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SE5S  EC-Certificate

SQS as a I:onformity assessment body identification
number 1250 herewith certifies the company

Hygiel*ne360 AG
Biielstrasse 17
8330 Pfiffikon ZH

Switzerland
|

| . i ¥
the use of a quality assurance system in its design,
development, manufacturing and distribution which

fulfills the requirements set out in:
|

ANNEX I Directiye 93/42/EEC (without sectiorfii}
|
This approyal is based on the result of the audit
documentT'd in the report dated April 23, 2018.
The scope of validity covers the products
Cleaning, disinfection and hygiene fibBucts

for medical and dental markets

The following CE label can be applied to the produc
mentioned |in the Appendix of this certificate

CE 1250

A conditioq for the validity of this certificate
is a regula%examination in accordance

with Annex I1.5 of the Directive 93/42/FEC.

Validity 02.05,2018-01.05.2021 Reg. no. 4185
Issue 11.06.2019 Approved Medlial Responsible
02.05.2018
= ;_x’#/'f J‘_f//— 3>
X Mt A
V '{4-5’/{/1_,{{{,-\ (o~
|
F. Miiller, CEO SQS D. Taddeo, Medif@| R§sponsible
|
OF. ol | artner of

; Swiss Association for Quality and +
E’ Management Systems SQS g%
i Bernstrasse 103, 3052 Zollikofen, Switzerland  swiss Made ik
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l
THE INTERNATIONAL CERTIFICATION NETWOR

CERTIFICATE

SOS has issued an IQNet r’T?cogm'zed certificate that the orgdiZation:

|
Hygiene360 AG

Biielstrasse 17
8330 Pfiffikon ZH
- Switzerland

has implemented and maintains a
Maéagement System
Jfor the following scope(s):

12,29

which fulfills the requ;frements of the following standard
IS0 9001:2015 Quality Management System
|

Issued on: 2018-05-02
Expires on: 2021-05-01

|
This attestation is directly linked to the IQNet Partner’s original certificate and shal
a stand-alone document

Registraf}z’on Number: CH-43927

by j Z 5 A UL as L /
"""" S s X ! vV L

Alex Stoichitoiu| Felix Miiller
President of IQNet CEO SQS
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|
S5 Certificate

SQS herewith certifies that the company named below has a management system
requirements of the standard specified below.

‘@ HYGEENE3GD ~ Hygiene360 AG

Biielstrasse 17
8330 Pfiffikon ZH
Switzerland

|cll meets the

Scope of certification
i

Whole enterprise

Field of acti}/ity

Production and distribution of cleaning

liginfection
B : y
and hygiei-?ne products for medical and d l

al markejts

Normative b%ase

1ISO 9001:2015 Quality Management System

Scope(s) 12, 29 Validity 02.05. 2018-01.05.2021 Reg. no. 43927
Issue 02.05.2018

) ~ Nh Iy i4.

V - GC_.L&JQ i ‘o {'(J_/'(//{,{x
X. Edelmann, President SQS F. Miiller, CEO sQ
|

Swiss Associatian for Quality and + _ftner of ;
Management Systems SQS fha

45
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Bernstrasse 1033052 Zollikofen, Switzerland Swiss Made




SR Appendix to the EC-Certifidate ="

ANNEX V Directive 93/42/EEC

This Appendix is valid only in connection
with the following certificate:

Registration Number 40408
Validity from May 2, 2018 up to and including May 1,

This approval includes the following Medical Devid
Hygiene360 AG Products

Disinfectants for surfaces of medical devices (medical
installations and instruments)

Class lla

PROSEPT® Foam

PROSEPT® Hoor

PROSEPT® Floor XL

PROSEPT® Sensi

Disinfectants for medical and dental instruments
Class lla

PROSEPT® Contra

Disinfectants for dental aspirating units and amalgam sibafators
PROSEPT® Jet D

Disinfectants for dental impression materials
Class lla

PROSEPT® Impression

PROSEPT® Impression S

Appendix issue date: May 2, 2018

Swiss Association for Quality and
E Management Syktems SQS B
- Bernstrasse 103,/3052 Zollikofen, Switzerland ~ swiss Made
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=SS EC-Certificate

|
SQSasa ctinformity assessment body identification
|

number 1250 herewith certifies the company

|
Hygiene360 AG
Biielstrasse 17
8330 Pfaffikon ZH
Switzer|and

|

the use of g quality assurance system in its manufact
distributioniwhich fulfills the requirements set out in:

ndand

ANNEX V Directivie 93/42/EEC

This approval is based on the result of the the report diiedfApril 23, 2018.

The scope of validity covers the products

Cleaning, disinfection and hygiene pfbqucts

for medjcal and dental markets

The following CE label can be applied to the product@@imdntioned in the

Appendix ojf this certificate
|

CE 1250

A condition for the validity of this certificate
is a regular %xamination in accordance
with Annex|V.4 of the Directive 93/42/EEC

Validity 02.05{2018-01.05.2021 Reg. no. 4040
Issue 02.05.2018 Approved Medilial Responsible
02.05.2018
- |fh T
A o -
F. Miiller, CEO SQS D. Taddeo, Med ponsible
[
OF10 artner of

|
Swiss Assoc‘talion for Quality and +
o Management Systems SQS i
i Bernstrasse 105_, 3052 Zollikofen, Switzerland Swiss Made ik

segs.ch




SHS

ANNEX Il

sqs.ch

Appendix to the EC-Cert

Directive 93/42/EEC (without sectior

This Appendix is valid only in connection
with the following certificate:

Registration Number 41851
Validity from May 2, 2018 up to and including May 1, 4

This approval includes the following Medical Devifl

Hygiene360 AG Products

Disinfectants for surfaces of medical devices (medica
installations and instruments)
Class llb

PROSEPT® Spray

PROSEPT® Wipes
PROSEPT® Jumbo Wipes

Disinfectants for medical and dental instruments
Class llb

PROSEPT® Burs

PROSEPT® Pera

PROSEPT® Fortis

Appendix issue date: June 11, 2019

Swiss Association for Quality and +
Management Systems SQS I
Bernstrasse 103, 3052 Zollikofen, Switzerland Swiss Made
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