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Training Certificate

We certify that
Grigori Buza
of the company GBG-MLD S.R.L
has attended the training course of installation,

maintenance and service for the following products:

e Washer disinfectors DS 500, DS 500 CDL, DS 500 CL, DS 500 D,
DS 500 DRS, DS 500 LED, DS 500 LEDD, DS 500 NEW, DS 500 SC,
DS 500 SCD, DS 500 SCDL, DS 500 SCL, DS 600/1D, DS 600/2D,
DS 600 C, DS 600 CD, DS 610/1, DS 610/1D, DS 610/1S, DS
610/1SL, DS 610/1SLS, DS 610/2, DS 610/2D, DS 610/2S, DS
610/2SL, DS 610/2SLS, LAB 500, LAB 500 CDL, LAB 500 CL, LAB
500 D, LAB 500 DRS, LAB 500 DRSD, LAB 500 DRSDL, LAB 500
DRSL, LAB 500 SC, LAB 500 SCD, LAB 500 SCDL, LAB 500 SCL,
LAB 600, LAB 610, LAB 610 SL

Steelco Academy Steelco Academy Trainer
Riese Pio X (TV) Italy,

2022, 15 September M Q«J\. @5\/@/

Alex Roncato

Steelco S.p.A.

Via Balegante, 27 - 31039 - Riese Pio X (TV) - Italy
Tel. +39 0423.7561 Fax +39 0423.755528
www.steelcogroup.com
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Certificate of Training

We certify that
Grigorii Buza
of GBG-MLD S.R.L.
has attended the training course of installation,

maintenance and service for the following products:

EW1/1S,EW1/2S, EW 1/1 S RACK VERSION, EW 1/2
S RACK VERSION, EW 2/1 2S, EW 2/2 2S, EW 2/1 3S,
EW 2/2 3S, EW 1 S MAXI

Steelco Academy Steelco Academy Trainer

Riese Pio X (TV) ltaly,
2022, 05 August M Q@\/\ @\\MO/

Alex Roncato

Steelco S.p.A.

Viét&Balegante, 27 -31039 - Riese Pio X (TV) - Italy
Tel. +39 0423.7561 Fax +39 0423.755528
: www.steelcogroup.com
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Training Certificate

We certify that
Grigorii Buza
of the company GBG-MLD

has attended the training course of installation, maintenance

and service for the following products

VS 4/1 G2, VS 4/2 G2, VS 6/1 G2, VS 6/2 G2, VS 8/1 G2,
VS 8/2 G2, VS 10/1 G2, VS 10/2 G2, VS 12/1 G2, VS 12/2
G2,VS 6 H1 G2, VS 6 H/2 G2, VS 9 H/1 G2, VS 9 H/2
G2, VS 12 H/1 G2, VS 12 H/2 G2, VS 15 H/1 G2, VS 15
H/2 G2, VS 18 H/1 G2, VS 18 H/2 G2

Steelco Academy
Riese Pio X (TV) ltaly,
2023, 09 November

Steelco Academy Trainer
i f
% '
--'.\’-_'-_"?
*;?}:%m L/ e

Marco Basso

Steelco S.p.A.

Via Balegante, 27 - 31039 - Riese Pio X (TV) - Italy
Tel. +39 0423.7561 Fax +39 0423.755528
www.steelcogroup.com
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Certificate of Training Online

We certify that
Grigorii Buza
of the company GBG-MLD has attended the
online training course of installation,
maintenance and service for the following

products:

e Non-Condensable Gases sensor NCG-400

Steelco Academy Steelco Academy Trainer.

Riese Pio X (TV) ltaly,
2023, 19 September

Luca Carlesso

Steelco S.p.A.

Via Balegante, 27 - 31039 - Riese Pio X (TV) - ltaly
Tel. +39 0423.7561 Fax +39 0423.755528
www.steelcogroup.com
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Certificate of Training

We certify that
Alexandr Grigoret
of GBG-MLD S.R.L.
has attended the training course of installation,

maintenance and service for the following products:

EW1/1S,EW1/2 S, EW 1/1 S RACK VERSION, EW 1/2
S RACK VERSION, EW 2/1 2S, EW 2/2 2S, EW 2/1 3S,
EW 2/2 3S, EW 1 S MAXI

Steelco Academy Steelco Academy Trainer

Riese Pio X (TV) ltaly, b N
2022, 05 August M OQ\N (ng

Alex Roncato

Steelco S.p.A.

Via'%alegante, 27 - 31039 - Riese Pio X (TV) - Italy
Tel. +39 0423.7561 Fax +39 0423.755528
www.steelcogroup.com :
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Training Certificate

We certify that
Alexandru Grigoret
of the company GBG-MLD
has attended the training course of installation, maintenance

and service for the following products:
BP 100 M, BP 100 A, BP 100 M9, BP 100 A9, BP 100 H,

BP 100 HA, BP 100 HE, BP 100 HSE, BP 100 HAE, BP
100 HLA, BP 100 HSER, BP 100 HXL

Steelco Academy Steelco Academy Trainer

Riese Pio X (TV) ltaly,
” |
o Toe

2023, 27 October
Marco Basso

Steelco S.p.A.

Via Balegante, 27 - 31039 - Riese Pio X (TV) - ltaly
Tel. +39 0423.7561 Fax +39 0423.755528
www.steelcogroup.com
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Certificate of Training

We certify that
Alexandr Grigoret
of GBG-MLD S.R.L.
has attended the training course of installation,

maintenance and service for the following products:

EW1/1S,EW1/2 S, EW 1/1 S RACK VERSION, EW 1/2
S RACK VERSION, EW 2/1 2S, EW 2/2 2S, EW 2/1 3S,
EW 2/2 3S, EW 1 S MAXI

Steelco Academy Steelco Academy Trainer

Riese Pio X (TV) Italy, i —
2022, 05 August M D@M (QM}

Alex Roncato

Steelco S.p.A.

Via Balegante, 27 - 31039 - Riese Pio X (TV) - Iltaly
Tel. +39 0423.7561 Fax +39 0423.755528
www.steelcogroup.com
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Training Certificate

We certify that
Alexandru Grigoret
of the company GBG-MLD
has attended the training course of installation, maintenance

and service for the following products

VS 4/1 G2, VS 4/2 G2, VS 6/1 G2, VS 6/2 G2, VS 8/1 G2,
VS 8/2 G2, VS 10/1 G2, VS 10/2 G2, VS 12/1 G2, VS 12/2
G2, VS 6 H1 G2, VS 6 H/2 G2, VS 9 H/1 G2, VS 9 H/2
G2, VS 12 HM1 G2, VS 12 H/2 G2, VS 15 H/1 G2, VS 15
H/2 G2, VS 18 H/1 G2, VS 18 H/2 G2

Steelco Academy Steelco Academy Trainer
Riese Pio X (TV) Italy, e /
2023, 09 November L’: Qg_a .’L’

———

Marco Basso

Steelco S.p.A.

Via Balegante, 27 - 31039 - Riese Pio X (TV) - Italy
Tel. +39 0423.7561 Fax +39 0423.755528
www.steelcogroup.com
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Training Certificate

We certify that
Alexandr Grigoret
of the company GBG-MLD S.R.L
has attended the training course of installation,

maintenance and service for the following products:

¢ Washer disinfectors DS 500, DS 500 CDL, DS 500 CL, DS 500 D,
DS 500 DRS, DS 500 LED, DS 500 LEDD, DS 500 NEW, DS 500 SC,
DS 500 SCD, DS 500 SCDL, DS 500 SCL, DS 600/1D, DS 600/2D,
DS 600 C, DS 600 CD, DS 610/1, DS 610/1D, DS 610/1S, DS
610/1SL, DS 610/1SLS, DS 610/2, DS 610/2D, DS 610/2S, DS
610/2SL, DS 610/2SLS, LAB 500, LAB 500 CDL, LAB 500 CL, LAB
500 D, LAB 500 DRS, LAB 500 DRSD, LAB 500 DRSDL, LAB 500
DRSL, LAB 500 SC, LAB 500 SCD, LAB 500 SCDL, LAB 500 SCL,
LAB 600, LAB 610, LAB 610 SL

Steelco Academy Steelco Academy Trainer

Riese Pio X (TV) ltaly, _
2022, 15 September (lr@k \ W\,

Alex Roncato

Steelco S.p.A.

Via Balegante, 27 - 31039 - Riese Pio X (TV) - ltaly
Tel. +39 0423.7561 Fax +39 0423.755528
www.steelcogroup.com
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Certificate of Training

We certify that
Alexandru Grigoret
of the company GMD-MLD S.R.L.
has attended the training course of installation,

maintenance and service for the following products:

PL 130, PL 130/2, PL 70, PL 70/2, PL 40

Steelco Academy Steelco Academy Trainer
Riese Pio X (TV) ltaly,

x
2023, 21 September MQS\ Q ) /
QM

Alex Roncato

Steelco S.p.A.

Via Balegante, 27 - 31039 - Riese Pio X (TV) - Italy
Tel. +39 0423.7561 Fax +39 0423.755528
www.steelcogroup.com
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Certificate of Training Online

We certify that Grigorii Buza
of the company GBG-MLD
has attended the online training course of installation,

maintenance and service for the following products:

US 80, US 100, US 200, US 200/1, US 200/2,
US 200/3, US 300

Steelco Academy Steelco Academy Trainer

Riese Pio X (TV) ltaly,
2023, 31 October

Luca Carlesso

Steelco S.p.A.

Via Balegante, 27 - 31039 - Riese Pio X (TV) - ltaly
Tel. +39 0423.7561 Fax +39 0423.755528
www.steelcogroup.com
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Certificate of Training Online

We certify that
Grigorii Buza
of the company GBG-MLD has attended the online
training course of installation, maintenance and

service for the following products:

e traceability software SteelcoData Live

Steelco Academy Steelco Academy Trainer

Riese Pio X (TV) ltaly,
2023, 12 October

Luca Carlesso

Steelco S.p.A.

Via Balegante, 27 - 31039 - Riese Pio X (TV) - ltaly
Tel. +39 0423.7561 Fax +39 0423.755528
www.steelcogroup.com
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MDSAP CERTIFICATE
Certificate No. 006.22-3/MDSAP

This is to certify that

STEELCO S.p.A.

Main site: Via Balegante 27, Riese Pio X, Treviso, 31039, Italy
Facility ID: FO06592

Refer to Attachment to Certificate of Registration for additional certified sites

Operates a
Quality Management System, which complies with the requirements of ISO 13485:2016 and
with the requirements of the following Regulatory Authorities

Australia: Japan:

* Therapeutic Goods (Medical Devices) Regulations, 2002, * MHLW Ministerial Ordinance 169, Article 4 to Article
Schedule 3 Part 1 (excluding Part 1.6) — Full Quality Assurance 68

Procedure * PMD Act (as applicable)

Brazil: United States:

¢ RDC ANVISA n. 665/2022 e 21 CFR Part 803

* RDC ANVISA n. 551/2021 * 21 CFR Part 806

* RDC ANVISA n. 67/2009 e 21 CFR Part 807 - Subparts A to D

* 21 CFR Part 820

Canada:
¢ Medical Devices Regulations — Part 1- SOR 98/282

for the following scope of certification

Design, manufacture, installation and service of washer disinfectors, flusher disinfectors,
decontamination cleaners, endoscope washers, steam sterilizers and low temperature sterilizers
used in the management of medical devices and instruments disinfection and sterilization. Design
and manufacture of disinfectant solutions for invasive and noninvasive medical devices.

Reference to IMQ files Nos.:
DM22-0084116-01; DM23-0093730-01; DM24-0111473-01; DM24-0107086-01

|

Effective Date: 2025-01-29
Expiry Date: 2026-12-29
IMQ
Issued on: 2025-01-29 Matteo Raimondi - IMQ MDSAP Director

‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM\

IMQ S.p.A. is an MDSAP Recognized Auditing Organization

Page 1 of 2

This MDSAP certificate is subjected to the provisions laid down by IMQ in the “Regulation for Conformity Assessment Activities

pursuant to Medical Device Single Audit Program (MDSAP) for which IMQ operates as Auditing Organization”. The validity of
this certificate can be verified by writing to MDSAP@ima.it.



MEDICAL DEVICE SINGLE AUDIT PROGRAM

\IM

ATTACHMENT TO CERTIFICATE OF REGISTRATION

These sites are registered under Certificate No. 006.22-3/MDSAP

S.PA. s WwwWWimqit

Site address Site scope

Design, manufacture, installation and service of washer disinfectors,
STEELCO S.p.A. flusher disinfectors, decontamination cleaners, endoscope washers,
Via Balegante 27 steam sterilizers and low temperature sterilizers used in the
Riese Pio X, Treviso, 31039, Italy management of medical devices and instruments disinfection and
Facility ID: FO06592 sterilization. Design and manufacture of disinfectant solutions for

invasive and noninvasive medical devices.

STEELCO S.p.A.

Via Del Lavoro 12

Riese Pio X, Treviso, 31039, Italy
Facility ID: F006592

Manufacturing (components)

STEELCO S.p.A.
Via Del Lavoro 3 Production and Service Controls (finished device), Assembly,
Riese Pio X, Treviso, 31039, Italy Packaging/Labelling.

Facility ID: F006592

STEELCO S.p.A.
Via Del Lavoro 9/A Production and Service Controls (finished device), Manufacturing
Riese Pio X, Treviso, 31039, Italy (components)

Facility ID: FO06592

STEELCO S.p.A.

Via Del Lavoro 6-8

Riese Pio X, Treviso, 31039, ltaly
Facility ID: FO06592

Storage of raw materials, components and finished devices

STEELCO S.p.A.
Via Balegante, 5E-5F Acceptance, storage and shipment of finished products
Riese Pio X, Treviso, 31039, Italy (consumables medical devices)

Facility ID: FO06592

Page 2 of 2
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2 5 The International Certification Network
WWW'lquT www.ignet-certification.com

CERTIFICATO N.
CERTIFICATE N. 9120.IST1

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

STEELCO SPA

VIA BALEGANTE 27 - 31039 RIESE PIO X (TV) Italy
UNITA' OPERATIVE / OPERATIVE UNITS

Vedere gli Allegati per le Unita Operative (n° 7 pagine)
View the Annexes for the Operative Units (n° 7 pages)

E' CONFORME ALLA NORMA /1S IN COMPLIANCE WITH THE STANDARD

ISO 9001:2015

PER LE SEGUENTI ATTIVITA'/ FOR THE FOLLOWING ACTIVITIES

Progettazione, produzione, installazione e assistenza di lavastrumenti e lavacarrelli
a termodisinfezione, lavastrumenti per decontaminazione, sterilizzatori a vapore e/o a bassa
temperatura, lavastrumenti ad ultrasuoni, passacarrelli e relativi accessori per i settori laboratorio
e stabulario. Progettazione, produzione, installazione ed assistenza di apparecchi e relativi accessori
di apparecchi per il lavaggio e disinfezione di vetreria, strumenti, carrelli, contenitori e parti di
macchine speciali per il settore farmaceutico. Commercializzazione di lavastrumenti per decontaminazione,
sterilizzatori a vapore e relativi accessori. Commercializzazione di arredi ed attrezzature/accessori a
supporto dei processi di lavaggio, disinfezione, sterilizzazione e stoccaggio di attrezzature e strumenti
Design, manufacture, installation and service of washer disinfectors for instruments and trolleys,
instruments decontamination units, steam sterilizers units and/or low temperature sterilizers,
instruments washers by ultrasounds, passthrough cabinets and related accessories for laboratory
and life science industries. Design, manufacture, installation and service of washing and disinfecting
equipment as washer disinfectors for instruments and trolleys, containers and special machine
parts for pharmaceutical industry. Sale of instruments decontamination units, steam sterilizers
units and related accessories. Sale of furniture and equipment/accessories for washing,
disinfection, sterilization and storage processes for tools and instruments

Ulteriori informazioni riguardanti I'applicabilita dei requisiti ISO 9001:2015 possono essere ottenute consultando I'organizzazione
Further clarifications regarding the applicability of ISO 9001:2015 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
2006-05-05 2024-04-16 2027-04-22
IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago
ACCREDIA % C’SQ
e DD o IAF: 19, 18, 29
MS N° 0005MS :
www.cisg.com
M_embro Qegli Accordi di Mutuo La valldllé del & st dinata a sor annuale e riesame completo
Sonsio of 5, Hrand AL oo vty ot corins o Uit 0 oot st and  reassessment CISQ ¢ la Federazione Italiana di Organismi di
of the entire management System within three years Certificazione del sistemi di gestione aziendale. CISQ
is the Italian Federation of management system

Mutual Recognition Agreements
Certification Bodies.
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The International Certification Network

WWW.Imq At www.ignet-certification.com

CERTIFICATO N.
CERTIFICATE N. 9124.1ST2

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

STEELCO SPA
VIA BALEGANTE 27 - 31039 RIESE PIO X (TV) Italy

UNITA' OPERATIVE / OPERATIVE UNITS

Vedere gli Allegati per le Unita Operative (n° 6 pagine)
View the Annexes for the Operative Units (n° 6 pages)

E' CONFORME ALLA NORMA /1S IN COMPLIANCE WITH THE STANDARD

ISO 13485:2016

PER LE SEGUENTI ATTIVITA' / FOR THE FOLLOWING ACTIVITIES

Progettazione, produzione, immissione in commercio, installazione, assistenza e commercializzazione
di lavastrumenti e lavacarrelli a termodisinfezione, lavastrumenti per decontaminazione, sterilizzatori
a bassa temperatura, lavapadelle, lavastrumenti ad ultrasuoni per dispositivi medici ed apparecchi
per il lavaggio, disinfezione e sterilizzazione chimica degli endoscopi termolabili e relativi accessori.
Gestione della progettazione e della produzione, immissione in commercio di sterilizzatrici a vapore,
autoclavi a vapore per disinfezione di dispositivi medici quali materassi e cuscini ospedalieri e relativi accessori.
Gestione della progettazione e della produzione, immissione in commercio e commercializzazione
di soluzioni disinfettanti per dispositivi medici invasivi € non invasivi
Design, manufacture, installation, placing on the market, service and trading of washer disinfectors
for instruments and trolleys, instruments decontamination units, low temperature sterilizers, bedpan
washers, instruments washers by ultrasounds for medical devices and equipment for the chemical washing,
disinfection and sterilization of thermolable endoscopes and related accessories. Design and manufacture
management, placing on the market of steam sterilizers units, steam disinfectors of medical devices, such as
hospital mattresses and pillows and related accessories. Design and manufacture management, placing
on the market and trading of disinfectant solutions for invasive and noninvasive medical devices

Ulteriori informazioni riguardanti I'applicabilita dei requisiti ISO 13485:2016 possono essere ottenute consultando I'organizzazione
Further clarifications regarding the applicability of 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
2006-05-05 2024-04-16 2027-04-22

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago

CisQ@

www.cisq.com

ACCREDIA f\

LENTE ITALIANO DI ACCREDITAMENTO

MS N° 0005MS
Membro degli Accordi di Mutuo La validita del & st asor annuale e riesame completo CISQ & la Federazione Italiana di Organismi di
Riconoscimento EA, IAF e ILAC del Sistema di Gestione con periodicita triennale Certificazione del sistemi di gestione aziendale. CISQ
Signatory of EA, IAF and ILAC The validity of the certificate is submitted to annual audit and a reassessment is the Italian Federation of management system
Mutual Recognition Agreements of the entire management System within three years a0

Certification Bodies.




		2025-03-21T11:28:10+0200
	Moldova
	MoldSign Signature




