CE - Direttiva 93/42/CEE".

Emesso il: 2015-07-20

Sostituisce: 2020-04-07

Data scadenza: 2024-05-26

IMQ

Data aggiornamento: 2020-05-08

IMQ S.p.A. | I-20138 Milano
|Via Quintiliano 43 |
www.imq.it



Certificato n. 1812/MDD

CERTIFICATO CE

Allegato

Mod. 4606/0

Lava disinfettatrice-sterilizzatrice chimica a freddo per endoscopi

Mod. MEDIVATORS ISA

 Marca Cantel Medical (Italy) S.r.l.

Sterilizzanti chimici a freddo per dispositivi medici

Modd. ADASPOR PRONTO; ADASPOR CONCENTRATO, ADASPOR M CONCENTRATO; ADASPOR 

MONODIE; ADASPOR PENTADIE; ADASPOR SINGLE SHOT; PROLYSTICA AUTO PAA; ISASPOR SINGLE SHOT; 

ADASPOR PLUS SINGLE SHOT, ADASPOR PLUS PRONTO (READY TO USE); ADASPOR PLUS CONCENTRATO; 

ADASPOR PLUS MONODIE; ADASPOR PLUS PENTADIE, ADASPOR PLUS M CONCENTRATO.

 Marca CANTEL

Disinfettanti per dispositivi medici

Modd. BLUESTERIL ALCOLICO;  BLUESTERIL FERRI; BLUESTERIL SPRAY.

 Marca CANTEL

Detergente plurienzimatico decontaminante disinfettante per dispositivi medici

Modd. NEO PROTEOZIM PLUS 500; PROTEOZIM PLUS 400.

 Marca CANTEL

Disinfettanti, decontaminanti e detergenti per dispositivi medici

Mod. ISACLEAN, PROTEODONT.

 Marca CANTEL

Disinfettanti e detergenti per dispositivi medici

Modd. BACTRYL SPRAY; BACTRYL WIPES; ISACLEAN SPRAY; SPOREXIN SPRAY; SPOREXIN WIPES; SPOREXIN 

VACUUM.

 Marca CANTEL

Disinfettanti e decontaminanti per dispositivi medici

Modd. PROTEAZONE; PROTEAZONE OD.

 Marca CANTEL

Sistemi di conservazione e trasporto di endoscopi

Modd. CLEANASCOPE; CLEANASCOPE ADVANTAGE.

 Marca CANTEL

.

.

.

Emesso il: 2015-07-20

Sostituisce: 2020-04-07

Data aggiornamento: 2020-05-08

IMQData scadenza: 2024-05-26



Certificato n. 1812/MDD

CERTIFICATO CE

Allegato

Mod. 4606/0

Lava disinfettatrice per endoscopi

Modd. INNOVA E3s; INNOVA E3s CMS; INNOVA E4s CMS.

 Marca CANTEL

Emesso il: 2015-07-20

Sostituisce: 2020-04-07

Data aggiornamento: 2020-05-08

IMQData scadenza: 2024-05-26



Certificate No 1812/MDD

EC CERTIFICATE

Full Quality Assurance System Approval Certificate

Mod. 4606/0

CANTEL MEDICAL (ITALY) SRL 

00071 POMEZIA (RM) - VIA LAURENTINA 169 (ITA) - Italy

On the basis of our examination carried out according to Annex II, excluding section 4, of the Directive 

93/42/EEC and its revised version, we hereby certify that:

manages in the factory of:

00071 POMEZIA (RM) - VIA LAURENTINA 169 (ITA) - Italy

a quality assurance system ensuring the conformity of the following products:

Cold chemical washer disinfector and sterilizer for endoscopes

Cold chemical sterilant for medical devices

Disinfectants for medical devices

Multi-enzyme detergent, decontaminant disinfectant for medical devices

Disinfectants, decontaminants and detergents for medical devices

Disinfectants and detergents for medical devices

Decontaminants and disinfectants for medical devices

Storage and transport systems for endoscopes

Washer disinfector for endoscopes

series and type refs in the Annex

with the relevant essential requirements of the aforementioned directive (from design to final inspection 

and testing) and it is subject to surveillance as specified in section 5 of Annex II. For class III devices, this 

certificate is valid only with the relevant EC Design-Examination Certificate of Annex II.4.

Reference to IMQ files Nos:

DM15A0449933-01; DM15E0572628-01; DM16A0607476-01; DM16-0000589; DM16-0002190-01; DM19-

0043082-01; DM19-0043104-01; DM20-0050214-01; DM20-0048482-01; DM20-0051086-01; DM20-0047938-01.

This Approval Certificate is issued by IMQ S.p.A. as Notified Body for the Directive 93/42/EEC and its 

revised version. Notified Body notified to European Commission under number: 0051.

This Approval Certificate is subjected to the provisions laid down in the “IMQ regulation for the certification 

of Medical Devices - CE Marking - Directive 93/42/EEC”.

Date: 2015-07-20

Substitution Date: 2020-04-07

Expiry Date: 2024-05-26

IMQ

This is a translation of the Italian text, which prevails in case of doubts

Updated: 2020-05-08

IMQ S.p.A. | I-20138 Milano

|Via Quintiliano 43 |

www.imq.it



Certificate No 1812/MDD

EC CERTIFICATE

Annex

Mod. 4606/0

Cold chemical washer disinfector and sterilizer for endoscopes

Type ref. MEDIVATORS ISA

 Trade mark Cantel Medical (Italy) S.r.l.

Cold chemical sterilant for medical devices

Type ref. ADASPOR PRONTO; ADASPOR CONCENTRATO, ADASPOR M CONCENTRATO; ADASPOR 

MONODIE; ADASPOR PENTADIE; ADASPOR SINGLE SHOT; PROLYSTICA AUTO PAA; ISASPOR SINGLE SHOT; 

ADASPOR PLUS SINGLE SHOT, ADASPOR PLUS PRONTO (READY TO USE); ADASPOR PLUS CONCENTRATO; 

ADASPOR PLUS MONODIE; ADASPOR PLUS PENTADIE, ADASPOR PLUS M CONCENTRATO.

 Trade mark CANTEL

Disinfectants for medical devices

Type ref. BLUESTERIL ALCOLICO;  BLUESTERIL FERRI; BLUESTERIL SPRAY.

 Trade mark CANTEL

Multi-enzyme detergent, decontaminant disinfectant for medical devices

Type ref. NEO PROTEOZIM PLUS 500; PROTEOZIM PLUS 400.

 Trade mark CANTEL

Disinfectants, decontaminants and detergents for medical devices

Type ref. ISACLEAN, PROTEODONT.

 Trade mark CANTEL

Disinfectants and detergents for medical devices

Type ref. BACTRYL SPRAY; BACTRYL WIPES; ISACLEAN SPRAY; SPOREXIN SPRAY; SPOREXIN WIPES; 

SPOREXIN VACUUM.

 Trade mark CANTEL

Decontaminants and disinfectants for medical devices

Type ref. PROTEAZONE; PROTEAZONE OD.

 Trade mark CANTEL

Storage and transport systems for endoscopes

Type ref. CLEANASCOPE; CLEANASCOPE ADVANTAGE.

 Trade mark CANTEL

.

.

.

This is a translation of the Italian text, which prevails in case of doubts

Date: 2015-07-20

Substitution Date: 2020-04-07

Updated: 2020-05-08

IMQExpiry Date: 2024-05-26



Certificate No 1812/MDD

EC CERTIFICATE

Annex

Mod. 4606/0

Washer disinfector for endoscopes

Type ref. INNOVA E3s; INNOVA E3s CMS; INNOVA E4s CMS.

 Trade mark CANTEL

This is a translation of the Italian text, which prevails in case of doubts

Date: 2015-07-20

Substitution Date: 2020-04-07

Updated: 2020-05-08

IMQExpiry Date: 2024-05-26
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Expiry date of previous cycle:

Certification / Recertification Audit date:

DMED DI D'IMPRIMA ANGELO

Original cycle start date:

 

To check this certificate validity please refer to the website www.bureauveritas.it

Further clarifications regarding the scope of this certificate and the applicability of the management system
requirements may be obtained by consulting the organisation.

 

Certificate issued in accordance with the Technical Regulation ACCREDIA DT 02-DC Rev.00

ISO 13485:2016

GIORGIO LANZAFAME - Local Technical Manager

Subject to the continued satisfactory operation of the organization’s
Management System, this certificate expires on:

Certification / Recertification cycle start date:

Scope of certification

Bureau Veritas Italia S.p.A. certifies that the Management System of the above organisation has
been audited and found to be in accordance with the requirements of the management system

standards detailed below

Via Campagna, 90 Fraz. Ramon-31037 LORIA (TV) - Italy

Certified site:

Certificate No. - Version: IT304572 - 1

22-January-2021

Bureau Veritas Italia S.p.A., Viale Monza, 347 - 20126 Milano, Italia

Issue Date: 02-March-2021

Via Callalta, 47/B-31037 LORIA (TV) - Italy

Design, production management and technical assistance of equipment
for washing medical devices.

Certification body address:

NA

02-March-2021

01-March-2024

02-March-2021

                  
                  
                  
                  
                  
                  
                  

https://e-cer.bureauveritas.com/UT0GLCBHYIQW9DBVARC4TLNLC2S8DG2IASW3ONFCOJOETPM4UJDZWZ58B3M5BGYEMQZVF2PXYWU2NK3V4X2FG0NSZIOBARN66DZJOMFHX2OMPVAS5GSJX5AMDUNPMG6M3J
https://e-cer.bureauveritas.com/UT0GLCBHYIQW9DBVARC4TLNLC2S8DG2IASW3ONFCOJOETPM4UJDZWZ58B3M5BGYEMQZVF2PXYWU2NK3V4X2FG0NSZIOBARN66DZJOMFHX2OMPVAS5GSJX5AMDUNPMG6M3J
https://e-cer.bureauveritas.com/UT0GLCBHYIQW9DBVARC4TLNLC2S8DG2IASW3ONFCOJOETPM4UJDZWZ58B3M5BGYEMQZVF2PXYWU2NK3V4X2FG0NSZIOBARN66DZJOMFHX2OMPVAS5GSJX5AMDUNPMG6M3J
https://e-cer.bureauveritas.com/UT0GLCBHYIQW9DBVARC4TLNLC2S8DG2IASW3ONFCOJOETPM4UJDZWZ58B3M5BGYEMQZVF2PXYWU2NK3V4X2FG0NSZIOBARN66DZJOMFHX2OMPVAS5GSJX5AMDUNPMG6M3J
https://e-cer.bureauveritas.com/UT0GLCBHYIQW9DBVARC4TLNLC2S8DG2IASW3ONFCOJOETPM4UJDZWZ58B3M5BGYEMQZVF2PXYWU2NK3V4X2FG0NSZIOBARN66DZJOMFHX2OMPVAS5GSJX5AMDUNPMG6M3J
https://e-cer.bureauveritas.com/UT0GLCBHYIQW9DBVARC4TLNLC2S8DG2IASW3ONFCOJOETPM4UJDZWZ58B3M5BGYEMQZVF2PXYWU2NK3V4X2FG0NSZIOBARN66DZJOMFHX2OMPVAS5GSJX5AMDUNPMG6M3J
https://e-cer.bureauveritas.com/UT0GLCBHYIQW9DBVARC4TLNLC2S8DG2IASW3ONFCOJOETPM4UJDZWZ58B3M5BGYEMQZVF2PXYWU2NK3V4X2FG0NSZIOBARN66DZJOMFHX2OMPVAS5GSJX5AMDUNPMG6M3J
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 ATTACHMENT 1

✦The EU-Declaration of Conformity is valid for the following articles:

✦Applied Standards [RoHS,RED,LVD,EMC] ✦Included items

Refer to the GSPR Checklist for above mentioned product. [MDR]

✦Intended purpose:

✦Serial or Lot No.

Product designation GMDN
/CND

[RoHS]

4K UHD LCD MONITOR 35616 OEV321UH

Article(REF)No.
 Article Name

EN50581:2012

Classification

04953170418730from 7010001 to Class Ⅰ

Basic UDI-DI

495317010311025101000A7

Serial or Lot No. range UDI-DI

Product designation

 -

N/A
Article(REF)No.  Article Name

N/A

 - 7010001

The LCD Monitor is intended to provide 4K 2D color video displays of images from endoscopic /laparoscopic camera systems and other compatible medicalimaging systems. The LCD Monitor is a wide-screen, high-definition,
medical grade monitor for real-time use and is suitable for use in hospital operating rooms, surgical centers, clinics, doctors' offices and similar medical environments.

Directive/Regulation

- -

Serial or Lot No. range Starting from Ended at Serial or Lot No. range Starting from
 -

79099997900052
 2011/65/EU, (EU) 2015/863 7900052

 (EU)2017/745
 93/42/EEC
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