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MOLDOVA EUROPEANA

Management Service

CERTIFICATE

Certificate Registration No.: 12 100 8843 TMS / Order No.: 70002888

CERTIFICAT

The Certification Body
of TUV SUD Management Service GmbH

certifies that the organization

ERSTE
MASCHINEN
FABRIK

ERMAFA Sondermaschinen- und

Anlagenbau GmbH
Otto-Schmerbach-Str. 19
09117 Chemnitz
Germany
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for the scope

Development of technological solutions,
design, after sales, manufacturing and service of
special machines and systems and their parts and assemblies

including the sites see enclosure

4

has established and applies a Quality Management System.

An audit was performed and has furnished proof
that the requirements according to

DIN EN ISO 9001:2015

are fulfilled.

The certificate is valid from 2025-07-17 until 2027-08-05.
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Deutsche
Akkreditierungsstelle
D-ZM-14143-01-00

Fred Wenke
Head of Certification Body
Munich, 2025-07-18
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Management Service

CERTIFICAT

ENCLOSURE OF CERTIFICATE

Certificate Registration No.: 12 100 8843 TMS / Order No.: 70002888

certificate holder:

ERMAFA Sondermaschinen- und Anlagenbau GmbH
Otto-Schmerbach-Str. 19

09117 Chemnitz

Germany

at the sites scope

ERMAFA Sondermaschinen- und Anlagenbau GmbH Development of technological solutions, design,
Otto-Schmerbach-Str. 19 after sales, manufacturing and service of
09117 Chemnitz special machines and systems and

Germany their parts and assemblies

ERMAFA Sondermaschinen- und Anlagenbau GmbH
Werk Auerbach

Gewerbering 10

08236 Ellefeld

Germany

Development of electrical control systems,
after sales, manufacturing and service of
special machines and systems and

their parts and assemblies
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Deutsche
Akkreditierungsstelle
D-ZM-14143-01-00

Fred Wenke
Head of Certification Body
Munich, 2025-07-18
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ERSTE
FABRIK

MASCHINEN

Bearbeiter
Daniel Lorbeer

ERMAFA ¢ Otto-Schmerbach-Str. 19 » 09117 Chemnitz

Telefon
+49-371-334281 268
Ermafa Environmental Technologies GmbH E-Mail
2. Haidequerstrafe 1-3 d.lorbeer@ermafa.de
Halle 36 Datum
1110 Wien 27.06.2024

Osterreich
Unser Zeichen

dl

Declaration of Conformity (CE/CEE)

Reference: EG-10-220077

Contract-No.: ACID:

(According to Machinery Directive 2006/42/EG, appendix Il A)

We hereby declare that the machine described below in their design and construction and in the

version marketed by us meets the essential health and safety requirements of the EU Directive
2006/42/EC.

Product: 1 MACHINE OF WASTE SCHREDDER MACS 2500
Serial Number: MACS 2500 KW — M000031

Year of Manufacture: 2024

The following standards were applied additionally:

2014/35/EC Low Voltage Directive

2014/30/EG Electromagnetic Compatibility (EMC)

2014/68/EU Pressure Equipment Directive (PED)

Applied legal regulations and harmonized standards:
- GPSG Equipment and Product Safety Act

- 9 GPSGV machines Regulation

- DIN EN563

Authorized person for the technical documentation:
Ing. Karl Pélzlbauer, Otto-Schmerbach-Str. 19, 09117 Chemnitz, Germany

Declaration of Conformity loses validity in case of any modification that is not agreed with
ERMAFA.
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Angaben zur ﬁachaft -56'1’ Geschiftshauptsitz Werk Auerbach
Registergericht: C z, AR 93 Otto-Schmerbach-Str. 19, D-09117 Chemnitz Gewerbering 10, D-08236 Ellefeld
Geschaftsfuhrer: Ing. Karl Pélzibauer Telefon: +48 371 334281 1 Telefon: +49 374531 0
Telefax: +49 371 334281 159 Telefax: +49 3745 31 100

Steuer-Nr.: 215/108/05221 Internet: www.ersoma.de Internet: www.auerbach-x.de
Ust.-Ident-Nr.: DE211333290
Institut: Volksbank Chemnitz eG Institut: UniCredit Bank Austria AG Institut: Oberbank AG
IBAN: DE10 8709 6214 0321 0173 55 IBAN: AT16 1200 0100 2532 4111 IBAN: DE41 7012 0700 1731 1058 60

BIC: GENODEF1CH1 BIC: BKAUATWW BIC: OBKLDEMX



EC Declaration of Conformity

according to EC Machinery Directive 2006/42/EC of May 17, 2006, Annex Il A

We hereby declare that the machine specified below, as well as the version that we have
released, complies in its design and construction with the essential safety and health
requirements of the EC Directive 2006/42/EC. This declaration will lose its validity in the
event of a modification to the machine not agreed with us.

Manufacturer:

- @ . ERMAFA Environmental Technologies GmbH
=-m ERMAFA Renngasse 12/19
sl TECHNOLOGIES 1010 Wien/ AUSTRIA

Machine Description:

Function: Sterilization and disinfection of contaminated medical waste
Designation: Medical Autoclave Cutting Sterilizer MACS® 700
Machine number: MO000001

Year of construction: 2021

We declare compliance with other directives/regulations also applicable to the
product:

» EMC Directive 2014/30/EU of February 26, 2014
» Low Voltage Directive 2014/35/EU of February 26, 2014

Harmonized standards applied in particular:

» DIN EN ISO 12100:2010 - Safety of machinery - Basic concepts, general principles
for design, risk assessment and risk reduction

» DIN EN 60204-1:2018 - Safety of machinery - Electrical equipment of machines,
Part 1: General requirements

> DIN EN ISO 13849-1:2015 - Safety of machinery - Safety-related parts of control
systems, Part 1: General principles for design

Authorized to compile the technical documentation:

ERMAFA Sondermaschinen- und Anlagenbau GmbH
Otto-Schmerbach-Str.19
09117 Chemnitz
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