DE: EU-Konformititserkldarung — Medizinprodukte nach der Verordnung (EU)
2017/745

EN: EU Declaration of Conformity - medical devices in accordance with regulation
(EU) 2017/745

FR: Déclaration de conformité UE - Dispositifs médicaux conformément au
réglement (UE) 2017/745

IT: Dichiarazione di conformita UE - Dispositivi medici ai sensi del Regolamento
(UE) 2017/745

ES: Declaracion UE de conformidad - Productos sanitarios segtin el Regla-
mento (UE) 2017/745

PT: Declaracdao UE de Conformidade - Dispositivos médicos na redagéo dada
pelo regulamento (UE) 2017/745

Hersteller: orochemie GmbH + Co KG
Manufacturer / Fabricant / Max-Planck-Stralle 27
Fabbricante / D-70806 Kornwestheim
Fabricante SRN: DE-MF-000006461

Produktbezeichnung: siehe nachfolgende Aufstellung
Product name: see following table
Désignation : voir le tableau suivant
Nome del dispositivo: v. tabella seguente
Denominacion del producto:  véase la siguiente tabla
Designagao de produto: ver quadro seguinte

Freigabedatum: 2022-10-01
release date

date d’approbation

Data di rilascio

Fecha de aprobacion

data de autorizagdo

CE-Kennzeichnung ab:
CE marking as from:
Marquage CE a partir de
Marcatura CE da:
Marcado CE a partir de:
Marcagao CE a partir de:

orochemie versichert, dass die von dieser Erklérung erfassten Produkte (Seite 3) der Verordnung (EU) 2017/745
(MDR) sowie gegebenenfalls weiteren einschlagigen Rechtsvorschriften der Union, in denen die Ausstellung
einer EU-Konformitatserklarung vorgesehen ist, entspricht.

orochemie declares that the products covered by this declaration (page 3) comply with Regulation (EU)
2017/745 (MDR) and, if applicable, other relevant Union legislation that provides for the issuing of an EU decla-
ration of conformity.

orochemie garantit que les produits indiqués dans cette déclaration (page 3) respectent le réglement (UE)
2017/745 (RDM) ainsi que les autres lois pertinentes éventuelles de I'Union européenne qui prévoient
I'établissement d’une déclaration de conformité de 'UE.

orochemie specifica che i dispositivi interessati dalla presente dichiarazione (pag. 3) sono conformi al Rego-
lamento (UE) 2017/745 (MDR) e, se del caso, a qualunque altro pertinente atto legislativo dell'Unione che pre-
veda il rilascio di una dichiarazione di conformita UE.

orochemie declara que los productos contemplados en esta declaracién (pagina 3) cumplen con el Reglamento
(UE) 2017/745 sobre los productos sanitarios y, si procede, con otra legislacion pertinente de la Union que
prevé la emision de una declaracion de conformidad de la UE.

A orochemie certifica que os produtos abrangidos pela presente Declaragdo (pagina 3) estdo em conformidade
com o Regulamento (UE) 2017/745 (Dispositivos Médicos) e, quando aplicavel, com outros elementos do
quadro normativo aplicavel da Unido, que prevejam a emiss&o de uma Declaragdo CE de Conformidade.



orochemie erklért hiermit in alleiniger Verantwortung, dass die in der Aufsteliung (Seite 3) genannten Produkte
nach Anhang | der Verordnung (EU) 2017/745 (MDR) alle anwendbaren grundlegenden Sicherheits- und Leis-
tungsanforderungen erfiillen.

orochemie hereby declares under our sole responsibility that the mentioned products (see table on page 3) meet
all applicable basic safety and performance requirements in accordance with Annex | of the regulation (EU)
2017/745 (MDR).

orochemie déclare par la présente et sous sa seule responsabilité que les dispositifs indiqués dans le tableau
(page 3) respectent toutes les exigences fondamentales applicables en termes de sécurité et de performances,
au sens de I'Annexe | du réglement (UE) 2017/745 (RDM).

Con la presente, orochemie dichiara sotto la propria esclusiva responsabilita che i dispositivi indicati nella tabella
(pag. 3) soddisfano tutti i requisiti generali di sicurezza e prestazione applicabili di cui all'Allegato | del Rego-
lamento (UE) 2017/745 (MDR).

orochemie declara bajo su exclusiva responsabilidad que los productos mencionados en la tabla (pagina 3)
cumplen todos los requisitos basicos de seguridad y rendimiento aplicables de conformidad con el Anexo | del
Reglamento (UE) 2017/745 sobre los productos sanitarios.

A orochemie declara, sob a sua exclusiva responsabilidade, que os produtos enumerados (pagina 3) cumprem
todos os requisitos essenciais de seguranga e desempenho aplicaveis em conformidade com o Anexo | do
Regulamento (UE) 2017/745 (MDR).

Die Konformitatsbewertung erfolgte in Ubereinstimmung mit Artikel 52 (7) der (EU) 2017/745 (MDR).
The assessment of conformity was conducted in accordance with Article 52 (7) of (EU) 2017/745 (MDR).
L’évaluation de la conformité a été réalisée conformément & 'article 52 (7) du réglement (UE) 2017/745 (RDM).

La valutazione della conformita & stata effettuata in accordo all'Articolo 52 (7) del Regolamento (UE) 2017/745
(MDR).

La evaluacion de conformidad se ha llevado a cabo en virtud del Articulo 52 (7) del Reglamento (UE) 2017/745
sobre los productos sanitarios.

A avaliagdo da conformidade foi efetuada em consonancia com o artigo 52 (7) do Regulamento (UE) 2017/745
(Dispositivos Médicos).

Die Produkte werden mit dem CE-Zeichen (Anhang V (EU) 2017/745) versehen.
The CE marking (Annex V (EU) 2017/745) is affixed to the products.

Le marquage CE est apposé sur les produits (Annexe V (UE) 2017/745).

| dispositivi sono contrassegnati con la marcatura CE (Allegato V (UE) 2017/745).
Los productos se dotaran del marcado CE (Anexo V (UE) 2017/745).

Os produtos devem ostentar a marcagéo "CE" (Anexo V (UE) 2017/745).

Die Konformitatserklarung ist maximal gliltig bis 2026-12-14

The Declaration of Conformity is valid until 2026-12-14

La déclaration de conformité est valable au maximum jusqu’au 2026-12-14
La dichiarazione di conformita € valida fino e non oltre il 2026-12-14

La declaracién de conformidad sera valida como maximo hasta el 2026-12-14
A Declaragdo de Conformidade é valida no maximo até 2026-12-14

Kornwestheim, 2022-09-15

Q»O%/Z //éd ac.u| Sﬁo ,[fé@

R. Epple Dr. Vanessa Sternitzke
Geschéftsfiihrer/CEO/PDG F+E/R&D/PRRC




Lunos® Prophy Paste Two in One Mint

Lunos® Pate de polissage Two in One Menthe
Lunos® Pasta lucidante Two in One Menta
Lunos® Pasta pulidora Two in One Menta
Lunos® Pasta de polimento Two in One Horteld

EN ISO 10993-10
EN I1SO 10993-11

Produkt-/Handelsname Basis UDI-DI Diirr Dental SE Angewandte Produktbeschreibung Klasse
Product/trade name Basic UDI-DI Artikelnr. Normen/Standards Product Option Class
Nom de produit/nom commercial UDI-DI de base Model No Applied standards Description du produit Classe
Nome/denominazione commerciale del dispositivo | UDI-DI di base Reéf. Normes/standards utilisés | Descrizione del dispositivo Classe
Nombre del producto/comercial UDI-DI basico N. articolo Norme/standard applicati Descripcion del producto Clase
Nome do produto/Comercial Prefixo UDI-DI N.° de modelo Normas aplicadas Descrigio do produto Classe
N.° Referéncia Normas/padroes aplicados
Regel
Rule
Régle
Regola
Regla
B Regras
Lunos® Polierpaste Two in One Neutral ++EOROO0001PPQ2 | CPZ710A0250 EN ISO 7405
Lunos® Prophy Paste Two in One Neutral CPZ710A1901 ENISO 10993-5
P . - EN ISO 10993-10
Lunos® Pate de polissage Two in One Neutre EN 1SO 10993-11
| Lunos® Pasta lucidante Two in One Neutro
Lunos® Pasta pulidora Two in One Neutral
Lunos® Pasta de polimento Two in One Neutra
Lunos® Polierpaste Two in One Orange ++EORQO0001PPQ2 CPZ720A0250 EN 1SO 7405 Produkte fiir die Zahnbehandlung
Lunos® Prophy Paste Two in One Orange CPZ720A1901 EN ISO 10993-5 Products for dental treatment
Lunos® Pate de polissage Two in One Orange EN SO 10993-10 Produits de traitement dentaire I
EN ISO 10993-11
Lunos® Pasta lucidante Two in One Arancia Prodotti per trattamenti dentali 5
Lunos® Pasta pulidora Two in One Naranja Productos para el tratamiento dental
Lunos® Pasta de polimento Two in One Laranja Produtos para tratamentos dentarios
Lunos® Polierpaste Two in One Minze ++EORO0001PPQ2 | CPZ730A0250 EN ISO 7405
CPZ730A1901 EN ISO 10993-5




Lunos® Prophy Powder Gentle Clean Orange
Lunos® Poudre prophylactique Gentle Clean Orange
Lunos® Polvere per profilassi Gentle Clean Arancia
Lunos® Polvo profilactico Gentle Clean Naranja
Lunos® P9 profilatico Gentle Clean Laranja

EN ISO 10993-10
EN 1SO 10993-11

Produtos para tratamentos dentarios

Produkt-/Handelsname Basis UDI-DI Diirr Dental SE Angewandte Produktbeschreibung Klasse
Product/trade name Basic UDI-D! Artikelnr. Normen/Standards Product Option Class
Nom de produit/nom commercial UDI-DI de base Model No Applied standards Description du produit Classe
Nome/denominazione commerciale del dispositivo | UDI-DI di base Réf. Normes/standards utilisés | Descrizione del dispositivo Classe
Nombre del producto/comercial UDI-DI basico N. articolo Norme/standard applicati Descripcién del producto Clase
Nome do produto/Comercial Prefixo UDI-DI N.° de modelo Normas aplicadas Descrigdo do produto Classe
N.° Referéncia Normas/padrdes aplicados
Regel
Rule
Régle
Regola
Regla
- Regras
Lunos® Polierpaste Super Soft Neutral ++EOROOC01PPQ2 | CPZ740A0250 EN ISO 7405
Lunos® Prophy Paste Super Soft Neutral CPZ740A0901 EN 1SO 10993-5
Lunos® Pate de polissage Super Soft Neutre EN 150 10993-10
. polissage sup EN 1SO 10993-11
Lunos® Pasta lucidante Super Soft Neutro Produkte fiir die Zahnbehandiung
Lunos® Pasta pulidora Super Soft Neutral Products for dental treatment
Lunos® Pasta de polimento Super Soft Neutra Produits de traitement dentaire I
Lunos® Polierpaste Super Soft Orange ++EORO0001PPQ2 | CPZ750A0250 EN ISO 7405 Prodotti per trattamenti dentali 5
Lunos® Prophy Paste Super Soft Orange CPZ750A0901 Em :28 18332?0 Productos para el tratamiento dte'nFaI
Lunos® Pate de polissage Super Soft Orange EN ISO 1099311 Produtos para tratamentos dentarios
Lunos® Pasta lucidante Super Soft Arancia
Lunos® Pasta pulidora Super Soft Naranja
Lunos® Pasta de polimento Super Soft Laranja
Lunos® Prophylaxepulver Gentle Clean Neutral ++EOROQ0001PPQ2 | CPZ610A0350 EN SO 7405
Lunos® Prophy Powder Gentle Clean Neutral CPZ2610A2250 E: :gg jlggggj’o
Lunos® Poudre prophylactique Gentle Clean Neutre EN ISO 10993-11
Lunos® Polvere per profilassi Gentle Clean Neutro Produkte fur die Zahnbehandlung
Lunos® Polvo profilactico Gentle Clean Neutral Products for dental treatment
Lunos® P profilatico Gentle Clean Neutro _ Produits de traitement dentaire !
Lunos® Prophylaxepulver Gentle Clean Orange | ++EORO0001PPQ2 | CPZ620A0350 | EN ISO 7405 Prodotti per trattamenti dentali 5
CPZ620A2250 EN ISO 10993-5 Productos para el tratamiento dental




Produkt-/Handeisname Basis UDI-DI Diirr Dental SE Angewandte Produktbeschreibung Klasse

Product/trade name Basic UDI-DI Artikelnr. Normen/Standards Product Option Class

Nom de produit/nom commercial UDI-DI de base Model No Applied standards Description du produit Classe

Nome/denominazione commerciale del dispositivo | UDI-DI1 di base Réf. Normes/standards utilisés | Descrizione del dispositivo Classe

Nombre del producto/comercial UDI-DI basico N. articolo Norme/standard applicati Descripcion del producto Clase

Nome do produto/Comercial Prefixo UDI-DI N.° de modelo Normas aplicadas Descrigdo do produto Classe

N_° Referéncia Normas/padroes aplicados

Regel
Rule
Régle
Regola
Regla
Regras

Lunos® Prophylaxepulver Gentle Clean Spearmint | ++EORQ0001PPQ2 | CPZ630A0350 EN ISO 7405

Lunos® Prophy Powder Gentle Clean Spearmint CPZ630A2250 EN 1SO 10993-5

Lunos® Poudre prophylactique Gentle Clean Menthe EN 150 10993-10

verte EN ISO 10993-11

Lunos® Polvere per profilassi Gentle Clean Menta o

| Lunos® Polvo profilactico Gentle Clean Menta Produkte fiir die Zahnbehandlung
Lunos® P6 profilético Gentle Clean Hortela Pigdiicts for demital traatment |
- = Produits de traitement dentaire

Lunos® Prophylaxepulver Gentle Clean Wild Berry | ++EORO0001PPQ2 | CPZ650A0350 EN ISO 7405 Prodotti per trattamenti dentali 5

Lunos® Prophy Powder Gentle Clean Wild Berry CREESHASES0 E: :28 18332_?0 Productos para el tratamiento dental

lr_cm;):: Poudre prophylactique Gentle Clean Fruits EN ISO 10993-11 | Produtos para tratamentos dentarios

Lunos® Polvere per profilassi Gentle Clean Frutti di

bosco

Lunos® Polvo profilactico Gentle Clean Bayas silvestres

Lunos® Po profilatico Gentle Clean Frutos do bosque

Lunos® Prophy'axepulver Perio Combi ++EORO0001PPQ2 CPZ640A0350 EN ISO 7405 Produkte fiir die Zahnbehandlung

Lunos® Prophy Powder Perio Combi CPZ640A1950 EN ISO 10993-5 Products for dental treatment

® ) ) ) EN 1SO 10993-10 . ) . |

Lunos® Poudre prophylactique Perio Combi EN ISO 10993-11 Produits de traitement dentaire

Lunos® Polvere per la profilassi Perio Combi Prodotti per trattamenti dentali | 5

Lunos® Polvo profilactico Perioc Combi Productos para el tratamiento dental

Lunos® Po profilatico Perio Combi Produtos para tratamentos dentarios




Productos para el tratamiento dental
Produtos para tratamentos dentarios

Produkt-/Handelsname Basis UDI-DI Diirr Dental SE Angewandte Produktbeschreibung Klasse
Product/trade name Basic UDI-DI Artikelnr. Normen/Standards Product Option Class
Nom de produit/nom commercial UDI-DI de base Model No Applied standards Description du produit Classe
Nome/denominazione commerciale del dispositivo | UDI-DI di base Réf. Normes/standards utilisés | Descrizione del dispositivo Classe
Nombre del producto/comercial UDI-DI basico N. articolo Norme/standard applicati Descripcion del producto Clase
Nome do produto/Comercial Prefixo UDI-DI N.° de modelo Normas aplicadas Descrigdo do produto Classe
N.° Referéncia Normas/padroes aplicados
Regel
Rule
Reégle
Regola
Regla
B | Regras
Lunos® Prophylaxepulver Collection ++EOROQO001PPQ2 | CPZ999A0250 EN ISO 7405
(enthait Lunos® Prophylaxepulver Gentle Clean Neutral / EN ISO 10993-5
Orange / Spearmint und Lunos® Prophylaxepulver Perio EN 1SO 10993-10
Combi) EN ISO 10993-11
(contains Lunos® Prophy Powder Gentle Clean Neutral /
Orange / Spearmint and Lunos® Prophy Powder Perio
?0”‘:") Lunos® Poud - inctiote Gontle Produkte fiir die Zahnbehandlung
contient Lunos® Poudre pro ique Gentle Clean
Menthe verte / Orange / N%ut‘:e{et Lu?wos@’ Poudre Produ;ts for de-ntal treatmen.t |
| prophylactique Perio Combi) ProdU|t§ de traitement 'dentalre
(contiene Lunos® Polvere per profilassi Gentle Clean Prodotti per trattamenti dentali 5
Menta / Arancia / Neutro e Lunos® Polvere per la Productos para el tratamiento dental
profilassi Perio Combi) Produtos para tratamentos dentarios
{contiene Lunos® Polvo profilactico Gentle Clean Menta /
Naranja / Neutral y Lunos® Polvo profilactico Perio
Combi)
(contém Lunos® Po profilatico Gentle Clean
Hortela / Laranja / Neutro e Lunos® Pé profilatico Perio
Combi)
Vector® Fluid polish ++EOROQ001PPQ2 | CWZ510C2350 E: :gg ;18833_5 Produkte fiir die Zahnbehandiung
EN ISO 10993-10 Products for dental treatment
EN ISO 10993-11 Produits de traitement dentaire :
Prodotti per trattamenti dentali 5




EN: EU Declaration of Conformity - medical devices in accordance with regulation
(EU) 2017/745

DA: EU-overensstemmelseserklaering - Medicinsk udstyr iht. forordningen (EU)
2017/745

NL: EU-conformiteitsverklaring - medische hulpmiddelen conform Verordening
(EU) 2017/745

SV: EG-overenstammelseforsiakran — medicinprodukter enligt forordningen
(EU) 2017/745

FI: EU-vaatimustenmukaisuusvakuutus - lddkinnilliset laitteet asetuksen (EU)
2017/745 mukaisest

NO: EU-samsvarserklaering — medisinsk utstyr etter forordning (EU) 2017/745

Manufacturer: orochemie GmbH + Co KG
Producent / Fabrikant / Max-Planck-Strale 27
Tilverkare / Valmistaja / D-70806 Kornwestheim
Produsent SRN: DE-MF-000006461
Produkt name: see following table
Produktbenaevnelse: se efterfelgende opstilling
Productnaam: zie onderstaande lijst
Produktbeskrivning: se féljande lista

Tuotteen nimitys: katso jaliempana oleva ilmoitus
Produktbetegnelse: se falgende oppstilling

CE marking as from: release date: 2022-10-01
CE-mzerke fra og med: Frigivelsesdato
CE-markering vanaf: Publicatiedatum
CE-maérkning fran: Utgivningsdatum
CE-merkinta alkaen: Hyvaksyntapaiva
CE-merke fra: Godkjenningsdato

orochemie declares that the products covered by this declaration (page 3) comply with Regulation (EU)
2017/745 (MDR) and, if applicable, other relevant Union legislation that provides for the issuing of an EU
declaration of conformity.

orochemie forsikrer, at de i denne erklaering naevnte produkter (side 3) er i overensstemmelse med
forordningen (EU) 2017/745 (MDR) samt eventuelt gaeldende EU-lovgivning i de tilfeelde, hvor en EU-
overensstemmelseserkleering er foreskrevet.

orochemie verzekert dat de in deze verklaring opgenomen producten (pagina 3) beantwoorden aan de
Verordening (EU) 2017/745 (MDR) en de eventueel andere daartoe behorende rechtsvoorschriften van de
Unie, waarin het opmaken van een EU-conformiteitsverklaring is vastgelegd.

orochemie forsékrar att de produkter som omfattas av denna deklaration (sidan 3) i férordningen (EU)
2017/745 (MDR) samt, om tillampligt, andra relevanta rattsliga bestdmmelser i unionen som féreskriver
utfardande av en EU-6verensstammelseférsakran.

orochemie vakuuttaa, ettd tdman vakuutuksen kattamat tuotteet (sivu 3) vastaavat asetusta (EU) 2017/745
(MDR) sekd tarvittaessa muuta unionin sovellettavaa lainsdadantéa, johon sisdltyy EU-
vaatimustenmukaisuusvakuutuksen laatiminen.

orochemie forsikrer at produktene som er omfattet av denne erkiaeringen (side 3), samsvarer med forordning
(EV) 2017/745 (MDR) samt eventuelle andre relevante rettsforskrifter i Den europeiske union, der utstedelse
av en EU-samsvarserklaering er forutsatt.



orochemie hereby declares under our sole responsibility that the mentioned products (see table on page 3)
meet all applicable basic safety and performance requirements in accordance with Annex | of the regulation
(EU) 2017/745 (MDR).

orochemie erklzerer hermed at vaere eneansvarlig for, at de i opstillingen (side 3) naevnte produkter iht. bilag |
i forordningen (EU) 2017/745 (MDR) opfylder alle anvendelige grundlaeggende sikkerheds- og ydelseskrav.

orochemie verklaart bij dezen onder exclusieve verantwoordelijkheid dat de in de lijst (pagina 3) genoemde
producten conform Bijlage | van de Verordening (EU) 2017/745 (MDR) voldoen aan alle van toepassing zijnde
fundamentele veiligheids- en prestatie-eisen.

orochemie forklarar harmed under eget ansvar att de produkter som anges i listan (sidan 3) enligt bilaga | for
forordningen (EU) 2017/745 (MDR) uppfyller alla tilldampliga grundldggande sakerhetskrav och prestanda.

orochemie vakuuttaa titen omalla vastuullaan, etté iimoituksessa (sivu 3) nimetyt tuotteet tayttavat asetuksen
(EU) 2017/745 (MDR) liitteen | mukaisesti kaikki sovellettavat olennaiset turvallisuus- ja suori-
tuskykyvaatimukset.

orochemie erklzerer hermed som eneansvarlig at produktene som nevnes i oppstillingen (side 3) i henhold til
vedlegg | i forordning (EU) 2017/745 (MDR), oppfyller alle anvendbare grunnieggende sikkerhets- og
ytelseskrav.

The assessment of conformity was conducted in accordance with Article 52 (7) of (EU) 2017/745 (MDR).

Vurderingen af overensstemmelseserklaeringen udfertes i overensstemmelse med artikel 52 (7) i (EU)
2017/745 (MDR).

De conformiteitsbeoordeling werd uitgevoerd in overeenstemming met Artikel 52 (7) van de (EU) 2017/745
(MDR).

Overenstammelsebeddmningen utférdes i enlighet med artikel 52 (7) i (EU) 2017/745 (MDR).
Vaatimustenmukaisuuden arviointi on tehty asetuksen (EU) 2017/745 (MDR) 52 artiklan 7 kohdan mukaisesti.
Samsvarsvurderingen er utfart i overensstemmelse med artikkel 52 (7) i (EU) 2017/745 (MDR).

The CE marking (Annex V (EU) 2017/745) is affixed to the products.

Udstyret forsynes med CE-meerket (bilag V (EU) 2017/745).

De producten worden voorzien van de CE-markering (Bijlage V (EU) 2017/745).
Produkterna ar férsedda med CE -markning (bilaga V (EU) 2017/745).

Tuotteet varustetaan CE-merkill4 (liite V (EU) 2017/745).

Produktene forsynes med CE-merket (vedlegg V (EU) 2017/745).

The Declaration of Conformity is valid until 2026-12-14
Overensstemmelseserklaringen geelder maksimalt indtil 2026-12-14

De conformiteitsverklaring is maximaal geldig tot 2026-12-14
Overenstammelsefdérsakran galler maximailt till och med 2026-12-14
Vaatimustenmukaisuusvakuutuksen voimassaolo paattyy viimeistdan 2026-12-14
Samsvarserkleeringen er maksimalt gyldig til 2026-12-14

Kornwestheim, 2022-09-15

L 14/ &Q 1 ON / \4{/""%7@

R. Eppler Dr. Vanessa Sternitzke
Geschaftsfuhrer/CEO/PDG F+E/R&D/PRRC




Lunos® Poleringspasta Two in One Mynte
Lunos® Polijstpasta Two in One Pepermunt
Lunos® Polerpasta Two in One Mint
Lunos® Kiillotuspasta Two in One Minttu

i Lunos® Poleringspasta Two in One Mynte

EN 1SO 10993-10
EN ISO 10993-11

Product/trade name Basic UDI-DI Diirr Dental SE | Applied standards Product Option Class
Produkt-’/handelsnavn Grundlaggende UDI-DI | Model No Anvendte normer/standarder | Produktbeskrivelse Klasse
Product-/handelsnaam Basus UDI-DI Varenr. Toegepaste Productbeschrijving Klasse
Produkt-/handelsnamn Grundliggande UDI-DI | Artikelnr. normen/standaarden Produktbeskrivning Klass
| Tuote-’kauppanimi Perus UDI-DI Artikeinummer | Anvanda normer/Standarder | Tuotekuvaus Luokka
Produkt-/handelsnavn Grunnleggende UDI-DI | Tuotenro Sovelletut normit/standardit | Produktbeskrivelse Klasse
Artikkelnr. Anvendte normer/standarder Rule
Regel
Regel
Regel
Saantd
Regel
Lunos® Prophy Paste Two in One Neutral ++EORO0001PPQ2 CPZ710A0250 EN ISO 7405
Lunos® Poleringspasta Two in One Naytral CPZ710A1901 EN1SO 10993-5
Lunos® Polijstpasta Two in One Neutraal E: SO 10993-10
. ISO 10993-11
Lunos® Polerpasta Two in One Neutral
Lunos® Kiillotuspasta Two in One Neutraali
Lunos® Poleringspasta Two in One Ngytral
Lunos® Prophy Paste Two in One Orange ++EORO0001PPQ2 CPZ720A0250 | EN ISO 7405 Products for dental treatment
| Lunos® Poleringspasta Two in One Oransje CPZ720A1901 EN 1SO 10993-5 Produkter til tandbehandling
Lunos® Polijstpasta Two in One Sinaasappel E: :28 18382:1? g;%i:g:gnm‘é?‘?;:e behandeling van l
Lunos® Polerpasta Two in One Citrus N .
,_ ) . Produkter for tandbehandling 5
Lunos® Kiillotuspasta Two in One Appelsiini . =
Lunos® Poleringspasta Two in One Oransje Tuotteet hampaiden kasittelyyn
— - Produkter til tannbehandling
Lunos® Prophy Paste Two in One Mint ++EORO0001PPQ2 CPZ730A0250 EN ISO 7405
CPZ730A1901 EN ISO 10993-5




Lunos® Profylaksepulver Gentle Clean Naytral

Lunos® Profylaksipulveri Gentle Clean Neutraali

Produkter for tandbehandling
Tuotteet hampaiden késittelyyn
Produkter til tannbehandling

Product/trade name Basic UDI-DI Diirr Dental SE | Applied standards Product Option Class

Produkt-/handelsnavn Grundlaeggende UDI-DI | Model No Anvendte normer/standarder | Produktbeskrivelse Klasse

Product-/handelsnaam Basus UDI-DI Varenr. Toegepaste Productbeschrijving Klasse

Produkt-’/handelsnamn Grundidggande UDI-DI | Artikelnr. normen/standaarden Produktbeskrivning Klass

Tuote-’kauppanimi Perus UDI-DI Artikelnummer | Anvanda normer/Standarder | Tuotekuvaus LLuokka

Produkt-’/handelsnavn Grunnleggende UDI-DI | Tuotenro Sovelletut normit/standardit | Produktbeskrivelse Klasse

Artikkelnr. Anvendte normer/standarder Rule

Regel
Regel
Regel
Saanto
Regel

Lunos® Prophy Paste Super Soft Neutral | ++EORQ0001PPQ2 CPZ740A0250 EN ISO 7405

Lunos® Polerpasta Super Soft Neutral CPZ740A0901 EN1SO 10993-5

Lunos® Polijstpasta Super Soft Neutraal E“ :28 18332‘1?

Lunos® Polerpasta Super Soft Neutral Products for dental treatment

Lunos® Kiillotuspasta Super Soft Neutraali Produkter til tandbehandling

Lunos® Poleringspasta Super Soft Naytral Producten voor de behandeling van |

— N —— gebitselementen

Lunos® Prophy Paste Super Soft Orange ++EORO0001PPQ2 gggsgﬁggg? Em :28 Zgggs Produkter for tandbehandling 5

Lunos® Polerpasta Super Soft Orange 5 EN 1SO 1099 3:? 0 Tuotteet hampaiden kasittelyyn

Lunos® Polijstpasta Super Soft Sinaasappel EN 1SO 10993-11 Produkter til tannbehandling

Lunos® Polerpasta Super Soft Citrus

Lunos®Kiillotuspasta Super Soft Appelsiini

Lunos® Poleringspasta Super Soft Oransje

Lunos® Prophy Powder Gentle Clean Neutral | ++EORO0001PPQ2 CPZ610A0350 EN ISO 7405 Products for dental treatment

Lunos® Profylaksepulver Gentle Clean Neutral CPZ610A2250 EN ISO 10993-5 Produkter til tandbehandling

Lunos® Profylaxepoeder Gentle Clean Neutral EN1SO 1099310 Producten voor de behandeling van l

ENISO 10993-11 gebitselementen
Lunos® Profylaxpulver Gentle Clean Neutral 5




Lunos® Profylaksepulver Gentle Clean
Vildtvoksende baer

Lunos® Profylaxepoeder Gentle Clean Wilde bes
Lunos® Profylaxpulver Gentle Clean Vildbar
Lunos® Profylaksipulveri Gentle Clean Metsémarja
Lunos® Profylaksepulver Gentle Clean Ville baer

EN ISO 10993-10
EN 1SO 10993-11

Product/trade name | Basic UDI-DI Diirr Dental SE | Applied standards Product Option Class

Produkt-’/handelsnavn Grundlaggende UDI-DI | Model No Anvendte normer/standarder | Produktbeskrivelse Klasse

Product-/handelsnaam Basus UDI-Di Varenr. Toegepaste Productbeschrijving Klasse

Produkt-/handelsnamn Grundldggande UDI-DI | Artikelnr. normen/standaarden Produktbeskrivning Klass

Tuote-/kauppanimi Perus UDI-DI Artikelnummer | Anvéanda normer/Standarder | Tuotekuvaus Luokka

Produkt-/handelsnavn Grunnleggende UDI-D! | Tuotenro Sovelletut normit/standardit | Produktbeskrivelse Klasse

Artikkelnr. Anvendte normer/standarder Rule
Regel
Regel
Regel
Saintd
Regel
| Lunos® Prophy Powder Gentle Clean Orange | ++EORQ0001PPQ2 CPZ620A0350 EN ISO 7405
Lunos® Profylaksepulver Gentle Clean Orange CPZ620A2250 EN 1SO 10993-5
® EN 1SO 10993-10

Lunos® Profylaxepoeder Gentle Clean Orange EN ISO 10993-11

Lunos® Profylaxpulver Gentle Clean Apelsin

Lunos® Profylaksipulveri Gentle Clean Appelsiini

Lunos® Profylaksepulver Gentle Clean Appelsin

Lunos® Prophy Powder Gentle Clean ++EQRO0001PPQ2 CPZ630A0350 EN ISO 7405

Spearmint CPZ630A2250 EN ISO 10993-5

Lunos® Profylaksepulver Gentle Clean Grgn mynte Em :28 1888%‘1? Products fqr dental treatment

Lunos® Profylaxepoeder Gentle Clean Spearmint i FreuKEl tandbehandhng_

Lunos® Profylaxpulver Gentle Clean Spearmint Proc_iucten voor de behandeling van I

. . ) - gebitselementen

Lunos® Profylaksipulveri Gentle Clean Viherminttu .. . 5

Lunos® Profylaksepulver Gentle Clean Spearmint Produkter for tar.1dbeh?n.dlmg

= — Tuotteet hampaiden kasittelyyn

Lunos® Prophy Powder Gentle Clean Wild ++EORO0001PPQ2 CPZ650A0350 EN 1SO 7405 Produkter til tannbehandling

Berry CPZ650A2250 EN ISO 10993-5




(innehaller Lunos® Profylaxpulver Gentle Clean
Spearmint / Apelsin / Neutral och Lunos®
Profylaxpulver Perio Combi)

(siséltés Lunos® Profylaksipulveri Gentle Clean
Viherminttu / Appelsiini / Neutraali ja Lunos®
Profylaksipulveri Perio Combi)

(inneholder Lunos® Profylaksepulver Gentle Clean
Spearmint / Appelsin / Neytral og Lunos®
Profylaksepulver Perio Combi)

Produkter fér tandbehandling
Tuotteet hampaiden kasittelyyn
Produkter til tannbehandling

Product/trade name Basic UDI-DI Diirr Dental SE | Applied standards Product Option Class
Produkt-/handelsnavn Grundlaggende UDI-DI | Model No Anvendte normer/standarder | Produktbeskrivelse Klasse
Product-/handelsnaam Basus UDI-DI Varenr. Toegepaste Productbeschrijving Klasse
Produkt-/handelsnamn Grundlaggande UDI-DI | Artikelnr. normen/standaarden Produktbeskrivning Klass
Tuote-/kauppanimi Perus UDI-DI Artikelnummer | Anvanda normer/Standarder | Tuotekuvaus Luokka
Produkt-’/handelsnavn Grunnleggende UDI-DI | Tuotenro Sovelletut normit/standardit | Produktbeskrivelse Klasse
Artikkelnr. Anvendte normer/standarder Rule
Regel
Regel
Regel
Saanté
Regel
Lunos® Prophy Powder Perio Combi ++EORO0001PPQ2 CPZ640A0350 EN I1SO 7405 Products for dental treatment
Lunos® Profylaksepulver Perio Combi CPZ640A1950 EN ISO 10993-5 Produkter til tandbehandling
Lunos® Profylaxepoeder Perio Combi Em :28 18332:1? Producten voor de behandeling van l
Lunos® Profylaxpulver Perio Combi gebitselementen
Lunos® Profylaksipulveri Perio Combi Produkter for tar.'ldbeh?n.dlmg 5
Lunos® Profylaksepulver Perio Combi Tuotteet hampaiden kasittelyyn
Produkter til tannbehandling
Lunos® Prophy Powder Collection ++EORQO0001PPQ2 CPZ999A0250 EN ISO 7405
(contains Lunos® Prophy Powder Gentle Clean EN ISO 10993-5
Neutral / Orange / Spearmint and Lunos® Prophy EN ISO 10993-10
Powder Perio Combi) EN ISO 10993-11
(indeholder Lunos® Profylaksepulver Gentie Clean
Gren mynte / Orange / Neutral og Lunos®
Profy]aksepuh/er Perio Combl) Products for dental treatment
(bevat Lunos® Profylaxepoeder Gentle Clean Produkter til tandbehandling
Spearmint / Orange / Neutral en Lunos® Profylaxe- Producten voor de behandeling van |
poeder Perio Combi) gebitselementen
5




Product/trade name Basic UDI-DI Diirr Dental SE | Applied standards Product Option Class
Produkt-/handelsnavn Grundlaggende UDI-DI | Model No Anvendte normer/standarder | Produktbeskrivelse Klasse
Product-/handelsnaam Basus UDI-DI Varenr. Toegepaste Productbheschrijving Klasse
Produkt-/handelsnamn Grundlaggande UDI-DI | Artikelnr. normen/standaarden Produktbeskrivning Klass
Tuote-/kauppanimi Perus UDI-DI Artikelnummer | Anvinda normer/Standarder | Tuotekuvaus Luokka
Produkt-/handelsnavn Grunnleggende UDI-DI | Tuotenro Sovelletut normit/standardit | Produktbeskrivelse Klasse
Artikkelnr. Anvendte normer/standarder Rule
Regel
Regel
Regel
Saanto
Regel
Vector® Fluid polish ++EORQ0001PPQ2 CWZ510C2350 EN ISO 7405 Products for dental treatment
EN 1SO 10993-5 Produkter til tandbehandling
ENISO 10993-10 Producten voor de behandeling van |
EN ISO 10993-11 gebitselementen
| 5

Produkter for tandbehandling
Tuotteet hampaiden késittelyyn
Produkter til tannbehandling




EN: EU Declaration of Conformity - medical devices in accordance with regulation
(EU) 2017/745

CS: EU Prohlaseni o shodé — zdravotnické prostfedky podle nafizeni 2017/745 EU

HR: EU lzjava o sukladnosti - medicinski proizvod prema uredbi (EU) 2017/745

HU: EU megfelel6ségi nyilatkozat - orvostechnikai eszk6zok az EU 2017/745
rendelete alapjan

PL: Deklaracja zgodnosci UE — produkty medyczne zgodne z rozporzgdzeniem

(UE) 2017/745
RO: Declaratia de conformitate UE - Dispozitive medicale conform Regulamentului
(UE) 2017/74
Manufacturer: orochemie GmbH + Co KG
Vyrobce / Proizvodag / Max-Planck-Strale 27
Gyarté / Producent / D-70806 Kornwestheim
Producator SRN: DE-MF-000006461
Produkt name: see following table
Oznaceni prostiedku: viz nize uvedenou specifikaci
Naziv proizvoda: vidjeti tablicu u nastavku
Termék neve: lasd a kovetkezé listat
Oznaczenie produktu: patrz ponizsza lista
Denumirea produsului: a se vedea urmatoarea lista
CE marking as from: release date: 2022-10-01
Oznaéeni CE od: datum vydani
CE oznaka od: datum objavljivanja
CE-jel6lés kezdete: Kiadasi id6
Oznakowanie CE od: Data wydania
Marcaj CE de la: Data lansarii

orochemie declares that the products covered by this declaration (page 3) comply with Regulation (EU)
2017/745 (MDR) and, if applicable, other relevant Union legislation that provides for the issuing of an EU
declaration of conformity.

orochemie prohlasuje, Zze prostfedky uvedené v tomto prohlaSeni (strana 3) spliiuji poZadavky nafizeni
2017/745 EU (MDR) a pfipadné i dal$ich pFislusnych pravnich pfedpisi Unie, v nichz je upraveno vystaveni
ES prohlaseni o shodé.

Tvrtka orochemie izjavijuje da su proizvodi obuhvaéeni ovom izjavom (stranica 3) sukladni Uredbi (EU)
2017/745 o medicinskim proizvodima (MDR) kao i, ako je primjenjivo, drugim relevantnim pravnim propisima
Unije kojima je predvideno izdavanje EU izjave o sukladnosti.

Az orochemie kijelenti, hogy a nyilatkozat ala tartoz6 termékek (lasd 3. oldal) megfelelnek az orvostechnikai
eszkozokrol 52616 2017/745 EU rendelet, illetve tovabbi azon Unids jogszabalyok elbirasainak, amelyek az
EU-megfeleléségi nyilatkozat kiadasat elbirjak.

orochemie zapewnia, ze produkty objete niniejszg deklaracjg (strona 3) sg zgodne z rozporzgdzeniem (UE)
2017/745 (MDR) oraz, w stosownych przypadkach, z innymi odpowiednimi przepisami prawa Unii, w ktérych
wymagana jest deklaracja zgodnosci UE.

orochemie se asigura ca produsele cuprinse in aceasta declaratie (pagina 3) sunt conforme cu Regulamentul
(UE) 2017/745 (MDR) si, daca este cazul, cu alte dispozitii legale relevante ale Uniunii, in care este prevazuta
emiterea unei declaratii de conformitate UE.



orochemie hereby declares under our sole responsibility that the mentioned products (see table on page 3)
meet all applicable basic safety and performance requirements in accordance with Annex | of the regulation
(EU) 2017/745 (MDR).

orochemie timto na svou vyhradni odpovédnost prohlasuje, Ze prostiedky uvedené v tomto prohlaseni (strana
3) spliuji v8echny pouzitelné zakladni poZadavky na bezpecnost a ucinnost stanovené v pfiloze | nafizeni
2017/745 EU (MDR).

Tvrtka orochemie ovime pod vlastitom odgovorno$c¢u izjavljuje da proizvodi navedeni u tablici (stranica 3) is-
punjavaju sve primjenjive osnovne zahtjeve u pogledu sigurnosti i izvedbe prema Prilogu | Uredbe (EU)
2017/745 o medicinskim proizvodima (MDR).

Kizarolagos feleléssége tudataban az orochemie kijelenti, hogy a 3. oldalon talalhaté tablazatban szereplé
termékek megfelelnek az orvostechnikai eszkszokrdl sz6lé 2017/745 EU rendelet |. melléklet minden vonat-
koz6 alapvet6 biztonsagi és teljesitményi kévetelményének.

orochemie niniejszym oswiadcza na wylaczng odpowiedzialnosé, ze produkty wymienione na liscie (strona 3)
zgodnie z zatacznikiem | do rozporzadzenia (UE) 2017/745 (MDR) spetniajg wszystkie majace zastosowanie
podstawowe wymagania dotyczgce bezpieczenstwa i wydajnosci.

orochemie declari pe raspundere exclusivad ca produsele mentionate in listd (pagina 3) in conformitate cu
anexa | la Regulamentul (UE) 2017/745 (MDR) indeplinesc toate cerintele de securitate si performanta de
baza aplicabile.

The assessment of conformity was conducted in accordance with Article 52 (7) of (EU) 2017/745 (MDR).
Posouzeni shody bylo provedeno v souladu s ¢lankem 52 (7) nafizeni 2017/745 EU (MDR).

Ocjenjivanje sukladnosti provedeno je sukladno ¢lanku 52 (7) Uredbe (EU) 2017/745 o medicinskim proiz-
vodima (MDR).

A megfeleléségértékelést az 2017/745 EU rendelet 52. (7) cikkel sszhangban végeziék el.
Ocene zgodnosci przeprowadzono zgodnie z art. 52 (7) (UE) 2017/745 (MDR).
Evaluarea conformitatii a fost efectuats in conformitate cu articolul 52 alineatul (7) din (UE) 2017/745 (MDR).

The CE marking (Annex V (EU) 2017/745) is affixed to the products.

Pro prostfedky bylo udéleno oznaceni CE (pfiloha V nafizeni 2017/745 EU).
Proizvodima je dodijeljena oznaka CE (Prilog V (EU) 2017/745).

A termékek CE-jellel (EU 2017/745., V. figgelék) vannak elltva.

Produkty opatrzone sg znakiem CE (Zatacznik V (UE) 2017/745).

Produsele sunt prevazute cu marcajul CE (Anexa V (UE) 2017/745).

The Declaration of Conformity is valid until 2026-12-14

Prohlaseni o shodé je platné nejdéle do 2026-12-14

Izjava o sukladnosti maksimalno vrijedi do 2026-12-14

A megfeleldségi nyilatkozat érvényessége: 2026-12-14

Deklaracja zgodnoséci jest wazna maksymalnie do 2026-12-14
Declaratia de conformitate este valabila cel mult pana la 2026-12-14

Kornwestheim, 2022-09-15
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R. Epplerv Dr. Vanessa Sternitzke
Geschaftsfiihrer/CEO/PDG F+E/R&D/PRRC



Product/trade name Basic UDI-DI Model No Applied standards Product Option Class

Nazev prostfedku/obchodni nazev Zakladni UD1-DI Cislo vyrobku | Pouzité normy/standardy Popis vyrobku Trida

Naziv proizvoda/marke Osnovni UDI-DI Kat. broj Primijenjene Opis proizvoda Klasa

Termék, keresk. elnevezés Basic UDI-DI Cikkszam norme/standardi Termékismertetés Osztaly

Nazwa handlowa produktu Podstawa UDI-DI Nr. artykutu Alkalmazott szabvany Opis produktu Klasa

Denumirea produsului / Denumirea comerciala UDI-DI de baza Nr. articol Zastosowane normy Descrierea produsului Clasa

/standardy
Norme/standarde aplicate Rule
Pravidl
o
Pravilo
Elgiras
Regula
Regula
® ; ++EQORO0001PPQ2 | CPZ710A0250 EN ISO 7405
::unos® Pto.pf‘ y Paste va'o n One Ne,u tr,a' CPZ710A1901 | EN ISO 10993-5
unos® Lestici pasta Two in One Neutralni EN ISO 10993-10

Lunos® Pasta za poliranje Two in One Neutralno EN ISO 10993-11

Lunos® Polirpaszta Two in One Semleges

Lunos® Pasta polerujaca Two in One Neutralna

Lunos® Pasta de lustruit Two in One Neutra brog . |

Lunos® - ++EORO0001PPQ2 | CPZ720A0250 | EN ISO 7405 roducts for dental treatment

Lunos@ Prvo'p’hy Paste T“_'O in One Orange CPZ720A1901 EN ISO 10993-5 Prostfedky na oSetieni chrupu

Lunos@ Lestici pasta' Twp in Ong Pomerané ) EN ISO 10993-10 Proizvodi za stomatologiju I

Lunos@ Pas'ta za pollranjfa Two in One Naranéa EN I1SO 10993-11 Fogészati termékek

Lunos® Polirpaszta Two in Ong Narancs Produkty do leczenia 5

Lunos® Pasta polerujgca Two in One Pomararficzowa stomatologicznego

Lunos® Pasta de lustruit Two in One Portocald Produse pentru tratament dentar

® i i ++EOROQ001PPQ2 | CPZ730A0250 EN ISO 7405
Lunos® Prophy Paste Two in One Mint CPZ730A1901 EN SO 10993-5

Lunos® Lestici pasta Two in One Mata
Lunos® Pasta za poliranje Two in Metvica
Lunos® Polirpaszta Two in One Menta
Lunos® Pasta polerujaca Two in One Mietowa
Lunos® Pasta de lustruit Two in One Menta

EN 1SO 10993-10
EN ISO 10993-11




Lunos® Profylakticky prasek Gentle Clean Pomerané
Lunos® Prah za profilaksu Gentle Clean Naran¢a
Lunos® Profilaxis por Gentle Clean Narancs

Lunos® Proszek do profilaktyki Gentle Clean Pomaranczowy

Lunos® Pudra profilactica Gentle Clean Orange

EN 1SO 10993-10
EN ISO 10993-11

stomatologicznego
Produse pentru tratament dentar

Product/trade name Basic UDI-DI Model No Applied standards Product Option Class
Nazev prostredku/obchodni nazev Zakladni UDI-DI Cislo vyrobku | Pouzité normy/standardy Popis vyrobku Trida
Naziv proizvoda/marke Osnovni UDI-DI Kat. broj Primijenjene Opis proizvoda Klasa
Termék, keresk. elnevezés Basic UDI-DI Cikkszam norme/standardi Termékismertetés Osztaly
Nazwa handlowa produktu Podstawa UDI-DI Nr. artykutu Alkalmazott szabvany Opis produktu Klasa
Denumirea produsului / Denumirea comerciala UDI-DI de baza Nr. articol Zastosowane normy Descrierea produsului Clasa
Istandardy
Norme/standarde aplicate Rule
Pravidi
o
Pravilo
Elgiras
Regula
Regula
Lunos® Prophy Paste Super Soft Neutral ++EOROQC001PPQ2 | CPZ740A0250 EN ISO 7405
L & . S Soft Neutralni CPZ740A0901 EN ISO 10993-5
unos® Lestici pasta Super Soft Neutralni EN ISO 10993-10
Lunos® Pasta za poliranje Super Soft Neutralno EN I1SO 10993-11
Lunos® Polirpaszta Super Soft Semleges Products for dental treatment
Lunos® Pasta polerujgca Super Soft Neutralna Pro.sti‘edlfy na osetreni cihrupu
Lunos® Pasta de lustruit Super Soft Neutra ::rm?vod;'zta stqr:a;ologuu I
® ++EORO0001PPQ2 | CPZ750A0250 | EN ISO 7405 ogaszall termeke
Lu"°s® Prf’? ','y Paste Super Soft Orange CPZ750A0901 | EN ISO 10993-5 Produkty do leczenia S
Lunos® Lestici pasta Super Soft Pomerané EN ISO 10993-10 stomatologicznego
Lunos® Pasta za poliranje Super Soft Naranéa EN I1SO 10993-11 Produse pentru tratament dentar
Lunos® Polirpaszta Super Soft Narancs
Lunos® Pasta polerujgca Super Soft Pomaranczowa
Lunos® Past3 de lustruit Super Soft Portocalad
| Lunos® Prophy Powder Gentle Clean Neutral ++EORO0001PPQ2 | CPZ610A0350 | EN ISO 7405
Lunos® Profylakticky praek Gentle Clean Neutralni CPZ610A2250 | ENISO 10993-5
Lunos® Prah za profilaksu Gentle Clean Neutralna E: :28 183831?
Lunos® Profitaxis por Gentle Clean Semleges ) Products for dental treatment
Lunos® Proszek do profilaktyki Gentle Clean Neutralny Prostfedky na osetfeni chrupu
Lunos® Pudra profilacticd Gentle Clean Neutral Proizvodi za stomatologiju I
| Lunos® Prophy Powder Gentle Clean Orange ++EORO0001PPQ2 | CPZ620A0350 | EN ISO 7405 Fogaszati termekek
CPZ620A2250 EN ISO 10993-5 Produkty do leczenia 5




Lunos® Proszek do profilaktyki Perio Combi
Lunos® Pulbere profilactici Perio Combi

stomatologicznego
Produse pentru tratament dentar

Product/trade name Basic UDI-DI Model No Applied standards Product Option Class
Nazev prostfedku/obchodni nazev Zakladni UDI-DI Cislo vyrobku | Pouzité normy/standardy Popis vyrobku Trida
Naziv proizvoda/marke Osnovni UDI-DI Kat. broj Primijenjene Opis proizvoda Klasa
Termék, keresk. elnevezés Basic UDI-DI Cikkszam norme/standardi Termékismertetés Osztaly
Nazwa handlowa produktu Podstawa UDI-DI Nr. artykufu Alkaimazott szabvany Opis produktu Klasa
Denumirea produsului / Denumirea comerciala UDI-DI de baza Nr. articol Zastosowane normy Descrierea produsului Clasa
Istandardy
Norme/standarde aplicate Rule
Pravidi
o
Pravilo
ElGiras
Regula
- . Regula
Lunos® Prophy Powder Gentle Clean Spearmint ++EORO0001PPQ2 | CPZ630A0350 EN ISO 7405
L ® Profviakticky pragek Gentle Clean Mat CPZ630A2250 EN ISO 10993-5
unos® Profylakticky praek Gentle Clean a EN ISO 10993-10
Lunos® Prah za profilaksu Gentle Clean Metvica EN I1SO 10993-11
Lunos® Profilaxis por Gentle Clean Fodormenta Products for dental'tre’atment
Lunos® Proszek do profilaktyki Gentle Clean Migtowy Pro.stfedlfy na osetreni (fhrupu
Lunos®Pudri profilactics Gentle Clean Spearmint I:rm%vod;.zta sto'r:a:ologuu !
3 s . ++EORO0001PPQ2 | CPZ650A0350 | EN ISO 7405 ogaszall termeke
Lunos® Prophy_Po’wdc?r Gentle Clean Wild Bfarry CPZ650A2250 EN ISO 10993-5 Produkty dg leczenia 5
Lunos® Profylakticky pragek Gentle Clean Lesni ovoce EN ISO 10993-10 stomatologicznego
Lunos® Prah za profilaksu Gentle Clean Sumsko voée EN I1SO 10993-11 Produse pentru tratament dentar
Lunos® Profilaxis por Gentle Clean Bogydkeverék
Lunos® Proszek do profilaktyki Gentle Clean Owoce leéne
Lunos® Pudra profilactici Gentle Clean Fructe de padure
Lunos® ;ophy Powder Perio Combi | ++EORO0001PPQ2 | CPZ640A0350 EN ISO 7405 | Products for dental treatment
Lunos® Profylakticky prasek Perio Combi CPZ640A1950 EN iSO 10993-5 Prostfedky na osetfeni chrupu
Lunos® Prah za profilaksu Perio Combi EN ISO 10993-10 Proizvodi za stomatologiju |
Lunos® Profilaxis por Perio Combi EN ISO 10993-11 Fogaszati termékek
Produkty do leczenia 5




Product/trade name Basic UDI-DI Model No Applied standards Product Option Class
Nazev prostredku/obchodni nazev Zakladni UDI-DI Cislo vyrobku | Pouzité normy/standardy Popis vyrobku Trida
Naziv proizvoda/marke Osnovni UDI-DI Kat. broj Primijenjene Opis proizvoda Klasa
Termék, keresk. elnevezés Basic UDI-DI Cikkszam norme/standardi Termékismertetés Osztaly
Nazwa handlowa produktu Podstawa UDI-DI Nr. artykutu Alkalmazott szabvany Opis produktu Klasa
Denumirea produsului / Denumirea comerciala UDI-DI de baza Nr. articol Zastosowane normy Descrierea produsului Clasa
Istandardy
Norme/standarde aplicate Rule
| Pra-
vidlo
| Pravilo
ElGiras
Regula
Regula
Lunos® Prophy Powder Collection ++EOROQ001PPQ2 | CPZ999A0250 EN ISO 7405
(contains Lunos® Prophy Powder Gentle Clean Neutral / Orange EN ISO 10993-5
! Spearmint and Lunos® Prophy Powder Perio Combi) EN ISO 10993-10
(obsahuje Lunos® Profylakticky prasek Gentle Clean Mata / Po- EN ISO 10993-11 Products for dental treatment
merané / Neutralni a Lunos® Profylakticky prasek Perio Combi) Prostf . .
.. , rostiedky na osetfeni chrupu
(sadrzi Lunos® Prah za profilaksu Gentle Clean Metvica / Proizvodi " tologii |
Naranéa / Neutralna i Lunos® Prah za profilaksu Perio Combi) rolzvodi za stomatologiju
(tartalmaz Lunos® Profilaxis por Gentle Clean Metvica / Naranéa Fogaszati termekekl
/ Neutralna és Lunos® Profilaxis por Perio Combi) Produkty do leczenia stomatolo- 5
(zawiera Lunos® Proszek do profilaktyki Gentle Clean Migtowy / gicznego
Pomarariczowy / Neutralny oraz Lunos® Proszek do profilaktyki Produse pentru tratament dentar
Perio Combi)
(contine Lunos® Pudrd profilacticd Gentle Clean Spearmint /
Orange / Neutral si Lunos® Pudré profilactici Perio Combi)
| Vector® Fluid polish ++EORO0001PPQ2 | CWZ510C2350 | EN ISO 7405 Products for dental treatment
EN ISO 10993-5 Prostiedky na oSetfeni chrupu
E: :28 18832:1? Proi%vodi‘za stcamatologiju !
Fogaszati termékek
Produkty do leczenia stomatolo- 5

gicznego
Produse pentru tratament dentar




EN: EU Declaration of Conformity - medical devices in accordance with regula-
tion (EU) 2017/745

BG: EC Oeknapauus 3a CboTBeTCTBUE — MEAULIMHCKUA U3OENUA B CLOTBETCTBUE
c PernamenT (EC) 2017/745

EL: AfAwon Zuppépewong EE - larpoteXvoAoyikd TTpoiovTa clppuwva pe Tov
kavovioud (EE) 2017/745

ET: ELi Vastavusdeklaratsioon — meditsiiniseadmed maaruse (EL) 2017/745 jargi
LT: ES Atitikties Deklaracija — medicinos prietaisa pagal Reglamentg (ES)

2017/745
LV: ES Atbilstibas Deklaracija - Mediciniskas ierices saskana ar Regulu (ES)
2017/745
Manufacturer: orochemie GmbH + Co KG
Mpounssoguren / Max-Planck-Stralte 27
Tootja / KaraokeuaoTAg D-70806 Kornwestheim
Gamintojas / RaZotajs SRN: DE-MF-000006461
Produkt name: see following table
HaumeHoBaHWe Ha NpPogyKTa:  BUX CNWCHKa No-fony
Ovouagcia TpoidvTog: BA. Tov akdAouBo TTivaka
Toote nimi: vt alljargnevat nimestikku
Gaminio pavadinimas: Zr. 8 sgrasy
Produkta nosaukums: skatit sarakstu talak
CE marking as from: release date: 2022-10-01
Mapkuposka ,CE" OT: [ara Ha nspaeaHe
Ziuavorn CE armo: Huepopnvia ékdoong
CE-margis alates: Loa valjastamise kuupdev
CE Zenklas nuo: ISleidimo data
CE markéjums: izlaiSanas datums

orochemie declares that the products covered by this declaration (page 3) comply with Regulation (EU)
2017/745 (MDR) and, if applicable, other relevant Union legislation that provides for the issuing of an EU
declaration of conformity.

orochemie ygocToBepsBa, Ye usfenusTa B obxBaTa Ha HacToswara Aeknapauvs (cTpaHuua 3) ca B
CHLOTBETCTBUE C pasnopeabute Ha PernamenT (EC) 2017/745 (PMWN) n eseHTyanHo Ha Apyrv npunoxumu
npasHu pasnopeabu Ha Cblo3a, kouTo NpeaBuKAaT usgasaHeTo Ha EC aeknapauus 3a CboTBETCTBUE.

H orochemie BeBaitovel OTI Ta TIPoidvTa TTou KOAUTTTOVTOI QMO TNV Trapouca dnAwon (oeAida 3)
ouppop@wvovTal e Tov kavoviopud (EE) 2017/745 (MDR) Kai, KATd TTEPITITWON, HE GAAN OXETIKY EVWOIAKK
vouoBeaia TTou TTPoRAETEN TNV KaTapTIon dRAwoNg cuppdpewaong EE.

orochemie kinnitab, et deklaratsiooniga hdlmatavad tooted (lehekiilg 3) vastavad maarusele (EL) 2017/745
(MDR) ja vajaduse Kkorral teistele Liidu asjakohastele &igusaktidele, milles on ette nahtud
vastavusdeklaratsioon.

,orochemie” pareiskia, kad $ioje deklaracijoje (3 puslapis) nurodyti gaminiai atitinka Reglamenta (ES)
2017/745 (MDR) ir, kai taikoma, kitus atitinkamus Sajungos teisés aktus, kuriuose numatyta parengti ES
atitikties deklaracija.

orochemie apliecina, ka produkti, uz kuriem attiecas §1 Deklaracija (3. Ipp.), atbilst Regulai (ES) 2017/745
(MDR) un, ja piemé&rojams, citiem attiecigiem Savienibas tiesTbu aktiem, kuros ir nepiecieSama ES Atbilstibas
deklaracijas izdo$ana.



orochemie hereby declares under our sole responsibility that the mentioned products (see table on page 3)
meet all applicable basic safety and performance requirements in accordance with Annex | of the regulation
(EU) 2017/745 (MDR).

C HacTosLWoTo orochemie Aeknapupa Ha CBOSi OTTOBOPHOCT, Ye NOCOYEeHUTE B CNUChKa (CTpaHuua 3) nagenus
OTrOBapSAT Ha BCUYKM NPUAOKUMU OCLLIM M3NCKBAHMA 33 GE30NacHOCT 1 LEeiACTBNE ChrNacHo npunoxeHue |
kbM Pernament (EC) 2017/745 (PMW).

H orochemie dnAwvel pe aTrokAEIOTIKY TNG EUBUVN 6TI Ta TTPOIGVTA TTOU TrapATiBEVTaN oToV Trivaka (oeAida 3)
oUp@wva pe To TTapdptnua | Tou kavoviopoU (EE) 2017/745 (MDR) cuppop@uivovTal PE OAEG TiG 10X UouoEg
OUCIWBELIS ATTAITACEIS AOQPAAEING KAl ETIOOTEWV.

orochemie kinnitab siinkohal tdie vastutusega, et nimestikus (lehekiilg 3) loetletud tooted tdidavad koiki
madruse (EL) 2017/745 (MDR) lisa | jérgi rakendatavaid ndudeid ohutusele ja tootamisele.

,orochemie* savo atsakomybe pareiskia, kad i§vardyti gaminiai (3 psl.) atitinka visus taikomus esminius sau-
gos ir veiksmingumo reikalavimus pagal Reglamento (ES) 2017/745 (MDR) | prieda.

orochemie ar $o uznemas pilnu atbildibu, ka saraksta (3. Ipp.) minétie produkti saskana ar Regulas (ES)
20171745 (MDR) | p|el|kumu atbilst visam piemérojamam drodTbas un veiktspéjas pamatprasnbam

The assessment of conformity was conducted in accordance with Article 52 (7) of (EU) 2017/745 (MDR).
OueHSBaHETO Ha CbOTBETCTBUETO € U3BBLPLUEHO CBHFNACHO YneH 52 (7) ot Pernament (EC) 2017/745 (PMW).
H ekTiunon Tng cuppépewong Sievepyndnke cUppwva Pe To dpbpo 52 (7) Tou kavoviopou (EE) 2017/745
(MDR).

Vastavuse hindamine tehti kooskdlas maaruse (EL) 2017/745 (MDR) artikli 52 |1oikega 7.

Atitikties vertinimas atliktas pagal (ES) 2017/745 (MDR) 52 straipsnio 7 dal].

Atbilstibas novértgjums tika veikts saskana ar (ES) 2017/745 (MDR) 52. panta 7. punktu.

The CE marking (Annex V (EU) 2017/745) is affixed to the products.

W3nenusaTa ca o6o3HaveHu ¢ mapkmpoekara ,CE" (npunoxenune V (EC) 2017/745).
Ta wpoidvta pépouv T orjuavan CE (apaptnua V (EE) 2017/745).

Tooted varustatakse CE-maérgisega (maaruse (EL) 2017/745 lisa V).

Gaminiai pazymeti CE Zenklu (V priedas (ES) 2017/745).

Produktiem ir CE marké&jums ((ES) 2017/745 V pielikums).

The Declaration of Conformity is valid until 2026-12-14

JeknapaunaTta 3a CbOTBETCTBUE € BanuaHa Han-kbCHO Ao 2026-12-14
H 3iAwaon CUPNOPPWONG IoXUEN KaTd PEyioTo £wg 2026-12-14
Vastavusdeklaratsioon kehtib maksimaalselt kuni 2026-12-14

Atitikties deklaracija galioja ne ilgiau kaip iki 2026-12-14

Atbilstibas deklaracija ir derfga lidz 2026-12-14

Kornwestheim, 2022-09-15

Zd/w 5// Al /Qte Y]a

/ >~ [
R. Eppler / Dr. Vanessa Sternltzke \
Geschaftsfihrer/CEO/PDG F+E/R&D/PRRC




Product/trade name Basic UDI-DI Model No Applied standards Product Option Class
WUme Ha npoaykTa/THLProBCcKO HAaMMeHoBaHue Baszos UDI-DI Homep Ha Mpunoxexu OnucaHue Ha npoaykra Knac
Ovopaaoia TTpoidvVTOg/eTTopIK) ovouaoid Baoiké UDI-DI apTukyna HopMu/cTaHaapTH Mepiypagn Tou TPOIGVTOg Karnyopia
Toote-/ kaubanimi Péhi UDI-DI Ap. TpoidvTog Eg@apuooTtéol Tootekirjeldus Klass
Gaminio ir (arba) pardavéjo pavadinimas Pagrindas UDI-DI Artikli nr KavovegirpoTuTra Produkto aprasas Klasé
Produktal/tirdzniecibas nosaukums Pamata UDI-DI Straipsnio Nr. Kohaldatud Produkta apraksts Klase
Art. Nr. normid/standardid
Taikomosios normos Rule
Istandartai npa|’3uno
Piemérojamas Kavévag
normas/standarti Reegle
Taisyklé
Noteikums
Lunos® Prophy Paste Two in One Neutral ++ECRO0001PPQ2 CPZ710A0250 EN ISO 7405
Lunos® MacTa 3a nonupaxe Two in One HeyTpanua CPZ710A1901 EN ISO 10993-5
Lunos® ZnABwrik TdoTta Two in One Oudétepn yeuon S
EN ISO 10993-11
Lunos® Poleerimispasta Two in One Neutraalne
Lunos® Poliravimo pasta Two in One Neutrali
Lunos® Pulésanas pasta Two in One Neitrala
Lunos® Prophy Paste Two in One Orange ++EORO0001PPQ2 CPZ720A0250 EN ISO 7405 Products for dental treatment
Lunos® MacTa 3a nonvpaHe Two in One MopTokan CPZ720A1901 EN1SO 10993-5 Wsgenus 3a avboneyeHve
Lunos® ZTABwTIKA TdoTa Two in One MopTokdA Em :28 lggggj? Mpoigvra yia odovriatpikr Beparreia :
Lunos® Poleerimispasta Two in One Apelsini Hambaravi tooted 5
Lunos® Poliravimo pasta Two in One Apelsininé Danty gydymo produktai
Lunos® Pulésanas pasta Two in One Apelsinu Zobu arstéSanas lidzekli
Lunos® Prophy Paste Two in One Mint ++EORO0001PPQ2 CPZ730A0250 EN ISO 7405
CPZ730A1901 EN ISO 10993-5

Lunos® Macra 3a nonupaxe Two in One MeHTa
Lunos® ZniABwTIKA TTdaTa Two in One Mévta
Lunos® Poleerimispasta Two in One Miindi
Lunos® Poliravimo pasta Two in One Métine
Lunos® Pulésanas pasta Two in One Piparmétru

EN ISO 10993-10
EN ISO 10993-11




Product/trade name Basic UDI-Di Model No Applied standards Product Option Class

Wme Ha npoaykTa/TLProsBcko HauUMeHoBaHne Bazos UDI-DI Homep Ha MpunoxeHn OnucaHue Ha npoAykTa Knac

Ovopaocia TpoiovTog/euTTopIKN ovouaoia Baoiké UDI-Di apTukyna HopMmwu/cTaHaapTh Mepiypagn Tou TTPoidvTog Kartnyopia

Toote-/ kaubanimi P6hi UDI-DI Ap. TPoiIdVTOG E@appooTtéon Tootekirjeldus Klass

Gaminio ir (arba) pardavéjo pavadinimas Pagrindas UDI-D! Artikli nr KavoveghTpoTUTTa Produkto aprasas Klasé

Produktaltirdzniecibas nosaukums Pamata UDI-DI Straipsnio Nr. Kohaldatud Produkta apraksts Klase

Art. Nr. normid/standardid Rul
Taikomosios normos l'Iu e
Istandartai Kpal?uno
Piemérojamas Ravolv as
normas/standarti T:iesglflé
B - | Noteikums

Lunos® Prophy Paste Super Soft Neutral ++EQRO0001PPQ2 CPZ740A0250 EN ISO 7405

Lunos® Monupawua nacra Super Soft Heytpanex CPZ740A0901 EN ISO 10993-5

L ® TriABwTIKI} TTaoTa Super Soft Oudétepn yedol EN1S0 10993-10

unos n P PN yevon EN ISO 10993-11

Lunos®-e Poleerimispasta Super Soft Neutraalne Products for dental treatment

Lunos® Poliravimo pasta Super Soft Neutrali Wsgenus sa subonevenne

Lunos® Pulé8anas pasta Super Soft Neitrala Mpoi6vra yia oBovTiaTpIKf BepaTreia I

Lunos® Prophy Paste Super Soft Orange ++EORO0001PPQ2 | CPZ750A0250 EN ISO 7405 Hambaravi tooted 5

Lunos® Monupalua nacta Super Soft MopTokan CPZ750A0901 Em :28 18882‘?0 Dantq_gyd_yvmo pro_dukta.i

Lunos® ZTI)\B(.UTIKI"].TTGO'TG Super Soft nopTCTK(..'l)\I EN ISO 10993:11 Zobu arstésanas lidzekli

Lunos®-e Poleerimispasta Super Soft Apelsini

Lunos® Poliravimo pasta Super Soft Apelsinine

Lunos® Pulé$anas pasta Super Soft Apelsinu

Lunos® Prophy Powder Gentle Clean Neutral ++EQORO0001PPQ2 CPZ610A0350 EN I1SO 7405

L ® MpodunaktuueH npax Gentle Clean HeyTpanex CPZ610A2250 | ENISO 10993-5 Products for dental treatment

unos® zp N p o C)(TP EN ISO 10993-10 Wagenua 3a subonedeHne |
I(_)L:J%C:'Z?EQI]K(VSZL?OT]‘)O«)U akTIKAG aywyns Gentle Clean EN ISO 10993-11 MpoidvTa yia oBovTIaTPIKA Bsparreia
Lunos®-e Profiilaktiline pulber Gentle Clean Neutraalne Hambaravi tooted 5

Lunos® Profilaktiniai milteliai Gentle Clean Neutralls

Lunos® Pulveris profilaksei Gentle Clean Neitrals

Danty gydymo produktai
Zobu arstésanas Iidzekli




Product/trade name Basic UDI-DI Model No Applied standards Product Option Class

NUme Ha npoaykTa/TbLProBCkO HaUMEHOBaHNe Bazos UDI-DI Homep Ha MpunoxeHn OnucaHue Ha npogy«Ta Knac

Ovopagcia TpoidvTog/euTropIKy ovoudaoia Bagiké UDI-DI apTukyna HopMu/cTaHOapTH Meplypa®n ToU TTPOIGVTOg Karnyopia

Toote-/ kaubanimi Pohi UDI-DI Ap. TpoidvTOg Eq@appooTtéol Tootekirjeldus Klass

Gaminio ir (arba) pardavéjo pavadinimas Pagrindas UDI-DI Artikli nr KAVOVEG/TTPOTUTIO Produkto aprasas Klasé

Produkta/tirdzniecibas nosaukums Pamata UDI-DI Straipsnio Nr. Kohaldatud Produkta apraksts Klase

Art. Nr. normid/standardid Rul
Taikomosios normos nu N
Istandartai Kpal?uno
Piemérojamas avovag
normas/standarti Re_e gle X
Taisyklé
| Noteikums

Lunos® Prophy Powder Gentle Clean Orange ++EORQ0001PPQ2 [ cPZ620A0350 EN ISO 7405

Lunos® MpodunarxtuueH npax Gentle Clean MopTokan CPZ620A2250 EN 1SO 10993-5

Lunos® Zkovn Tpo@UAAKTIKAS aywyrig Gentle Clean EN ISO 10993-10

MopToKAA EN ISO 10993-11

Lunos®-e Profiilaktiline pulber Gentle Clean Apelsin

Lunos® Profilaktiniai milteliai Gentle Clean Apelsininiai

Lunos® Pulveris profilaksei Gentle Clean Apelsinu

Lunos® Prophy Powder Gentle Clean Spearmint ++EORO0001PPQ2 CPZ630A0350 EN ISO 7405

Lunos® MpodunakruieH npax Gentle Clean [xompkeH CPZ630A2250 EN ISO 10993-6 Products for dental treatment

Lunos® Zkévn TPo@UACKTIKAS aywyrig Gentle Clean EN1SO 10993-10 Wapenus 3a sbBoneuenne

Auvdopog EN ISO 10993-11 MpoiévTa yia oSovTIaTPIKY B pareia !

Lunos®-e Profiilaktiline pulber Gentle Clean Piparmiint Hambaravi tooted 5

Lunos® Profilaktiniai milteliai Gentle Clean Métiniai Danty gydymo produktai

Lunos® Pulveris profilaksei Gentle Clean Piparmétru Zobu arstéanas lidzekli

Lunos® Prophy Powder Gentle Clean Wild Berry ++EORO0001PPQ2 CPZ650A0350 EN ISO 7405

Lunos® MpodunaxtuieH npax Gentle Clean Fopcku CPZ650A2250 EN ISO 10993-5

nnogose EN ISO 10993-10

Lunos® Zk6vn TpoguAakTIKic aywyhig Gentle Clean EN I1SO 10993-11

Ayplo poupo

Lunos®-e Profiilaktiline pulber Gentle Clean Metsamari

Lunos® Profilaktiniai mifteliai Gentle Clean Midko uogy

Lunos® Pulveris profilaksei Gentle Clean Savvalas ogas

Lunos® Prophy Powder Perio Combi ++EORQ0001PPQ2 CPZ640A0350 EN ISO 7405 Products for dental treatment

Lunos® Mpodunakruen npax Perio Combi CPZ640A1950 EN ISO 10993-5 Vspenus 3a suBoneuenne

Lunos® Ikovn TRoQUAAKTIKAG aywyri¢ Perio Combi EN ISO 10993-10 Mpoiévra yia odovTIaTpIK BepaTreia :

Lunos® Profiilaktiline pulber Perio Combi EN ISO 10993-11 Hambaravi tooted 5

Lunos® Profilaktiniai milteliai Perio Combi
Lunos® Profilaktiskais pulveris Perio Combi

Danty gydymo produktai

| Zobu arst&3anas lidzekli




Product/trade name Basic UDI-DI Model No Applied standards Product Option Class
WAme Ha npoaykTa/TLproscko HauMeHoBaHue Bazos UDI-D} Homep Ha MpunoxeHn OnucaHwe Ha npoaykTa Knac
Ovopacia TTPOTOVTOG/EUTTOPIKA ovouaaia Baoiké UDI-DI apTukyna HopMu/cTasAapTH Mepiypa@n Tou TPoidvTog Kartnyopia
Toote-/ kaubanimi Péhi UDI-DI Ap. TpoiévTOG Eg@appooTéol Tootekirjeldus Klass
Gaminio ir (arba) pardavéjo pavadinimas Pagrindas UDI-DI Artikli nr KavoveghTpoTUTTQ Produkto aprasas Klase
Produktaltirdzniecibas nosaukums Pamata UDI-DI Straipsnio Nr. Kohaldatud Produkta apraksts Klase
Art. Nr. normid/standardid Rul
Taikomosios normos nu r
Istandartai e S
Piemérojamas avovag
normas/standarti Re'egle .
Taisyklé
] Noteikums
Lunos® Prophy Powder Collection ++EORO0001PPQ2 CPZ999A0250 | EN ISO 7405
{contains Lunos® Prophy Powder Gentle Clean Neutral / EN ISO 10993-5
Orange / Spearmint and Lunos® Prophy Powder Perio EN ISO 10993-10
Combi) EN ISO 10993-11
(coabpxa Lunos® MpocunakruueH npax Gentle Clean
IxomxkeH / MopTokan / Heytpanex u Lunos®
{Ipoqzwnal_nmqeg )I':Ip?X Perio Ct;mbi) ; - Gen Products for dental treatment
TeptéXel Lunos® Zxkovn TPOQUATKTIKHS ayw entle
Clegn XAuéouog / ﬂopTlle)\l / OuﬁéTspg vzogr? |§<a| I/Ia,q?nuﬂ 3a svBoneuenve . |
Lunos® TKOVN TPOPUATKTIKAC aywyng Perio Combi) Mpoidvra via odovriarpikr Bepameia
(sisaldab Lunos®-e Profiilaktiline pulber Gentle Clean Hambaravi tooted 5
Neutraalne / Apelsin / Piparmiint ja Lunos® Profiilaktiline Danty gydymo produktai
pulber Perio Combi Zobu arstésanas lidzekli
(satur Lunos® Profilaktiniai milteliai Gentle Clean Métiniai
| / Apelsininiai / Neutralds un Lunos® Profilaktiniai milteliai
| Perio Combi)
(yra Lunos® Pulveris profilaksei Gentle Clean Piparmétru
/ Apelsinu / Neitrals ir Lunos® Profilaktiskais pulveris
Perio Combi)
Vector® Fluid polish ++EORQ0001PPQ2 CWZ510C2350 EN ISO 7405 Products for dental treatment
EN ISO 10993-5 WUsnenua 3a suGoneyeHve
EN ISO 10993-10 Mpoibévta yia odovTiarpikr Bsparreia I
EN ISO 10993-11 -
Hambaravi tooted 5

Danty gydymo produktai
Zobu arstéSanas [1dzekli




EN: EU Declaration of Conformity - medical devices in accordance with regulation
(EU) 2017/745

GA: Dearbhu Comhréireachta AE - feisti leighis de réir rialachain (AE) 2017/745
MT: Dikjarazzjoni ta’ Konformita tal UE- apparati medici skont i-Regolament (UE)

2017/745

SK: EU vyhlasenie o zhode - zdravotnicke pomdcky / podia nariadenia (EU)
2017/745

SL: Izjava EU o skladnosti — medicinski pripomocki v skladu z Uredbo (EU)
2017/745

Manufacturer: orochemie GmbH + Co KG

Déantlsoir / Manifattur / Max-Planck-Strafte 27

Vyrobca / D-70806 Kornwestheim

Proizvajalec SRN: DE-MF-000006461

Produkt name: see following table

Ainm tairge: féach an tabla a leanas

Isem tal-prodott: ara t-tabella li gejja

Oznadenie vyrobku: pozri nasledujuci zoznam

Oznaka izdelka: glejte seznam v nadaljevanju

CE marking as from: release date: 2022-10-01

Comhartha CE as: data eisitina

Markatura CE minn: data tal-hrug

Oznacenie CE od: datum schvalenia

Oznaka CE od: datum izdaje

orochemie declares that the products covered by this declaration (page 3) comply with Regulation (EU)
2017/745 (MDR) and, if applicable, other relevant Union legislation that provides for the issuing of an EU decla-
ration of conformity.

Dearbhaionn orochemie go bhfuil na tairgi a chludaionn an dearbhi seo (ich 3) ag teacht le Rialachan (AE)
2017/745 (MDR), agus, mé& bhaineann, le reachtaiocht eile abhartha a fhordlann do eisitint dearbhd
comhréireachta én AE.

orochemie tiddikjara i I-prodotti koperti b'din id-dikjarazzjoni (pagna 3) jikkonformaw mar-Reglament
(UE) 2017/745 (MDR) u, jekk applikabbli, legizlazzjoni ohra rilevanti tal-UE li tipprovdi ghall-hrug ta’ dikjarazzjoni
ta’ konformita tal-UE.

Spolo¢nost orochemie vyhlasuje, Ze vyrobky, na ktoré sa vztahuje toto vyhlasenie (strana 3), s v sulade s
nariadenim (EU) 2017/745 (MDR) a pripadne s inymi prislusnymi pravnymi predpismi Unie, ktoré stanovuju
vypracovanie EU vyhlésenia o zhode.

Podjetje orochemie zagotavlja, da so izdelki, ki so zajeti v tej izjavi (stran 3), skladni z Uredbo (EU) 2017/745
(MDR) ter drugimi veljavnimi pravnimi predpisi Unije, s katerimi je predvidena izdaja izjave EU o skladnosti.

orochemie hereby declares under our sole responsibility that the mentioned products (see table on page 3) meet
all applicable basic safety and performance requirements in accordance with Annex | of the regulation (EU)
2017/745 (MDR).

Dearbhaionn orochemie leis seo, faoinar bhfreagracht féin amhain, go bhfuil na tairgi ata luaite (féach an tabla ar
Ich 3) ag teacht le gach bunriachtanas sabhailteachta agus feidhmitGchain lena mbaineann de réir Aguisin | de
Rialachan (AE) 2017/745 (MDR

orochemie hawnhekk tiddikjara taht ir-responsabbilta unika taghha li I-prodotti msemmija (ara t-tabella fuq pagna
3) jissodisfaw ir-rekwiziti ta’ sikurezza u prestazzjoni bazici kollha applikabbli skont I-Anness | tar-Regolament
(UE) 2017/745 (MDR).



Spolo¢nost orochemie tymto na vlastnu zodpovednost’ vyhlasuje, Ze vyrobky uvedené v zozname (strana 3),
splhaju zakladné bezpe&nostné a vykonové poZiadavky v sulade s prilohou | nariadenia (EU) 2017/745 (MDR).

Podjetje orochemie s tem na svojo odgovornost izjavlja, da izdelki, ki so navedeni na seznamu (stran 3), v skladu
s Prilogo | Uredbe (EU) 2017/745 (MDR) izpolnjujejo vse upostevne bistvene zahteve glede varnosti in u€inkovi-
tosti.

The assessment of conformity was conducted in accordance with Article 52 (7) of (EU) 2017/745 (MDR).
Rinneadh an measun( ar chomhréireacht de réir Airteagal 52 (7) de (AE) 2017/745 (MDR).
ll-valutazzjoni ta’ konformita twettqet skont |-Artikolu 52 (7) ta’ (UE) 2017/745 (MDR).

Posudenie zhody sa vykonalo v stlade s ¢lankom 52 ods. 7 nariadenia (EU) 2017/745 (MDR).
Ugotavljanje skladnosti je bilo izvedeno v skladu s ¢lenom 52 (7) Uredbe (EU) 2017/745 (MDR).

The CE marking (Annex V (EU) 2017/745) is affixed to the products.

T4a an comhartha CE (Aguisin V (AE) 2017/745) greamaithe ar na tairgi.
Il-markatura CE {Anness V (UE) 2017/745) hija mwahhla mal-prodotti.
Vyrobky dostanti zna¢ku CE (priloha V (EU) 2017/745).

Izdelki so opremljeni z oznako CE (Priloga V Uredbe (EU) 2017/745).

The Declaration of Conformity is valid until 2026-12-14

Ta an Dearbh( Combhréireachta baili go dti 2026-12-14
Id-Dikjarazzjoni ta’ Konformita hija valida sa 2026-12-14
Toto vyhlasenie o zhode je maximalne platné do 2026-12-14
Izjava o skladnosti velja najve¢ do 2026-12-14

Kornwestheim, 2022-09-15

LL/Z«,w ny / [/ B, Xc”""«i&‘
R. Eppler Dr. Vanessa Sternltzke
Geschaftsfuhrer/CEO/PDG F+E/R&D/PRRC



| Lunos®Lestiaca pasta Super Soft Pomarané

| Lunos® Polirna pasta Super Soft Oranza
L

EN 1SO 10993-10
EN ISO 10993-11

I1zdelki za zdravljenje zob

Product/trade name Basic UDI-DI Diirr Dental SE Applied standards Product Option Class
Tairge- / tradainm UDI-DI Buniisach Model No Caighdeain i bhfeidhm | Rogha tairge Aicme
Isem tal-prodott/kummeréjali UDI-DI Baziku Uimh. Leagain Standards applikati Ghazla tal-Prodott Klassi
Obchodny nazov vyrobku Zakladny UDI-DI Nru tal-Mudell Uplatiované Popis vyrobku Trieda
Ime pripomockaltrgovsko ime pripomoéka pomécky C.vyr. normy/Standardy Opis izdelka Razred
Osnovni UDI-DI St. izdelka Uporabljene
i norme/standardi Rule
Riail
Regola’
Pravidlo
_ Pravilo
Lunos® Prophy Paste Two in One Neutral ++EOROQ0001PPQ2 | CPZ710A0250 EN 1SO 7405
Lunos® Lestiaca pasta Two in One Neutréalna CPZ710A1901 E: :gg 1833&?0
Lunos® Polira pasta Two in One Nevtralna EN ISO 10993-11
Products for dental treatment
Lunos® Prophy Paste Two in One Orange ++EORO0001PPQ2 | CPZ720A0250 EN ISO 7405 Tairgi le haghaidh coiredil fiacla |
Lunos® Lestiaca pasta Two in One Pomarand CPZ720A1901 E: :gg 1833:33'?0 Prodotti ghal trattment dentali
Lunos® Polirna pasta Two in One Oranza EN ISO 10993-11 Vyrobky pre oSetrenie zubov 5
_ — Izdelki za zdravijenje zob
Lunos® Prophy Paste Two in One Mint ++EORQ0001PPQ2 | CPZ730A0250 EN ISO 7405
Lunos® Leétiaca pasta Two in One Mata CPZ730A1901 EH :gg 13382? 0
Lunos® Polirna pasta Two in One Meta EN ISO 10993-11
Lunos® Prophy Paste Super Soft Neutral ++EORO0001PPQ2 | CPZ740A0250 EN ISO 7405
Lunos® Lestiaca pasta Super Soft Neutralna CPZ740A0901 E: :28 18332'?0 Products for dental treatment
Lunos® Polirna pasta Super Soft Nevtralna EN ISO 10993-11 Tairgi le haghaidh céireail fiacla |
— - — Prodotti ghal trattment dentali
CPZ750A0901 EN 1SO 10993-5




Lunos® Profilakti¢ni prasek Perio Combi

EN ISO 10993-10
EN ISO 10993-11

Prodotti ghal trattment dentali
Vyrobky pre o$etrenie zubov
Izdelki za zdravljenje zob

Product/trade name Basic UDI-DI Diirr Dental SE Applied standards Product Option Class
Tairge- / tradainm UDI-DI Buniisach Model No Caighdeain i bhfeidhm | Rogha tairge Aicme
Isem tal-prodott’/kummercjali UDI-DI Baziku Uimh. Leagain Standards applikati Ghazla tal-Prodott Klassi
Obchodny nazov vyrobku Zakladny UDI-DI Nru tal-Mudell Uplatfiované Popis vyrobku Trieda
Ime pripomockaltrgovsko ime pripomocka pomocky C. vyr. normy/$tandardy Opis izdelka Razred
Osnovni UDI-DI St. izdelka Uporabljene
norme/standardi Rule
Riail
Regola’
Pravidlo
Pravilo
Lunos® Prophy Powder Gentle Clean Neutral ++EORQO0001PPQ2 | CPZ610A0350 EN I1SO 7405
Lunos® Profylakticky prasok Gentle Clean Neutrainy CPZ610A2250 Em :28 18332‘?0
Lunos® Profilaktiéni pradek Gentle Clean Nevtralni EN ISO 10993-11
Lunos® Prophy Powder Gentle Clean Orange ++EQORO0001PPQ2 | CPZ620A0350 EN ISO 7405
ALY A - CPZ620A2250 EN ISO 10993-5
| Lunos® Profy|akF|ck.y prasok Gentle Clean Oranzovy EN 1SO 10993-10 Products for dental treatment
Lunos® Profilaktiéni prasek Gentle Clean Pomaranca EN ISO 10993-11 Tairgi le haghaidh céireail fiacla |
— Prodotti gh i
Lunos® Prophy Powder r Gentle Clean Spearmint | ++EORO0001PPQ2 | CPZ630A0350 EN ISO 7405 rodotti ghal traftment dentall
Lunos® Profylakticky présok Gentle Clean Fefermincovy CPZ630A2250 EN ISO 10993-5 Vyrobky pre oSetrenie zubov 5
unos® Profylakticky prasok Gentle Clean Fefermincovy EN ISO 10993-10 | Izdelki za zdravijenje zob
Lunos® Profilakti¢ni prasek Gentle Clean Zelena meta EN 1SO 10993-11
Lunos® Prophy Powder Gentle Clean Wild Berry ++EOQRO0001PPQ2 | CPZ650A0350 EN ISO 7405
Lunos® Profylakticky pradok Gentle Clean Lesny plod CPZ650A2250 E: :28 18332‘?0
LHno§® Profilakti¢ni prasek Gentle Clean Divje jago- EN ISO 10993-11
dicevje [ [
Lunos® Prophy Powder Perio Combi ++EORO0001PPQ2 | CPZ640A0350 EN ISO 7405 Products for dental treatment
| Lunos® Profylakticky prasok Perio Combi CPZ640A1950 EN ISO 10993-5 Tairgi le haghaidh céiredil fiacla I




lzdelki za zdravljenje zob

Product/trade name Basic UDI-DI Diirr Dental SE Applied standards Product Option Class
Tairge- / tradainm UDI-DI Bunusach Model No Caighdeain i bhfeidhm | Rogha tairge Aicme
Isem tal-prodott/kummerdjali UDI-DI Baziku Uimh. Leagain Standards applikati Ghazla tal-Prodott Klassi
Obchodny nazov vyrobku Zakladny UDI-DI Nru tal-Mudell Uplatiiované Popis vyrobku Trieda
Ime pripomockaltrgovsko ime pripomocka pomdcky C. wyr. normy/Standardy Opis izdelka Razred
Osnovni UDI-DI St. izdelka Uporabljene
norme/standardi Rule
Riail
Regola’
Pravidlo
Pravilo
Lunos® Prophy Powder Collection ++EORO0001PPQ2 | CPZ999A0250 EN ISO 7405
(contains Lunos® Prophy powder Gentle Clean Neutral / EN ISO 10993-5
8cr)er1Tr]1tg’ic)a / Spearmint and Lunos® Prophylaxepulver Perio EN ISO 10993-10 | Products for dental treatment
(obsahuje Lunos® Profylakticky prasok Gentle Clean EN 1010985 isirgitle raghaidh Geireai iacid '
0O ro . .
Fefermincovy / OranZovy / Neutralny a Lunos® Pr’odom ghal ttaﬂmept dentall
Profylakticky prasok Perio Combi) Vyrobky pre oSetrenie zubov s
(vsebuje Lunos® Profilaktiéni pragek Gentle Clean Zelena zdelki za zdravijenje zob
meta / Pomarané&a / Nevtralni in Lunos® Profilakti¢ni
prasek Perio Combi)
Vector® Fluid polish ++EORO0001PPQ2 | CWZ510C2350 EN ISO 7405 Products for dental treatment
EN ISO 10993-5 Tairgi le haghaidh céireail fiacla |
EN 1SO 10993-10 Prodotti ghal trattment dentali |
EN ISO 10993-11 Vyrobky pre o3etrenie zubov 5




