
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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Certificate of Registration 

of Quality Management System 
to I.S. EN ISO 13485:2016 
 

The National Standards Authority of Ireland certifies that: 

Medivators Inc.  

3150 Pollok Dr. 

Conroe, TX 77303 

USA 
 
 

has been assessed and deemed to comply with the requirements of 
the above standard in respect of the scope of operations given 
below: 
 

The Design and Development, Manufacture, and 

Distribution of Medical Devces used in Endoscopy 

Procedures and General Surgery including Disposable 

Valves, Sterile Tubing Sets, Endoscopy Cuffs, 

Endoscopy Procedure Kits, and related accessories.   

Additional sites covered under this multi-site certification are listed on the Annex  

(File No. MD19.4716) 

 
 

Approved by: 

Geraldine Larkin 
Chief Executive Officer 

 
 
  

 

Approved by: 

Caroline Dore Geraghty 
Director of Medical Devices 
/ Head of Notified Body 

 
 

 
 
Registration Number: MD19.4716 

Certification Granted: May 30, 2012 

Effective Date: June 02, 2020   

Expiry Date: May 15, 2022 

 
 

 
 

 

National Standards Authority of Ireland, 1 Swift Square, Northwood, Santry, Dublin 9, Ireland T +353 1 807 3800  
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Annex to Certificate Number: MD19.4716 
 

Scope of Registration: 
 

 

The Design and Development, Manufacture, and Distribution 
of Medical Devces used in Endoscopy Procedures and 

General Surgery including Disposable Valves, Sterile Tubing 
Sets, Endoscopy Cuffs, Endoscopy Procedure Kits, and 
related accessories.   
  

Activity  Location 

HQ, Administration, Design & 

Development, Manufacturing, 
Distribution 

  

Medivators Inc. 

3150 Pollok Dr. 
Conroe, TX  77303 

USA 
File No.: MD19.4716 
 

Design & Development  Medivators Inc. 

3101 Pollok Dr. 
Conroe, TX  77303 

USA 
File No.: MD19.4716/A 
 

Administration, Manufacturing Medivators Inc. 
501 North Farm to Market 3083 Rd E 

Conroe, TX  77303 
USA 

File No.: MD19.4716/B 
 

Manufacturing, Distribution Medivators Inc. 
750 Conroe Park North 

Conroe, TX  77303 
USA 

File No: MD19.4716/C 
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Annex to Certificate Number: MD19.4716 
 

Scope of Registration: 
 

 

The Design and Development, Manufacture, and Distribution 
of Medical Devces used in Endoscopy Procedures and 

General Surgery including Disposable Valves, Sterile Tubing 
Sets, Endoscopy Cuffs, Endoscopy Procedure Kits, and 
related accessories.   
  

Activity  Location 

Distribution Medivators Inc. 

3155 Conroe Park North 
Conroe, TX  77303 

USA 
File No: MD19.4716/D 
 

 

 
Verified by: 

Operations Manager 
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