Euronda Dichiarazione REACH

REACH Declaration

ITEN

Gentile Cliente,

La presente con riferimento al vostro rapporto con Euronda S.p.A. relativo ai prodotti che Viforniamo e
alla loro conformita con il Regolamento europeo in materia di registrazione, valutazione, autorizzazione e
restrizione delle sostanze chimiche (Regolamento CE n° 1907/2006 e s.m.i.).

Euronda S.p.A. € ben a conoscenza del Regolamento REACH e sostiene con tutte le proprie capacita il
raggiungimento dell'obiettivo di migliorare la protezione della salute e dellambiente dai rischi derivanti
da prodotti chimici; tutto cio & coerente con il nostro impegno ad incentivare una produzione
responsabile dei nostri prodotti cosi come un loro utilizzo sicuro.

In relazione alla nostra posizione nei riguardi del Regolamento sopra menzionato, Vi comunichiamo che
Euronda S.p.A. produce e fornisce prodotti per 'odontoiatria di varia natura. Tali prodotti, in base ai
documenti dell'agenzia chimica europea ECHA, possono essere considerati “prodotti complessi”, in
quanto composti da piu articoli.

Euronda S.p.A. & un utilizzatore a valle di sostanze chimiche e preparati contenuti nei propri prodotti
complessi; pertanto, sta assumendo ogni piu opportuna iniziativa finalizzata ad ottenere dai propri
fornitori la garanzia che tutte le sostanze utilizzate, ove applicabile, siano state pre-registrate e/o
registrate secondo quanto previsto dal Regolamento REACH.

Si precisa inoltre che le sostanze contenute nei nostri articoli non vengono rilasciate intenzionalmente
nelle condizioni d'uso normale o ragionevolmente prevedibili e che alcuni prodotti della serie Euronda
Pro System® da noi immessi sul mercato contengono all'interno degli articoli “sostanze
estremamente preoccupanti” (SVHC) inserite nell’allegato XIV. Pertanto, in conformita a quanto
previsto dall'Art.33, che prevede I'obbligo di comunicare la presenza di tali sostanze al destinatario del
prodotto quando la sostanza e inclusa nella Candidate List ed € presente in quantita superiori allo 0,1%,
sirilascia la presente dichiarazione completa dei suoi allegati. Si informa altresi che informazioni sulle
sostanze SVHC sono fornite all'interno del manuale d'uso del prodotto stesso e nella documentazione
commerciale che accompagna i dispositivi distribuiti nel territorio del’'Unione Europea.

| prodotti delle linee Euronda Monoart® ed Eurosteril® sono conformi al Regolamento summenzionato e
non contengono alcuna sostanza SVHC.

| requisiti della “UK REACH” relativa al mercato britannico coincidono con le disposizioni europee alla
data di emissione della presente dichiarazione. Pertanto, questa dichiarazione e da ritenersi valida anche
ai sensi delle disposizioni in vigore per il mercato britannico.

Sede legale: Via dell’Artigianato, 7
36030 Montecchio Precalcino (V) Italy

10/03/2025
Firmato in nome e per conto di Euronda S.p.A.

Renato Basso
Rappresentante legale
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Dear Customer,

This is in reference to your relationship with Euronda S.p.A. concerning the products we supply to you and
their compliance with the European Regulation regarding the registration, evaluation, authorisation and
restriction of chemical substances (EC Regulation no.1907/2006 and subsequent amendments).

Euronda S.p.A. is well aware of the REACH Regulation and supports, to the best of its ability, the objective
to improve the protection of health and the environment against risks posed by chemical products; all this
is consistent with our efforts to encourage the responsible manufacturing of our products and their safe
use.

As concerns our position related to the above-mentioned Regulation, we would like to inform you that
Euronda S.p.A. manufactures and supplies various types of dental products. On the basis of ECHA
(European Chemicals Agency) documents, such products can be considered as “complex products”,
made up of more than one article.

Euronda S.p.A. is a downstream user of the chemical substances and compounds contained in its
complex products, and therefore it adopts all necessary measures in order to ensure that its suppliers
certify that all the substances they use, if applicable, have been duly pre-registered and/or registered in
accordance with the REACH Regulation.

It is also pointed out that the substances contained in our products are not intentionally released during
normal or reasonably predictable conditions of use, and that some products of the Euronda Pro System®
series distributed by us contain substances included in the list of “Substances of Very High Concern”
(SVHC) of attachment XIV. Therefore, pursuant to the provisions of art. 33, which entail the obligation to
notify the presence of such substances to the product recipient if they are included in the candidate list
and are present in quantities exceeding 0.1 %, we hereby issue this declaration complete with its
attachments. We also inform you that information on SVHC substances is provided in the user manual of
the product itself and in the commercial documentation that accompanies the devices distributed in the
European Union.

All products of the Euronda Monoart® and Eurosteril® lines comply with the aforementioned Regulation
and do not contain any SVHC substances.

The requirements of the “UK REACH?” for distribution in the Great British market are identical to the
European provisions at the date of issue of this declaration. Therefore, this declaration shall be deemed
valid and applicable to the legal provisions for distribution within the UK territory.

Registered office: Via dell’Artigianato, 7
36030 Montecchio Precalcino (V) Italy

10/03/2025

Signed for and on behalf of Euronda S.p.A.
Renato Basso
Legal gepresentative
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Prodotti complessi con componenti SVHC inclusi nella Candidate List
Complex products with SVHC components in Candidate List

Pro System® series | Steam sterilizing units

115716 AUTOCLAVE E8 24L (SSU\E24L.2018)
115725 AUTOCLAVE E8 24L (SSU\E24L.2018)

115727 AUTOCLAVE E8 24L (SSU\E24L.2018) 7439-92-1 231-100-4 lead / piombo

115728 AUTOCLAVE E8 24L (SSU\E24L.2018) 61788-32-7 262-967-7 4-butylphenylacetylene

115729 AUTOCLAVE E8 XD 24L (SSU\E24L.2018) 68512-30-1 270-966-8 Phenol, methylstyrenated

115735 AUTOCLAVE E6 (SSUE\18L2018) 119-47-1 204-327-1 6,6'-di-tert-butyl-2,2'-methylenedi-p-
115760 AUTOCLAVE EXL (SSUX\30L2019) cresol

115775 AUTOCLAVE E9 (SSUM\18L2023)
115780 AUTOCLAVE E9 (SSUM\24L.2023)

7439-92-1 231-100-4 lead / piombo

61788-32-7 262-967-7 4-butylphenylacetylene
115765 AUTOCLAVE E10 (SSUT\18L2023) 80-05-7 201-245-8 BPA
115770 AUTOCLAVE E10 (SSUT\24L.2023) 68512-30-1 270-966-8 Phenol, methylstyrenated

119-47-1 204-327-1 6,6'-di-tert-butyl-2,2"-methylenedi-p-

cresol

815068 SPARE PART / MAINTENANCE KIT
815076 SPARE PART / MAINTENANCE KIT
815080 SPARE PART / MAINTENANCE KIT
815080 SPARE PART / MAINTENANCE KIT
815095 SPARE PART / MAINTENANCE KIT
815096 SPARE PART / MAINTENANCE KIT
815097 SPARE PART / MAINTENANCE KIT
815103 SPARE PART / MAINTENANCE KIT
815107 SPARE PART / MAINTENANCE KIT
815109 SPARE PART / MAINTENANCE KIT
815111 SPARE PART / MAINTENANCE KIT
815112 SPARE PART / MAINTENANCE KIT
815113 SPARE PART / MAINTENANCE KIT
815115 SPARE PART / MAINTENANCE KIT
815116 SPARE PART / MAINTENANCE KIT
815116 SPARE PART / MAINTENANCE KIT
815139 SPARE PART / MAINTENANCE KIT
815149 SPARE PART / MAINTENANCE KIT
815159 SPARE PART / MAINTENANCE KIT
815160 SPARE PART / MAINTENANCE KIT
815160 SPARE PART / MAINTENANCE KIT
815165 SPARE PART / MAINTENANCE KIT
815207 SPARE PART / MAINTENANCE KIT
815208 SPARE PART / MAINTENANCE KIT
815208 SPARE PART / MAINTENANCE KIT
815209 SPARE PART / MAINTENANCE KIT
815211 SPARE PART / MAINTENANCE KIT
815212 SPARE PART / MAINTENANCE KIT
815215 SPARE PART / MAINTENANCE KIT
815218 SPARE PART / MAINTENANCE KIT
815222 SPARE PART / MAINTENANCE KIT
815223 SPARE PART / MAINTENANCE KIT
815224 SPARE PART / MAINTENANCE KIT
815233 SPARE PART / MAINTENANCE KIT
815234 SPARE PART / MAINTENANCE KIT
815235 SPARE PART / MAINTENANCE KIT
815236 SPARE PART / MAINTENANCE KIT
815238 SPARE PART / MAINTENANCE KIT
815239 SPARE PART / MAINTENANCE KIT
815240 SPARE PART / MAINTENANCE KIT
815242 SPARE PART / MAINTENANCE KIT
815243 SPARE PART / MAINTENANCE KIT
815244 SPARE PART / MAINTENANCE KIT
815248 SPARE PART / MAINTENANCE KIT
815280 SPARE PART / MAINTENANCE KIT
815296 SPARE PART / MAINTENANCE KIT
815297 SPARE PART / MAINTENANCE KIT
815298 SPARE PART / MAINTENANCE KIT
815305 SPARE PART / MAINTENANCE KIT
815335 SPARE PART / MAINTENANCE KIT
815356 SPARE PART / MAINTENANCE KIT
815359 SPARE PART / MAINTENANCE KIT
815360 SPARE PART / MAINTENANCE KIT
815368 SPARE PART / MAINTENANCE KIT
815369 SPARE PART / MAINTENANCE KIT
815371 SPARE PART / MAINTENANCE KIT
815372 SPARE PART / MAINTENANCE KIT
815376 SPARE PART / MAINTENANCE KIT

7439-92-1 231-100-4 lead / piombo
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815378 SPARE PART / MAINTENANCE KIT
815392 SPARE PART / MAINTENANCE KIT
815400 SPARE PART / MAINTENANCE KIT
816024 SPARE PART / MAINTENANCE KIT
816024 SPARE PART / MAINTENANCE KIT
830141 SPARE PART / MAINTENANCE KIT
830367 SPARE PART / MAINTENANCE KIT
830527 SPARE PART / MAINTENANCE KIT
830578 SPARE PART / MAINTENANCE KIT
832024 SPARE PART / MAINTENANCE KIT
832082 SPARE PART / MAINTENANCE KIT
832115 SPARE PART / MAINTENANCE KIT
832196 SPARE PART / MAINTENANCE KIT 7439-92-1
832293 SPARE PART / MAINTENANCE KIT
832374 SPARE PART / MAINTENANCE KIT
832412 SPARE PART / MAINTENANCE KIT
832413 SPARE PART / MAINTENANCE KIT
832423 SPARE PART / MAINTENANCE KIT
832424 SPARE PART / MAINTENANCE KIT
832462 SPARE PART / MAINTENANCE KIT
832539 SPARE PART / MAINTENANCE KIT
832707 SPARE PART / MAINTENANCE KIT
832711 SPARE PART / MAINTENANCE KIT
832715 SPARE PART / MAINTENANCE KIT
832731 SPARE PART / MAINTENANCE KIT

7439-92-1
815295 SPARE PART / MAINTENANCE KIT 61788-32-7
68512-30-1
7439-92-1
832114 SPARE PART / MAINTENANCE KIT o aons
832111 SPARE PART / MAINTENANCE KIT 7439-92-1
815125 SPARE PART / MAINTENANCE KIT 61788.30.7
Pro System® series | Thermosealing machines
108135 EUROSEAL® 2001 PLUS
108136 EUROSEAL® 2001 PLUS
108145 EUROSEAL® INFINITY 10043-35-3
108146 EUROSEAL® INFINITY 540-97-6
108149 EUROSEAL® 2001 PLUS 541-02-6
108200 THE EUROSEAL® 556-67-2
108203 THE EUROSEAL® 7439-92-1
108219 THE EUROSEAL®
108301 EUROSEAL® VALIDA
108300 EUROSEAL® VALIDA
808106 SPARE PART / MAINTENANCE KIT 10043.35.3
831077 SPARE PART / MAINTENANCE KIT 590008
831325 SPARE PART / MAINTENANCE KIT e
831910 SPARE PART / MAINTENANCE KIT g
831911 SPARE PART / MAINTENANCE KIT
832329 SPARE PART / MAINTENANCE KIT
108215 EUROMATIC®
108221 EUROMATIC®
831358 SPARE PART / MAINTENANCE KIT 7439-92-1
832458 SPARE PART / MAINTENANCE KIT
Pro System® series | Ultrasonic tanks
7439-92-1
2626-81-2
113010 EUROSAFE SMART (UWU\M10L2024) 68512-30-1
119-47-1
113101 EUROSONIC® 3D
113102 EUROSONIC® 3D
113107 EUROSONIC® 3D 2626-81-2
113114 EUROSONIC® 3D 7439-92-1
113151 EUROSONIC® 4D 127-19-5
113152 EUROSONIC® 4D 84-61-7
113157 EUROSONIC® 4D
113164 EUROSONIC® 4D
113025 EUROSONIC® ENERGY 2626-81-2
113030 EUROSONIC® ENERGY 7439-92-1
113007 EUROSONIC® MICRO
813001 SPARE PART / MAINTENANCE KIT
813003 SPARE PART / MAINTENANCE KIT 626.81.0

813005 SPARE PART / MAINTENANCE KIT
813016 SPARE PART / MAINTENANCE KIT
813017 SPARE PART / MAINTENANCE KIT

Dichiarazione REACH
REACH Declaration

231-100-4

231-100-4
262-967-7
270-966-8
231-100-4
233-139-2
231-100-4

262-967-7

233-139-2
208-762-8
208-764-9
209-136-7
231-100-4

233-139-2
208-762-8
208-764-9
209-136-7

231-100-4

231-100-4
235-727-4
270-966-8
204-327-1

235-727-4
231-100-4
204-826-4
201-545-9

235-727-4
231-100-4

235-727-4

lead / piombo

lead / piombo
4-butylphenylacetylene

Phenol, methylstyrenated

lead / piombo

boric acid / acido borico

lead / piombo

terphenyl, hydrogenated / terfenile
idrogenato

boric acid / acido borico
dodecamethylcyclohexasiloxane
decamethylcyclopentasiloxane
octamethylcyclotetrasiloxane
lead / piombo

boric acid / acido borico
dodecamethylcyclohexasiloxane
decamethylcyclopentasiloxane
octamethylcyclotetrasiloxane

lead / piombo

lead / piombo

lead titanium zirconium oxide (PZT)
Phenol, methylstyrenated
6,6'-di-tert-butyl-2,2'-methylenedi-p-
cresol

lead titanium zirconium oxide (PZT)
lead / piombo
N,N-Dimethylacetamide
Dicyclohexyl phthalate

lead titanium zirconium oxide (PZT)
lead / piombo

lead titanium zirconium oxide (PZT)
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Pro System® series | Ultrasonic tanks

2626-81-2 235-727-4 lead titanium zirconium oxide (PZT)
813019 SPARE PART / MAINTENANCE KIT 127-19-5 204-826-4 N,N-Dimethylacetamide
84-61-7 201-545-9 Dicyclohexyl phthalate
127-19-5 204-826-4 N,N-Dimethylacetamide
813001 SPARE PART / MAINTENANCE KIT 84-61-7 201-545-9 Dicyclohexyl phthalate
831145 SPARE PART / MAINTENANCE KIT .
832311 SPARE PART / MAINTENANCE KIT 7439-92-1 231-100-4 lead / piombo
7439-92-1 231-100-4 lead / piombo
540-97-6 208-762-8 dodecamethylcyclohexasiloxane
831287 SPARE PART / MAINTENANCE KIT 541-02-6 208-764-9 decamethylcyclopentasiloxane
556-67-2 209-136-7 octamethylcyclotetrasiloxane

Pro System® series | Thermal disinfection units

123022 EUROSAFE 60D

123047 EUROSAFE 60D

123048 EUROSAFE 60XD

123050 EUROSAFE 60 7439-92-1 231-100-4
123060 EUROSAFE 60D 119-47-1 204-327-1
123063 EUROSAFE 60D

123064 EUROSAFE 60XD

833094 SPARE PART / MAINTENANCE KIT
123023 DATALOGGER FOR EUROSAFE 60
123049 SPARE PART / MAINTENANCE KIT
832673 SPARE PART / MAINTENANCE KIT
833075 SPARE PART / MAINTENANCE KIT
832756 SPARE PART / MAINTENANCE KIT
833082 SPARE PART / MAINTENANCE KIT 6,6'-di-tert-butyl-2,2'-methylenedi-p-
833086 SPARE PART / MAINTENANCE KIT 119-47-1 204-327-1 cresol

833087 SPARE PART / MAINTENANCE KIT

lead / piombo
6,6'-di-tert-butyl-2,2'-methylenedi-p-
cresol

7439-92-1 231-100-4 lead / piombo

Pro System® series | Water treatment systems

116004 AQUAFILTER

116006 AQUAFILTER

116008 AQUAFILTER

124002 AQUABOX 7439-92-1 231-100-4 lead / piombo
124008 AQUAOSMO

832292 SPARE PART / MAINTENANCE KIT

832295 SPARE PART / MAINTENANCE KIT

Istruzioni per l'uso sicuro dei prodotti con SVHC incluse nella Candidate List
Information for safe use of products with SVHC in Candidate List

L’articolo nelle normali condizioni di uso non comporta rilascio di sostanze SVHC. Ogni possibile contatto diretto, anche se 'esposizione
considerata limitata, si verifica solo in caso di una manipolazione degli articoli contenuti nelloggetto complesso e che presentano sostanza
SVHC, oppure nel caso di una azione meccanica o termica al di fuori delle normali condizioni di uso riportate nelle schede tecniche dell'articolo
complesso. Si raccomanda quindi di non aprire il macchinario. Nel caso in cui fosse necessario aprire o disassemblare l'articolo complesso (ad
esempio in caso di manutenzione o di smaltimento del macchinario), tale operazione deve essere svolta unicamente da personale formato.

In caso di contatto diretto con gli articoli contenenti la sostanza SVHC, si raccomanda di indossare protezione per le mani conforme a EN 374
per le vie respiratorie (filtro tipo P). Evitare la formazione di polvere ed evitare di respirare vapori o nebbie. Assicurare una ventilazione adeguata.
sconsigliata ogni azione meccanica che causi o generi particelle solide respirabili o comunque particelle con diametro aerodinamico inferiore a
10 micron. Inoltre, in relazione alla sostanza SVHC presente, & fortemente raccomandato tenere l'articolo complesso fuori dalla portata dei
bambini. In caso di smaltimento, & necessario trattare l'articolo come rifiuto pericoloso e secondo la normativa vigente.

mv

The article in normal conditions of use does not involve the release of SVHC substances. Any possible direct contact, even if the exposure is
considered limited, occurs only in the case of manipulation of the articles contained in the complex object and which contain SVHC substance,
or in the case of a mechanical or thermal action outside normal conditions of use reported in the technical data sheets of the complex article. It is
therefore recommended not to open the machine. In the event that it is necessary to open or disassemble the complex item (for example in the
case of maintenance or disposal of the machinery), this operation must only be carried out by trained personnel.

In case of direct contact with articles containing SVHC, it is recommended to wear hand protection according to EN 374 and respiratory
protection (filter type P). Avoid the formation of dust and avoid breathing vapors or mists. Provide adequate ventilation. Any mechanical action
that causes or generates breathable solid particles or particles with an aerodynamic diameter of less than 10 microns is not recommended.
Furthermore, in relation to the SVHC substance present, it is strongly recommended to keep the complex article out of the reach of children. In
case of disposal, it is necessary to treat the item as hazardous waste and in accordance with current legislation.
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Gentile Cliente,

La presente con riferimento al vostro rapporto con Euronda S.p.A. relativo ai prodotti che Viforniamo e
alla loro conformita con la Direttiva europea “sulla restrizione dell'uso di determinate sostanze pericolose
nelle apparecchiature elettriche ed elettroniche” (Direttiva 2011/65/UE) e delle Direttive Delegate (EU)
2015/863 e (EU) 2018/741.

In relazione alla nostra posizione nei riguardi delle Direttive sopra menzionate, Vi comunichiamo che i
prodotti forniti da Euronda S.p.A. sono conformi, in quanto non contenenti le seguenti sostanze oltre le
concentrazioni massime indicate tra parentesi:

e Piombo (>0,1%)

e Mercurio (>0,1%)

e Cadmio (>0,01 %)

e Cromo esavalente (>0,1%)

o Bifenili polibromurati (PBB) (>0,1 %)

e Eteri di difenile polibromurato (PBDE) (>0,1 %)
e Ftalato di bis (2-etilesile) (DEHP) (>0,1 %)

o Benzilbutilftalato (BBP) (>0,1 %)

e Dibutilftalato (DBP) (>0,1 %)

e Diisobutilftalato (DIBP) (>0,1 %)

Euronda S.p.A. comunica inoltre che, in alcuni prodotti della serie Euronda Pro System® da noi immessi
sul mercato, possono essere presenti alcune delle sostanze sopra descritte in concentrazione
superiore al limite indicato, ma comunque entro i limiti previsti dalle eccezioni di cui all'allegato IlI
della Direttiva. Nello specifico, si fa riferimento alle eccezioni:

6(a), 6(a)-1, 6(b), 6(c), 7(a), 7(c)-I, 7(c)-II

| prodotti delle linee Euronda Monoart® ed Eurosteril® sono conformi alle Direttive summenzionate e
non si avvalgono di alcuna esenzione.

Sede legale: Via dell’Artigianato, 7
36030 Montecchio Precalcino (V) Italy

10/03/2025

Firmato in nome e per conto di Euronda S.p.A.
Renato Basso
Rappresentante legale
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Dear Customer,

This is in reference to your relationship with Euronda S.p.A. concerning the products we supply to you
and their compliance with the European Directive "on the restriction of the use of certain hazardous
substances in electrical and electronic equipment"” (Directive 2011/65/EV) and the Delegated Directives
(EU) 2015/863 and (EU) 2018/741.

As concerns our position related to the above-mentioned Directives, we would like to inform you that
the products supplied by Euronda S.p.A. are compliant, as they do not contain the following
substances beyond the maximum concentrations indicated in brackets:

Lead (>0.1%)

Mercury (>0.1%)

Cadmium (>0.01%)

Hexavalent chromium (>0.1%)

Polybrominated biphenyls (PBB) (>0.1%)
Polybrominated diphenyl ethers (PBDE) (>0.1%)
Bis (2-ethylhexyl) phthalate (DEHP) (>0.1%)
Benzyl butyl phthalate (BBP) (>0.1%)

Dibutyl phthalate (DBP) (>0.1%)

Diisobutyl phthalate (DIBP) (>0.1%)

Euronda S.p.A. also wishes to inform you that, in some products of the Euronda Pro System® series
distributed by us, some of the substances described above may be present in concentrations higher
than the indicated limit, but in any case within the limits provided for by the exceptions set out in
Annex |l of the Directive. Specifically, reference is made to exceptions:

6(a), 6(a)-1, 6(b), 6(c), 7(a), 7(c)-1, 7(c)-II

All products of the Euronda Monoart® and Eurosteril® lines comply with the aforementioned Directives
without making appeal to any of the exemptions.

Registered office: Via dell’Artigianato, 7
36030 Montecchio Precalcino (V) Italy

10/03/2025
Signed for and on behalf of Euronda S.p.A.

Renato Basso
Legal gepresentative
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