
Certificate CN 13/20559 

The management system of 

Micro-Tech (Nanjing) Co., Ltd. 
No. 10 Gaoke Third Road, Nanjing National Hi-Tech,l ndust门al Development Zone 

Nanjing, 210032, Jiangsu Province, P.R. China 

has比en assessed a冈centS曰as meesng 小e requirements of 

Iso 13485:2016 
EN ISO 13485:2016 

For the following activities 

The scope of registration appears on page 2 of this certificate 

This certicate is valid from 26 September 2019 until 26 September 2022 
and remains valid subject to satisfactory surveillance audits 

Re certification audit due before 04 September 2022 
Issue 10. Certified since 26 September 2013 

This is a multi-site certification. 
Additional site details are listed on the subsequent page 
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Certificate CN13/20559. continued 

Micro-Tech (Nanjing) Co., Ltd. 

Iso 13485:2016 
EN ISO 13485:2016 

!SS日e 拍 

Design and Manufacture of Sterile Cytology Brush, 
Dilation Balloon(Disposable Dilation Balloon, 

Disposable Multistage Dilation Balloon Catheter), Disposable Hot Biopsy Forceps. 
Injection Needle, Nasal Biliary Drainage Set, Non-Vascular Stent, 

Snare, Spray Catheter, Stone Extraction Basket, 
Single-Use Cleaning Brush, Single Use Bite Block, 

Endoscopy Working Channel Valves 
Polyp Collection Kit, Cold Snare (used for clinical endoscopic procedure), 

Hydro Slide Guidewire (used for clinical endoscopic procedure), 
Biliary Drainage Catheter and Introducer Systems, 

Biliary Stone Retrieval Balloon Catheter, 
Repositionable Hemostasis Clipping Device, 

Pancreatic Pseudocyst Stent with Delivery System. Sphincterotome, 
Fixed Wire Balloon (ABC Dilatation Balloon Catheter, RapideT' Multistage 

Dilatation Balloon Catheter), 
Non-sterile OXY CO2 Bite Block and Sterile Biliary Nitinol Stent Set, 

sho比wire compatible 

Provision of Sterilization Service for Medical Devices 
using Ethylene Oxide Gas in accordance with EN ISO 11135:2014 
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EC Certificate Full Quality Assurance System: Certificate CN19/41071 

W、 ；"“竺扮
‘'  The management system of 

Micro-Tech (Nanjing) Co., Ltd. 
No. 10 Gaoke Third Road. Nanjing National Hi-Tech, Industrial Development Zone 

Nanjing, 210032葫angsu Province, P.R. China 

has been assessed and cerhuied as meeting the requirements of 

Directive 93/42/EEC 
on medical devices, Annex II (excluding Section 4) 

For the following products 

The scope of registration appears on page 2 of this certificate. 
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This certificate is valid from 16 December 2019 until 24 May 2024 
and remains valid subject to satisfactory surveillance audits 

Issue 1. Certified since 26 September2013 
and first certified by SGS Belgium NV since 16 December 2019 
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EC Certificate Full Quality Assurance System: Certilicate (JN15/4]U门，continuea :i黯戳互矛 

点三三鑫瞬袭撰盆绳惑黔蒸轰热 s熟思歉 

莽i::;：藤；:：戴；：藻：：鬓：：攀羹蒸蒸：: 
Micro-Tech (Nanjing) Co., Ltd. 

Directive 93/42/EEC 
on medical devices, Annex II (excluding section 4) 

nuGSGSGSCSGSGS 
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TSGSCSCSOSCS
GSGSGSGSCSGScan 

'i；拼脚邻林谈；北贡嵘器g歇识心（了 Detailed scope 
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Sterile Non Vascular Stent (Biliary Stent, Esophageal Stent, 
Intestinal Stent, Tracheal Stent) 

Sterile medical devices used for clinical endoscopic procedure including 
Sterile Dilation Balloon (Disposable Dilation Balloon , Disposable Multistage 

Dilation Balloon Catheter), Sterile Disposable Hot Biopsy Forceps, 
Sterile Injection Needle, Sterile Nasal Biliary Drainage Set, 

Sterile Hot Snare Sterile Stone Extraction Basket, 
Sterile Cold Snare. Non Vascular sterile Hvdro Slide Guidewire, 钟振。 

Sterile Biliary Drainage Catheter,匕 iliary Drainage uatneter introaucer system优称诬！ 

日iliary Drainaae Catheter with introaucer system, ．蕊费熨定；；乏、“之 

Sterile biliary Stone 尺 etrievai匕 aiioon uatneter, 葬”’;；联茹亏些谷，忙‘． 

Sterile Repositionable Hemostasis Clipping Device to be intended b0r snort term 
use Sterile Pancreatic Pseudocyst Stent with Delivery System 

to be intended for short term use in the body within 30 days, 
Sterile Sphincterotome, Non sterile OXY CO2 Bite Block 

used to protect the endoscope insertion tube and oesophageal dilators 
from being bitten by the patient. Sterile Biliary Nitinol Stent Set, 

short-wire compatible 
Class I (Sterility aspects only Restricted to the aspects of manufacture 

concerned with securing and maintaining sterile condition) 
Sterile Spray Catheter一used for lavage, spraying of a medical solution 

or contrast medium, Sterile Cytology Brush, 
Sterile Fixed Wire Balloon (ABC Dilatation Balloon Catheter, RapideTM Multistage 

Dilatation Balloon Catheter) use in adult and adolescent populations 
to endoscopically dilate strictures 
of the esophagus for transient use 

Where the above scone includes dass!!!niedicol device(s), a valid EC Design Examination Certiboate according to 
Annnrx It (Section 4)is a mandatory requirement for each device in addition to this certiticate to place teat nevice on tee 一来鑫 
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EC Certificate Full Quality Assurance System: CN13/20558 

The management system of 

Micro-Tech (Nanjing) Go1, Ltd. 
No. 10 Gaoke Third Road. Nanjing National Hi-Tech, Industrial Development Zone, 

Nanjing, 210032, Jiangsu Province, P.R. China 

has been assessed and certified as meeting the requirements of 

Directive 93/42/EEC 
on medical devices, Annex} ((excluding Section 4) 

Fo八触 foHowing products 

The scope of registration appears on page 2 of this certificate 

This certificate is valid from 26 September 2019 until 24 May 2024 
and remains valid subject to satisfactory surveillance audits. 

Re certification audit due before 04 September 2022 
Issue 12. Certified since 26 September 2013 

certiflcasen is based on reports numbered CNISZH B4O3MDD 

This is a multi-site certification. 
Additional site details are listed on the subsequent page 
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SGS United Kingdom Ltd, Notified Body 0120 
202B Wode Parkway, Weston-super-Mare, 9522 6WAUK 
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EC Certificate Full Qual即Assurance System: Certificate CN13/20558, continued 

Micro-Tech (Nanjing) Co., Ltd 

Directive 93/42/EEC 
on medical devices, Annex II (excluding section 4) 

Issue 12 

Detailed scope 

Sterile Non Vascular Stent (Biliary Stent, Esophageal Stent, 
Intestinal Stent, Tracheal Stent) 

Sterile medical devices used for clinical endoscopic procedure including 
Sterile Dilation Balloon (Disposable Dilation Balloon , Disposable Multistage 

Dilation Balloon Catheter). Sterile Disposable Hot Biopsy Forceps 
Sterile Injection Needle, Sterile Nasal Biliary Drainage Set, 

Sterile Hot Snare Sterile Stone Extraction Basket, 
Sterile Cold Snare, Non Vascular sterile Hydro Slide Guidewire, 

Sterile Biliary Drainage Catheter, Biliary Drainage Catheter Introducer 
System, Biliary Drainage Catheter with Introducer System, 

Sterile Biliary Stone Retrieval Balloon Catheter, 
Sterile Repositionable Hemostasis Clipping Device to be intended for short 

term use Sterile Pancreatic Pseudocyst Stent with Delivery System 
to be intended for short term use in the body within 30 days, 

Sterile Sphincterotome, Non sterile OXY CO2 Bite Block 
used to protect the endoscope insertion tube and oesophageal dilators 

from being bitten by the patient. Sterile Biliary Nitinol Stent Set, 
short-wire compatible 

Class I (Sterility aspects only Restricted to the aspects of manufacture 
concerned with securing and maintaining sterile condition) 

Sterile Spray Catheter一used for lavage, spraying of a medical solution 
or contrast medium, Sterile Cytology Brush, 

Sterile Fixed Wire Balloon (ABC Dilatation Balloon Catheter, RapideTM 
Multistage Dilatation Balloon Catheter) use in adult and adolescent 

populations to endoscopically dilate strictures 
of the esophagus for transient use 

where the above scope includes class Ill medical device(s), a valid EC Design Examination Certificate according 
to Annex ii (Section 4) is a mandatory requirement for ea由由vice in addition to this certificate to place that 

device on 定比 mar1e1 
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EC Certificate – FULL QUALITY ASSURANCE SYSTEM 
In accordance with the requirements of the Medical Devices Directive 
93/42/EEC and the Medical Devices Regulations 2002, UK Statutory 

Instrument 2002 No. 618 
 

 



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 Ltd, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom 
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This is to certify that the Quality Management System of: 
 

Wilson-Cook Medical, Inc. 
 

4900 Bethania Station Road, Winston-Salem, NC, 27105, United States 
 
 

has been assessed against the requirements of Annex II of the Medical Devices Directive 93/42/EEC, and the Medical 

Devices Regulations 2002 and conforms to the requirements for the products shown on the attached schedule. 

Approval is subject to the maintenance of the quality system in accordance with the requirements of the above Directive 

and Regulations.  In addition for Class III products approval is subject to the continued compliance with the EC Design 

Examination Certificate(s) as listed on the attached schedule. 

Authorisation is hereby given to use the LRQA Notified Body Registration Number in accordance with the requirements of 

the specified Directives/Regulations in relation to the products as identified above. 

 

 

Chris Koci – President, LRQA Americas 

Issued By: Lloyd's Register Quality Assurance Ltd 
 

 
 

 

 

 

 

    

Current Certificate: 15 June 2018 
 

 

Original Approval: 1 January 2014 

Expiry Date: 14 June 2021 
 

Certificate Identity Number: 10092881 
LRQA Notified Body Number: 0088 

  

Approval Certificate Number: MDD – 0078058  
 

 

 

 
 

    

 



 

EC Certificate – FULL QUALITY ASSURANCE SYSTEM 

CERTIFICATE IDENTITY No.10092881 SCHEDULE 
 

In accordance with the requirements of the Medical Devices Directive 
93/42/EEC and the Medical Devices Regulations 2002, UK Statutory 

Instrument 2002 No. 618 
  

 

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 Ltd, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom 
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Wilson-Cook Medical, Inc. 
 

4900 Bethania Station Road, Winston-Salem, NC, 27105, United States 
 
 

Class II Products 
 
Re-useable and Disposable Diagnostic and Therapeutic Devices  
used in the Fields of Gastrointestinal Endoscopy, Bronchoscopy  
and surgery including: 
 
Hot Biopsy Forceps, Plastic Biliary Stents 
Metal Biliary Stent Sets 
Pancreatic Stents  
Sphincterotornes 
Sphinctertomes (Active Cords) 
Papillotomes 
Polypectomy Devices 
Gastrostomy Devices 
Gastrostomy Devices (Adaptors) 
Gastrostomy Replacement Devices 
Gastro-Jejunal Feeding Tubes 
Nasal Jejunal Feeding Tubes 
Ligation Devices, Endoscopic Clipping Devices  
Coagulation Devices  
Injection Needles 
Aspiration Needles 
Disposable Biopsy Forceps 
Endoscopic Ultra Fiducial Needles 
 
 

 

Class IIa Products 
 

Disposable (Cold) Biopsy Forceps  
Active Cords  
Injection Needles 
Aspiration Needles 
Gastrostomy Adaptors  
Nasal Jejunal Feeding Tubes 
Ligation Devices 
Coagulation Devices 
 
  

Class IIb Products  

 
Hot Biopsy Forceps 
Biliary Stents 
Metal Biliary Stents/Sets 
Pancreatic Stents 
Sphincterotomes 
Papillotomes  
Endoscopic Ultra Fiducial Needles 
Polypectomy Devices 
Gastrostomy Devices 
Gastrostomy Replacement Devices 
Gastro Jejunal Feeding Tubes 
Ligation Devices (Endoscopic Clipping Devices) 
Coagulation Devices (Bipolar Probes). 
 

  

   
  Schedule Issue: 1 

Date of Schedule Issue: 15 June 2018 
Certificate Identity Number: 10092881 
LRQA Notified Body Number: 0088 

 
 

   

 

Chris Koci – President, LRQA Americas 

Issued By: Lloyd's Register Quality Assurance Ltd 

 
 

 

 

 
 

 



 
 

  
Current issue date: 11 June 2020 Original approval(s): 
Expiry date: 31 May 2023 ISO 13485 - 1 January 2014  
Certificate identity number: 10273567 
  
 

 

Certificate of Approval 

 

 

 

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 
     

 

 
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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This is to certify that the Management System of: 

Wilson-Cook Medical, Inc.  

 
 
 

4900 Bethania Station Road, Winston-Salem, NC, 27105, United States 

 

  

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

ISO 13485:2016  

 

 

Approval number(s): ISO 13485 – 00016927 

 
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 and Manufacturing of Reusable and Disposable Diagnostic and Therapeutic Devices used in the Fields of Gastrointestinal 
Endoscopy, Bronchoscopy and Surgery.  

 

 

 



 
  

  
Certificate identity number:  10273567 

 

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 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 

 

  

4900 Bethania Station Road, Winston-Salem, NC, 27105, 
United States 

ISO 13485:2016  

Design and Manufacturing of Reusable and Disposable 
Diagnostic and Therapeutic Devices used in the Fields of 
Gastrointestinal Endoscopy, Bronchoscopy and Surgery.  

 

 

 

  

5951 Grassy Creek Road, Winston-Salem, NC, 27105,       
United States 

ISO 13485:2016  

Manufacturing, Quality Control, Packaging, Labeling, and 
Finished Goods Shipping. 

 

 
 

  

5941 Grassy Creek Road, Winston-Salem, NC, 27105,       
United States 

ISO 13485:2016  

Manufacturing, Purchasing, Receiving, Incoming Quality 
Control, and Raw material Storage. 

 

 
 

  

 

  

  



  
 

EC Certificate – PRODUCTION QUALITY ASSURANCE 
In accordance with the requirements of the Medical Devices Directive 
93/42/EEC and the Medical Devices Regulations 2002, UK Statutory 

Instrument 2002 No. 618 
 

 



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 Ltd, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom 
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This is to certify that the Quality Management System of: 
 

Wilson-Cook Medical, Inc. 
 

4900 Bethania Station Road, Winston-Salem, NC, 27105, United States 
 
 

has been assessed against the requirements of Annex V of the Medical Devices Directive 93/42/EEC, and the Medical 

Devices Regulations 2002 and conforms to the requirements for the products shown on the attached schedule. 

Approval is subject to the maintenance of the quality system in accordance with the requirements of the above Directive 

and Regulations.  In addition for Class III products approval is subject to the continued compliance with the EC Design 

Examination Certificate(s) as listed on the attached schedule. 

Authorisation is hereby given to use the LRQA Notified Body Registration Number in accordance with the requirements of 

the specified Directives/Regulations in relation to the products as identified above. 

 

 

Chris Koci – President, LRQA Americas 

Issued By: Lloyd's Register Quality Assurance Ltd 
 

 
 

 

 

 

 

    

Current Certificate: 15 June 2018 
 

 

Original Approval: 1 January 2014 

Expiry Date: 14 June 2021 
 

Certificate Identity Number: 10092875 
LRQA Notified Body Number: 0088 

  

Approval Certificate Number: MDD – 0078058  
 

 

 

 
 

    

 



 

EC Certificate – PRODUCTION QUALITY ASSURANCE 
CERTIFICATE IDENTITY No.10092875 SCHEDULE 

 

In accordance with the requirements of the Medical Devices Directive 
93/42/EEC and the Medical Devices Regulations 2002, UK Statutory 

Instrument 2002 No. 618 
  

 

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 Ltd, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom 
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Wilson-Cook Medical, Inc. 
 

4900 Bethania Station Road, Winston-Salem, NC, 27105, United States 
 
 

Class I Sterile Products 
 
Re-useable and Disposable Diagnostic and Therapeutic Devices used in the Fields of Gastrointestinal Endoscopy, Bronchoscopy  
and surgery including: 
 
Retrieval Devices 
ERCP Catheters 
ERCP Catheter Adaptors 
Wire Guides 
Wire Guide Locking Devices 
Extraction Balloons 
Extraction Baskets 
Dilation Catheters 
Balloon Dilators 
Manometry Catheters 
Cytology Brushes  
 
 

Class I Measuring Devices 
 
Biliary and Quantum Balloon Inflation Devices 

 
 
 

 

  

  Schedule Issue: 1 
Date of Schedule Issue: 15 June 2018 
Certificate Identity Number: 10092875 
LRQA Notified Body Number: 0088 

 
 

  

 

Chris Koci – President, LRQA Americas 

Issued By: Lloyd's Register Quality Assurance Ltd 

 

 

 

 
 

 

 

 
 

 



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

















































































 

EC Declaration of Conformity 
(DOC no., Revision) 

EC Declaration of Conformity 

 
 

Manufacturer:            whose single Authorized Representative: 
 

HEFEI C&P NONWOVEN PRODUCTS 

CO.,LTD 

No.22Park Road,Feidong new city Development 

area,Hefei,Anhui,China 
 

MJ-sales  

DK-7000 Fredericia,Denmark 

Tel : +45 61681866 

Fax : +45 61681866 

We, the manufacturer, herewith declare that the products 

 
Surgical Nonwoven Drape 

 

  Types: General,Angiography,Eye,Orthopaedic 
  

                       UMDNS-Code: 12368              ;            
 

meet the provisions of Directive 93/42/EEC which apply to them. 
 

The medical device has been assigned to Class Is according to Annex V of the Directive 
93/42/EEC. It bears the mark 
 

0197 
 

The product concerned has been manufactured under a quality management system 
according to Annex V of Directive 93/42/EEC. 
 
Compliance of the designated product with the Directive 93/42/EEC has been assessed and 
certified by the Notified Body 
 

 

TÜ V Rheinland LGA Products GmbH 
Tillystraße 2, 90431, Nürnberg, Germany 

Certificate No.: DD601294550001 
Issue date: 2018-05-15 
Expiry date: 2023-01-18 

 
following the procedure relating to the EC Declaration of Conformity set out in Annex V of 
Directive 93/42/EEC. 
 
This Declaration of conformity is valid in connection with the release document for the 
respective batch of produced devices. 
 
 
The above mentioned declaration of conformity is exclusively under the responsibility of  
 

Company: HEFEI C&P NONWOVEN PRODUCTS CO.,LTD 

 

Address: No.22Park Road,Feidong new city Development area,Hefei,Anhui,China 
 

  Hefei,10-03-2018                                                                    Wang Xing                                      
Place, date        Legally binding signature, Function 









TUVRheinland

Certif∶ cate
The Certification Body of

tUV nneinland LGA Products GmbH

hereby certifies that the organization

Zhuji Pengtian Medical lnstrument
Co., Ltd.

No.8, Jinjin Road, Jiyang
Economic Development District

311800 Zhuti, Zhejiang
China

has established and applies a quality management system for medical devices
for the following scope:

Design and Development, Manufacture and
Distribution of Medical Devices

(see attachment for products included)

Proof has been furnished that the requirements specified in

EN Iso 13485:2016

are fu忏Ⅲed The qua‖ y management system is su丬 ect t。 yeaHy surveⅢ ance,

E仟ectiVe Date∶                    2017-08-16

CertiΠcate Registration No,∶        SX601224870001

An aud"Was performed,Report No,∶  15069771004

This Certificate is vaⅡ d unti1        2020-08-05

D-zM-14169-01-02

Date 2017-08-16

Certification Body

Td∶ +49221806-1371FaX∶ +49221806-3935eˉ maⅡ cerlˉva"d"y@de tuv。 om http∶ 〃WWW tuV com/safety



⋯      ◎

TUVRhein丨 and

TUV RheinIand

LGA Products G:冖 :冖:bH

TiIIystraBe 2、  90431 Nurnberg

Doc. I/a, Rev. 0

Attachment
Certificate
Registration
Report No.:

to

No.: sX601224870001
15069771 004

z勹 uji Pengtian MedicaI Instrument
Co.'Ltd。
No。 8' Jinjin Road' Jiyang
Econornic DeveIopment District

311800 zhuji' zhejiang

China

Organization:

Scope: Products:

- T'li qnnqrh'l a P.i 
^h<\/ 

l'^rdan<

- Tli qnn<:l-r'l a P i ancrr NTaad'l a<

- f')i <nn<=h'l a (-rzl- a'l ncrr Prrrclrae

- T)iqnnsahla Flndnecnnc Tniant-ian NeedleS

- Ri nnqrr I'^r-ah< /Farr<:lr"l a)
\Jlvgvg!+9/

- Cleaning Brushes
- Retrieval Baskets (Reusable)
- qhr.\r al.l- hal- arc lParrcr].r'l a\

- Bi-te Blocks
- Disposable Grasping Forceps
- Di snosahl e Sfone Extraction Baskets
- Tli qnne=h'l a Dn'l \h qn.ra<

- T'li <nncrhl c TJcmna'l i n<

Certification Body

tsche

redijerungsste"e
D-zM-14169-01-02

Date: 2017-08ˉ 16
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