EC-CERTIFICATE

(Full quality assurance system)

This is to certify that the company

BHT Hygienetechnik GmbH

CBHT ==

oy , Messerschmittstr. 11
Disinfection Technology 86368 Gersthofen
Germany

has implemented and maintains a full quality assurance system which applies to the products
at every stage from design to final controls.

Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH,
it was verified that the management system fulfills the requirements of

Annex Il — excluding Section 4 of Council Directive 93/42/EEC
concerning medical devices

with respect to the following medical devices:
Device family Device Class

Disinfection equipment INNOVA Serie M2/ E2 /| E2 CMS IIb

INNOVA Serie M2s / E2s / E2s CMS

INNOVA Serie M3/ E3 / E3CMS

INNOVA Serie M4 /| E4 | E4CMS

INNOVA Serie M5/ E5 / ESCMS / ESCMS EFF

INNOVA Serie 3s

INNOVA Serie 4s
The manufacturer is subject to surveillance according to Annex Il, Section 5. The CE marking
with the Notified Body ldentification Number (0297) may be affixed on the devices listed in the
certificate. An EC Design Examination Certificate according to Annex Il, Section 4 is required
for class Ill devices covered by this certificate. The certificate is in the case of class I(s) devices
(I(s) = class | products placed on the market in sterile conditions) limited to the aspects of
manufacture concerned with securing and maintaining sterile conditions. The certificate is in
the case of class I(m) devices (I(m) = class | devices with a measuring function) limited to the
aspects of manufacture concerned with the conformity of the products with the metrological
requirements.

Certificate registration no. 019906 MR2

Certificate unique ID 170722750
Effective date 2018-09-22
Expiry date 2022-07-15
Frankfurt am Main 2018-09-22

DQS Medizinprodukte GmbH

Gl /R

Sigrid Uhlemann Dr. Thomas Feldmann
Managing Director Head of Certification Body
August-Schanz-Strafte 21, 60433 Frankfurt am Main,
Tel. +49 (@369 95427-300, medical.devices@dgs-med.de

o

DQS e i dukte GmbH is a Notified Body according to Council Directive 93/42/EEC
conc Yaet \ al devices with the Identification Number 0297.
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CERTIFICATE

This is to certify that the company

BHT Hygienetechnik GmbH

L I Messerschmittstr. 11

Disinfection Technology 86368 Gersthofen
Germany

Scope:

Design and development, manufacturing, sales, installation and maintenance of units and
equipment for cleaning, disinfection, drying of contaminated material in hospitals, medical
practices, industry and laboratories.

Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH, it was
verified that the management system fulfills the requirements of the following standard:

EN ISO 13485 : 2012 + AC : 2012

Certificate registration no. 019906 MP2012

Certificate unique 1D 170686045

Effective date 2017-07-16 (( DAleiiche

Expiry date 2020-07-15 AsedtienngStelle
Frankfurt am Main 2017-07-12

DQS Medizinprodukte GmbH

Sigrid Uhlemann Dr. Thomas Feldmann
Managing Director Head of Certification Body

Accredited Body: DQS Medizinprodukte GmbH, August-Schanz-Str. 21, 60433 Frankfurt a. M., Germany

410.22 Version 2.0



CERTIFICATO CE - SISTEMA COMPLETO DI GARANZIA DI QUALITA
EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM

APPROVAZIONE DEL SISTEMA DI QUALITA ATTUATO DA
APPROVAL OF THE QUALITY SYSTEM OPERATED BY

CANTEL MEDICAL (ITALY) S.R.L.

[T - 00071 POMEZIA (RM) - VIA LAURENTINA 169

SITI/ SITES
IT - 00071 POMEZIA (RM) - VIA LAURENTINA 169

PER | SEGUENTI DISPOSITIVI O GRUPPI DI DISPOSITIVI / FOR THE FOLLOWING DEVICES OR GROUPS OF DEVICES

Disinfettanti per dispositivi medici

Disinfectants for medical devices

Certiquality S.r.l., Organismo Notificato n° 0546, certifica che il sistema di qualita
Certiquality S.r.I., Notified Body n°0546, certifies that the quality system

é conforme ai requisiti della Direttiva 93/42/CEE, Allegato Il ad esclusione del punto 4
is in compliance with the requirements of Directive 93/42/EEC, Annex excluding section 4
RAPPORTO DI AUDIT N° CERTIFICATO N.

AUDIT REPORT NO. 24884 CERTIFICATE N. 24884

IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL REGOLAMENTO PER LA CONCESSIONE E IL MANTENIMENTO DELL'APPROVAZIONE Di SISTEMA QUALITA' Al
SENSI DELLA DIRETTIVA 93/42/CEE

THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE REQUIREMENTS OF THE REGULATIONS FOR AWARDING AND MAINTENANCE OF QUALITY SYSTEM
APPROVAL IN ACCORDANCE WITH DIRECTIVE 93/42/EEC

Il SISTEMA QUALITA E' SOGGETTO A SORVEGLIANZA PERIODICA

THE QUALITY SYSTEM IS SUBJECT TO PERIODICAL SURVEILLANCE

LA VERIFICA DEL SISTEMA QUALITA E' LIMITATA AGLI ASPETTI DELLA FABBRICAZIONE CONCERNENT) LA CONFORMITA Al REQUISITI METROLOGICI PER | DISPOSITIVI DI
CLASSE | CON FUNZIONE DI MISURA E AGLI ASPETTI DELLA FABBRICAZIONE CHE RIGUARDANO IL RAGGIUNGIMENTO E IL MANTENIMENTO DELLO STATO STERILE PER |
DISPOSITIVI DI CLASSE | STERILE.

THE AUDIT OF THE QUALITY SYSTEM IS RESTRICTED TO THE ASPECTS OF MANUFACTURE CONCERNED WITH THE CONFORMITY OF THE DEVICES WITH METROLOGICAL
REQUIREMENTS FOR DEVICES IN CLASS | WITH MEASURING FUNCTION AND WITH SECURING AND MAINTAINING STERILE CONDITIONS FOR DEVICE IN CLASSE | IN STERILE
CONDITION

IL PRESENTE CERTIFICATO NON E’ DA RITENERSI VALIDO SE NON ACCOMPAGNATO DAL RELATIVO ALLEGATO
THIS CERTIFICATE IS NOT VALID WITHOUT THE RELEVANT ANNEX

PRIMA EMISSIONE
08/04/1998

FIRST ISSUE
EMISSIONE CORRENTE
CURRENT ISSUE 02/10/:2018 e =

T et el e VN
DATA DI SCADENZA
EXPIRY DATE 11/07/2022 CERTIQUALITY S.r.l.

CERTIQUALITY S.r.I. ISTITUTOQ DI CERTIFICAZIONE DELLA QUALITA
Via G. Giardino, 4 - 20123 Milano - Tel. 02/8069171 Fax. 02/86465295 certiquality@certiquality.it - www.certiquality.it



ORGANISMO NOTIFICATO N° 0546
NOTIFIED BODY N° 0546

ALLEGATO AL CERTIFICATO N.
ANNEX TO CERTIFICATE N, 24384
Pagina / Page 1/1

CANTEL MEDICAL (ITALY) S.R.L.

SITI/ SITES
IT - 00071 POMEZIA (RM) - VIA LAURENTINA 169

ELENCO PRODOTTI / PRODUCT LIST

ADASPOR, ADASPOR ERS, ADASPOR M, ADASPOR MONODIE, ADASPOR PENTADIE, ADASPOR SINGLE
SHOT, PROLYSTICA AUTO PAA, BLUESTERIL ALCOLICO, BLUSTERIL FERRI CE, CLOREXAN FERRI, NEO
PROTEOZIM PLUS 500, PROTEOZIM PLUS 400, PROTEOZIM PLUS 1000, PROTEAZONE,PROTEAZONE
ERS, PROTEAZONE OD, SPOREX, SPOREX OPA, SPOREXIN PLUS DS, SPOREXIN PLUS OD, SPOREXIN
PLUS SALVIETTE, SPOREXIN PLUS VACUUM, SPORIDOX, SPORIDOX PLUS, ISASPOR, ISASPOR
MONODIE, ISASPOR SINGLE SHOT, ISACLEAN, PROTEODONT, BACTRYL SPRAY, BACTRYL WIPES,
ADASPOR PLUS PRONTO (ADASPOR PLUS READY TO USE), ADASPOR PLUS CONCENTRATO, ADASPOR
PLUS MONODIE, ADASPOR PLUS SINGLE SHOT, ISASPOR M, ISASPOR PENTADIE, ISASPOR ERS,
ADASPOR PLUS M, ADASPOR PLUS PENTADIE, ADASPOR PLUS ERS, ISACLEAN SPRAY, SPOREXIN
SPRAY, SPOREXIN VACUUM, SPOREXIN WIPES.

IL PRESENTE ALLEGATO NON E’' DA RITENERSI VALIDO SE NON ACCOMPAGNATO DAL RELATIVO CERTIFICATO
THIS ANNEX IS NOT VALID WITHOUT THE RELEVANT CERTIFICATE

PRIMA EMISSIONE 08/04/1998

FIRST ISSUE

EMISSIONE CORRENTE

CURRENT ISSUE 02/10/2018 ~ s

DATA DI SCADENZA

EXPIRY DATE 11/07/2022 .

CERTIQUALITY S.r.l.

CERTIQUALITY S.r.I. ISTITUTO Dt CERTIFICAZIONE DELLA QUALITA
Via G. Giardino, 4 - 20123 Milano - Tel. 02/8069171 Fax. 02/86465295 certiquality@certiquality.it - www.certiquality.it



www.imq.it

CERTIFICATO N.
CERTIFICATE N. 1250.2019

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

CANTEL MEDICAL (ITALY) SRL
VIA LAURENTINA 169 - 00071 POMEZIA (RM)

UNITA' OPERATIVE / OPERATIVE UNITS

VIA LAURENTINA 169 - 00071 POMEZIA (RM)

E' CONFORME ALLA NORMA /IS IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

PER LE SEGUENTI ATTIVITA'/ FOR THE FOLLOWING ACTIVITIES

CISQ is a member of

ey

THE INTERNATIONAL CERTIFICATION NETWORK

www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management
System Certification in the world.
IQNet is composed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

Progettazione, sviluppo, produzione e vendita di disinfettanti, sterilizzanti chimici e detergenti per
dispositivi medici. Progettazione, sviluppo, produzione, commercializzazione e assistenza tecnica di
dispositivi per il lavaggio, la disinfezione e |a sterilizzazione di dispositivi medici
Design, development, manufacturing and sales of disinfectants, chemical sterilizing and detergents for
medical devices. Design, development, production, sales and technical service of device for washing,

disinfection and sterilization of medical devices

Ulteriori informazioni riguardanti I'applicabilita dei requisiti UNI CEI EN ISO 13485:2016 possono essere ottenute consultando I'organizzazione
Further clarifications regarding the applicability of UNI CEI EN ISO 13485:2016 requirements may be obtained by consulting the organization

IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL
REGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE
THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
1997-07-25 2019-07-11 2021-07-05

P 2
= =
IMQ S.p.A. - VIA QUINTILIAth;,'Z:} - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago

La data di prima certificazione & riferita al rilascio da parte di altro Organismo
First certification date is related to issue date of another Certification Body

ACCREDIAIN

SGQ N°005 A

La validita del certi & inata a ianza annuale e riesame completo Organismo di Certificazione Federato CISQ CISQ ¢ la Federazione Italiana di Organismi di
i i del Sistemna dj Gestione con periodicita triennale www.imq.it Certificazione dei sistemi di gestione aziendale.
’:ﬁr:;:;;ﬂgixﬂﬂ Eﬂ% The validity of the certificate is submitted to annual audit and a reassessment CISQ is the Italian Fedsratign of management

Signatory of EA. IAF and ILAC of the entire Management System within three years

Mutual Recognition Agreements

FEDERAZIONE

CIs@

WWww,cisq.com

system Certification Bodies.
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/IMQ has issued an IQNet recognized certificate that the organization:

CANTEL MEDICAL (ITALY) SRL
VIA LAURENTINA 169 - 00071 POMEZIA (RM)

has implemented and maintains a

Quality Management System

for the following scope:

Design, development, manufacturing and sales of disinfectants, chemical sterilizing and
detergents for medical devices. Design, development, production, sales and technical

service of device for washing, disinfection and sterilization of medical devices
Further clarifications regarding the applicability of UNI CEI EN ISO 13485:2016 requirements may be obtained by consulting the organization

which fulfills the requirements of the following standard:
UNI CEI ENISO 13485:2016

Issued on: 2019 - 07 - 11
Expires on: 2021 - 07 - 05

This attestation is directly linked to the IQNet Partner’s original certificate
and shall not be used as a stand-alone document

Registration Number: 1T - 126041

—TiNet — . '
laNet = 4/ 4 CisQ ﬁé&)

Alex Stoichitoiu Ing. Claudio Provetti
President of IONET | President of CISQ

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy

CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil
FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica

IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland

NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAT Inc.

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com
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