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EC-CERTIFICATE [¢5

(Full quality assurance system) A\

This is to certify that the company

schulke -+

Schiilke & Mayr GmbH

Robert-Koch-Stralie 2
22851 Norderstedt
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:

Disinfectant for medical devices, wound care products and gel as listed in annex.

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 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. 004567 MR2

Certificate unique ID 170742365
Effective date 2020-06-09
Expiry date 2023-12-18
Frankfurt am Main 2020-06-09

Digita

DQS Medizinprodukte GmbH
Date:

7 e evera— /%W R

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

August-Schanz-StralRe 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. 1713

411.20 Version 1.0



Annex to certificate

Certificate registration No.: 004567 MR2
Certificate unique ID: 170742365
Effective date: 2020-06-09

Schiilke & Mayr GmbH

Robert-Koch-Strale 2

22851 Norderstedt

Germany
Device Class
acryl-des® Gebrauchslésung lla
acryl-des® Desinfektionsticher lla
antifect® AF (N) lla
antifect® N liquid lla
antifect® extra lla
aspirmatic® lla
boots wound healing gel b
dentavon® lla
dentavon® liquid lla
Essential+ Wipes lla
gigasept® AF b
gigasept® AF forte Ilb
gigasept® FF (neu) 1[o]
gigasept® Instru AF b
gigasept® med Ib
gigasept® pearls 1b
gigasonic® lIb
gigazyme® Xtra llb
mikrozid® AF liquid lla
mikrozid® AF wipes lla
mikrozid® alcohol free liquid lla
mikrozid® alcohol free wipes jumbo lla
mikrozid® liquid lla
mikrozid® PAA wipes 1b
mikrozid® sensitive liquid lla
mikrozid® sensitive wipes lla
mikrozid® universal liquid lla
mikrozid® universal wipes lla
mikrozid® wipes lla
mucalgin® lla
mucadont® IS Ib
mucapur® CD lla
mucocit® T IIb
octenilin® wound gel b
octenilin® wound irrigation solution Ib
octenisan® md nasal gel lla
octenisept® Gel b
octenisept® wound gel b

This annex is only valid in connection with the above-mentioned certificate.




Annex to certificate

Certificate registration No.: 004567 MR2
Certificate unique ID: 170742365
Effective date: 2020-06-09

Schiilke & Mayr GmbH

Robert-Koch-Strafie 2

22851 Norderstedt

Germany

Device Class
perform® lla
pursept® AF lla
pursept® A Xpress liquid lla
pursept® A Xpress wipes lla
quartamon® med lla
rotasept® Ib
septinol® SA lla
terralin® liquid lla
terralin® protect lla
thermosept® ED b
thermosept® NDR lla
TPH® protect lla
SteraClar Daily lla
SteraDif Powder lla
SteraPex llb
SteraPex Rotary b
SteraClens Alcohol Free lla
SteraClens lla
SteriWipe+ Alcohol Free lla
SteriWipe+ lla
DESIMATIC-ID PLUS lIb
DESIFOR-ONE multi wipes la
DESIFOR-ONE PROTECT lla
B3 lla

This annex is only valid in connection with the above-mentioned certificate.




EC-CERTIFICATE

(Full quality assurance system)

This is to certify that the company

schilke -+

Schilke & Mayr GmbH

Robert-Koch-StralRe 2
22851 Norderstedt
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:

Disinfectant for medical devices and wound care products as listed in annex.

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. 004567 MR2

Certificate unique 1D 170730505
Effective date 2018-12-19
Expiry date 2023-12-18
Frankfurt am Main 2018-12-19

DQS Medizinprodukte GmbH

P

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

August-Schanz-Straf3e 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. 1/2

411.20 Version 1.0


mailto:medical.devices@dqs-med.de

Annex to certificate

Certificate registration No.: 004567 MR2
Certificate unique ID: 170730505
Effective date: 2018-12-19

Schulke & Mayr GmbH

Robert-Koch-Stral3e 2
22851 Norderstedt

Germany

Device Class
Surface disinfectant for medical devices lla
Disinfectant for automated reprocessing of bedpans lla
Disinfectant for automated and manual reprocessing Ib

of medical instruments

Wound care products Ib

This annex is only valid in connection with the above-mentioned certificate.
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CERTIFICATE

This is to certify that the company

schiulke -+

Schiilke & Mayr GmbH

Robert-Koch-Stralle 2
22851 Norderstedt
Germany

with the organizational units/sites as listed in the annex

has implemented and maintains a Quality Management System.

Scope:

Development, production and sales of products for disinfection and cleaning of medical

instruments, devices and surfaces as well as for wound treatment.

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:

DIN EN ISO 13485 : 2016 + AC : 2017-07
EN ISO 13485 : 2016 + AC : 2016

ISO 13485 : 2016

Certificate registration no. 004567 MP2016

Certificate unique ID 170774693
Effective date 2021-06-27
Expiry date 2024-06-26
Frankfurt am Main 2021-06-27

DQS Medizinprodukte GmbH

Al e

Sigrid Uhlemann
Managing Director

August-Schanz-Stralle 21, 60433 Frankfurt am Main,
Tel. +49 (0) 69 95427-300, medical.devices@dgs-med.de

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-16021-01-00

M

Dr. Thomas Feldmann
Head of Certification Body

1/2
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Annex to certificate

Certificate registration No.: 004567 MP2016
Certificate unique ID: 170774693

Effective date: 2021-06-27

Schiilke & Mayr GmbH

Robert-Koch-Stralle 2
22851 Norderstedt
Germany

Location

Schiilke & Mayr GmbH
Robert-Koch-StralRe 2
22851 Norderstedt
Germany

Schiilke & Mayr AG
Sihlfeldstrasse 58
8003 Zurich
Switzerland

Schiilke & Mayr Ges. m. b. H.

Seidengasse 9
1070 Wien
Austria

Schiilke France S.A.R.L.
50 boulevard National
92250 La Garenne
France

Schiilke & Mayr UK Ltd.
Cygnet House,

1 Jenkin Road, Meadowhall
Sheffield, S9 1AT

United Kingdom

Schiilke & Mayr Benelux B.V.

Oudeweg 8d
2031 CC Haarlem
Netherlands

Schulke Polska Sp. z o.0.
Eurocentrum Office Complex
Budynek Delta

al. Jerozolimskie 132

02-305 Warszawa

Poland

This annex is only valid in connection with the above-mentioned certificate.

Scope

Development, production and sales of
products for disinfection and cleaning of
medical instruments, devices and surfaces as
well as for wound treatment.

Sales of products for disinfection and cleaning
of medical instruments, devices and surfaces
as well as for wound treatment.

Sales of products for disinfection and cleaning
of medical instruments, devices and surfaces
as well as for wound treatment.

Sales of products for disinfection and cleaning
of medical instruments, devices and surfaces
as well as for wound treatment.

Sales of products for disinfection and cleaning
of medical instruments, devices and surfaces
as well as for wound treatment.

Sales of products for disinfection and cleaning
of medical instruments, devices and surfaces
as well as for wound treatment.

Sales of products for disinfection and cleaning
of medical instruments, devices and surfaces
as well as for wound treatment.

2/2



schiulke -*+

EC declaration of conformity

Schiilke & Mayr GmbH

Manufacturer Robert-Koch-Str. 2
according to Regulation 2017/745 22851 Norderstedt
Germany

Registration Number

ace. to Art, 31 2017/745 rik [SsEdiEa tar

Product name thermosept® X-tra
basic UDI-DI 4032651-BSC00000004-CT
Code acc. to Art. 26 2017/745 Vo7
Intended Purpose cleaning agent for automated reprocessing of medical devices
Risk Class |
according to Regulation 2017/745 annex Vil
rule 1
Standards applied EN ISO 13485

additional standards see technical documentation
Schiilke & Mayr GmbH

Conformity Assessment Procedure
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according to Regulation 2017/745 annex ViV
Certificate EN ISO 13485 004567 MP2016
Verson 1 A

Schiilke & Mayr GmbH herewith declares that the device covered by this declaration is in conformity with the Regulation 2017/745
concerning medical devices.

Schiilke & Mayr GmbH declares that Schiilke & Mayr GmbH bears the sole responsibility for issuing this Declaration

Norderstedt
ppa. ppa.
Dr. Uwe Berlekamp
1 FEB 2021 Dr. Ywe Berlekamp r. ThorstemAudust
7- . Schiilke &Mayr GmbH Schiilke & Mayr GmbH
Director Business Lines, Research & Director Global Quality & Health,
Regulatory Affairs Safety, Environment

This Declaration is valid until an updated version has been issued, but not longer than
18.12.2021
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schiulke -t

EC declaration of conformity

Medical Device name

Formulation No.
Product group
Product Category
Intended Purpose

Risk Class
according to Directive 93/42/EEC  annex

Standards applied

Manufacturer
according to Directive 93/42/EEC

Notified Body

Conformity Assessment Procedure
according to Council Directive 93/42/EEC

Issued Certificates

Version

Schiilke & Mayr GmbH herewith declares thal the device covered by this declation is in conformity with the Council Directive

93/42/EEC concerning medical devices.

Schiilke & Mayr GmbH declares that Schiilke & Mayr GmbH bears the sole responsibility for issuing this Declaration

Nordersted! 15.04.2020

thermosept® ED

F0B
Disinfeclant, medical device instrumenls

05 - Hospital hardware
instrument disinfection

II'b
IX

EN I1SO 13485
addilional standards see technical documentalion
Schiilke & Mayr GmbH, Regulatory Affairs

Schiilke & Mayr GmbH
Robert-Koch-Str. 2
22851 Nordersledt
Germany

DQS Medizinprodukte GmbH
August-Schanz-Slr. 21
60433 Frankfurt am Main
Germany

Ident.No.: 0297

Annex Il excluding section 4
Annex |l 93/42/EEC Cerl. Reg. No.

1.0

15.04.2020

004567 MR2

¥

ppa. Dr. Thorsten August
Schillke & Mayr GmbH
Director Global Quality &
Health, Safety, Environment

ppa. Dif Uwe Bgrlekamp

Schiilke & Mayr GmbH

Director Business Lines, Research
& Regulalory Affairs

This Declaralion is valid until an updated version has been issued, but not longer than
18.12.2023
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