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" THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

IQNet and
DQS Medizinprodukte GmbH

hereby certify that the com pany

BHT Hygienetechnik GmbH
Division
Messerschmittstr, 11
86368 Gersthofen
Germany

has implemented and maintains a Quality Management System.

Scope:

sales, installation and maintenance of units and equipment for cleanin
material in hospitals, medical practices, industry and laboratories.

Design and development, manufacturing,
disinfection, drying of contaminated

g

Through an audit, documented in a re

port, performed by DQS Medizinprodukte GmbH, it was
verified that the management syst

em fulfills the requirements of the following standard:

EN ISO 13485 : 2012 + AC : 2012

Effective date 2017-07-16
Expiry date 2020-07-15
Certificate unique ID 170686045

Registration number: DE-019906 MP2012

Aot~ | /et i

Alex Stoichitoiu Sigrid Uhlemann
President of IQNet Managing Director of

DQS Medizinprodukte Gmp
IQNet Partners*:

AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Jtaly
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil
FONDONORMA Venezuela ICONTEC Colombia Inspecta Certification Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Gree

ce MSZT Hungary Nemko AS Norway NSAI Ireland F‘Cﬁ%
Quality Austria Austria RR Russia SIGE México Sll Israel SIQ Slovenia SIRIM QAS International Mala5sa

g Russia TSE Turkey Vingotte Belgium YUQS Serbia
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc.

ginal certificate and shall not be used as a
id at the time of issue of this certificate. Update
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* This attestation is directly linked to the IQNet Partner’s ori stand-alone document
** The list of IQNet partners is val

d information is available under www.ignet-certification.com
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EC-CERTIFICATE

(Full quality assurance system)

=

This is to certify that the company

BHT Hygienetechnik GmbH

< BH Division
Messerschmittstr. 14

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 b
INNOVA Serie M2s / E2s / E25 CMS
INNOVA Serie M3/ E3 / E3CMS
INNOVA Serie M4 / E4 / E4CMS
INNOVA Serie M5/ ES / 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 Identification Number (0297) may be affixed on the devices listed in the
certificate. An EC Design Examination Certificate according to Annex [I, Section 4 is required
for class Il 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 g

e )

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

August-Schanz-Strafle 21, 60433 Frankfurt am Main,

Tel. +49 (0) 69 95427-300, medical.devices @dgs-med de

DQS Medizinprodukte GmbH is a Notified Body according to Council Directive 93/42/EEC
concerning medical devices with the Identification Number 0297.
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CERTIFICATE

This is to certify that the company

BHT Hygienetechnik GmbH
I Division
C\\ BH 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 ID 170686045 74

Effective date 2017-07-16 ({ DAk%ﬁﬁm

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

DQS Medizinprodukte GmbH

//W/&w%w

Sigrid Uhlemann
Managing Director

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

410.22 Version 2
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How the INNOVA® E2s supports your reprocessing process

Space-saving: Perfect for any practice — with a
footprint up to 40 % more compact than other
machines, only 60 cm wide.

Exceptional user-friendliness and time savings:
The patented BHT pressure chamber system, for example,
makes connecting endoscopes much easier.

wofen » Germany - www.bht.de




