C

Erlauterung von Symbolen

Gemeinschaft/Europaischen Union

Symbol Symbol Titel/Beschreibung Symbol-Quelle!"/
Bezugsnummer
I Hersteller ISO 15223 - 1/5.1.1
ec | REP Bevollmachtigter in der Europaischen ISO 15223 -1/5.1.2

-l

Herstellungsdatum

ISO 15223 -1/5.1.3

“

Verwendbar bis

ISO 15223 -1/5.1.4

LOT Chargenbezeichnung ISO 15223 -1/5.1.5

REF Katalognummer ISO 15223 -1/5.1.6
Seriennummer ISO 15223 -1/5.1.7
Importeur ISO 15223-1/5.1.8
Vertriebspartner ISO 15223-1/5.1.9

»—-%{‘@2

Zerbrechlich, mit Sorgfalt handhaben

ISO 15223 —1/5.3.1

N
I

o)

Vor Sonnenlicht schitzen

ISO 156223 - 1/5.3.2

Trocken aufbewahren

ISO 156223 -1/5.3.4

Temperaturgrenzwerte

ISO 15223 —1/5.3.7

SIEE A

Nicht wiederverwenden

ISO 156223 - 1/5.4.2

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




a5 ©

Gebrauchsanweisung beachten oder ISO 15223 -1/5.4.3
elektronische Gebrauchsanweisung
beachten.
Achtung ISO 15223 -1/5.4.4
Enthalt Nano-materialien ISO 15223 -1/ 5.4.11
MD Medizinprodukt ISO 15223 -1/5.7.7
UDI eindeutige Produktidentifizierung ISO 15223 -1/5.7.10
H|Bc Health Industry Bar Code Health Industry Business
Communications Council

C E Mit der CE-Kennzeichnung erklart der MDR (EU) 2017/745
Hersteller, dass das Produkt den

geltenden Anforderungen genugt, die in
den EU Harmonisierungsrechts-
vorschriften Uber ihre Anbringung
festgelegt sind. Wo zutreffend: Angabe der
Kennnummer der Benannten Stelle.

Hinweis zur getrennten Sammlung von Richtlinie 2012/19/EU
Elektro- und Elektronik-Altgeraten (WEEE)

Rx ONLY Gemass US-Bundesgesetz darf dieses 21 CFR 801.109(b) (1)
Produkt nur an einen Zahnarzt oder auf
dessen Bestellung verkauft werden.

134°C Sterilisierbar bei der angegebenen ISO 21531/ 20
m Temperatur

TT Ausrichtungsposition Verpackung ISO 780/ 13
¥ Zulassige Stapellast ISO 780/ 15

0

- 1ISO 15223-1 Medical devices - Symbols to be used with information to be supplied by the manufacturer -
Part 1: General requirements
- ISO 21531 Dentistry - Graphical symbols for dental instruments

- ISO 780 Packaging - Distribution packaging - Graphical symbols for handling and storage of packages

Manufacturer:

CANDULOR AG

Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com Date information prepared: 2023-01



C

Explanation of symbols

European Community/European Union

Symbol Symbol Titel/Description Symbol Source!"!/
Reference Number
I Manufacturer ISO 15223 —1/5.1.1
ec | rep Authorized Representative in the ISO 15223 -1/5.1.2

-l

Date of manufacture

ISO 15223 -1/5.1.3

g Use-by date ISO 15223 —-1/5.1.4
LOT Batch code ISO 15223 -1/5.1.5
REF Catalogue number ISO 15223 -1/5.1.6

Serial number

ISO 16223 —-1/5.1.7

Importeur

ISO 15223-1/5.1.8

Distributor

ISO 156223 -1/5.1.9

»—-%{‘@2

Fragile, handle with care

ISO 15223 —1/5.3.1

Ny
I

o)

Keep away from sunlight

ISO 156223 - 1/5.3.2

Keep dry

ISO 156223 -1/5.3.4

Temperature limit

ISO 15223 —1/5.3.7

SIEE A

Do not re-use

ISO 156223 - 1/5.4.2

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




Consult instructions for use or consult
electronic instructions for use

ISO 15223 -1/5.4.3

Caution

ISO 156223 -1/5.4.4

@z ©

Contains nano materials

ISO 156223 —1/5.4.11

MD

Medical device

ISO 16223 - 1/5.7.7

UDI

Unique device identifier

ISO 16223 —1/5.7.10

HIBC

Health Industry Bar Code

Health Industry Business
Communications Council

3

CE marking is the manufacturer's
declaration that the product meets the
requirements of the applicable EC
legislation. Where applicable: The
identification number of the Notified Body
shall follow this symbol.

MDR (EU) 2017/745

X

To indicate that separate collection for
waste electric and electronic equipment
(WEEE) is required.

Directive 2012/19/EU

Rx ONLY U.S. federal law restricts this device to 21 CFR 801.109(b) (1)
sale by or on the order of a dental
professional.
134°C Sterilizable in a steam sterilizer (autoclave) [1SO 21531/ 20

at the temperature specified

§4
TT This way up ISO 780/ 13
¥ Stackling limit by mass ISO 780/ 15

(1

- 1ISO 15223-1 Medical devices - Symbols to be used with information to be supplied by the manufacturer -
Part 1: General requirements
- 1ISO 21531 Dentistry - Graphical symbols for dental instruments

- ISO 780 Packaging - Distribution packaging - Graphical symbols for handling and storage of packages

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




C

Explication des symboles

wl

Pictogramme | Symbole Titre/Description Source du symbole!')/
Numéro de référence
Fabricant ISO 15223 -1/5.1.1

Représentant agréé pour la Communauté

Européenne/Union Européenne

ISO 156223 - 1/5.1.2

0

Date de fabrication

ISO 16223 -1/5.1.3

“

Date limite d’utilisation

ISO 156223 -1/5.1.4

LOT

Numeéro de lot

ISO 15223 -1/5.1.5

REF

Référence catalogue

ISO 156223 -1/5.1.6

Numeéro de série

ISO 156223 - 1/5.1.7

Importateur

ISO 15223-1/5.1.8

R e

Distributeur

ISO 156223-1/5.1.9

Fragile, manipuler avec soin

ISO 156223 —1/5.3.1

\
A

Tenir a I'abri du soleil

ISO 156223 - 1/5.3.2

Conserver au sec

ISO 156223 -1/5.3.4

Limite de température

ISO 156223 —1/5.3.7

SIS AL

Ne pas réutiliser

ISO 156223 - 1/5.4.2

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




Consulter le mode d'emploi ou consulter le
mode d'emploi électronique

ISO 15223 -1/5.4.3

Attention

ISO 156223 -1/5.4.4

@z ©

Contient des nanomatériaux

ISO 156223 —1/5.4.11

MD

Dispositifs médicaux

ISO 16223 - 1/5.7.7

UDI

Identifiant unique du dispositif

ISO 156223 - 1/5.7.10

HIBC

Code-barres de l'industrie de la santé

Health Industry Business
Communications Council
(Conseil des
communications
commerciales de
l'industrie de la santé)

Ce

Le marquage CE est la déclaration du
fabricant que le produit satisfait les
exigences de la législation CE applicable
Le cas échéant : le numéro d'identification
de 'organisme notifié doit suivre ce
symbole.

MDR (EU) 2017/745

X

Indique que la collecte sélective des
déchets d'équipements électriques et
électroniques (DEEE) est nécessaire.

Directive 2012/19/EU

Rx ONLY Les lois fédérales américaines limitentce | 21 CFR 801.109(b) (1)
dispositif a la vente par ou a la demande
d'un professionnel dentaire.
134°C Stérilisable dans un stérilisateur a vapeur |ISO 21531 /20

(autoclave) a la température spécifiée

i1
TT Dans ce sens ISO 780/ 13
¥ Limite d'empilage par masse ISO 780/ 15

0

- ISO 15223-1 Medical devices - Symbols to be used with information to be supplied by the manufacturer -
Part 1: General requirements
- 1ISO 21531 Dentistry - Graphical symbols for dental instruments

- ISO 780 Packaging - Distribution packaging - Graphical symbols for handling and storage of packages

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




C

Spiegazione dei simboli

Comunita Europea/Unione Europea

Simbolo Titolo/Descrizione simbolo Origine del simbolo!"/
Numero di riferimento

I Produttore ISO 15223 - 1/5.1.1

ec | rep Rappresentante autorizzato nella ISO 15223 -1/5.1.2

-l

Data di produzione

ISO 15223 -1/5.1.3

“

Usare entro

ISO 15223 -1/5.1.4

LOT

Numero di lotto

ISO 16223 -1/5.1.5

REF

Numero di catalogo

ISO 15223 -1/5.1.6

Numero di serie

ISO 16223 —-1/5.1.7

Importatore

ISO 15223-1/5.1.8

Distributore

ISO 156223 -1/5.1.9

»—-%{‘@2

Fragile, maneggiare con cura

ISO 156223 —1/5.3.1

/

\
N
l)/_/ \

Non esporre alla luce solare

ISO 156223 - 1/5.3.2

Conservare in luogo asciutto

ISO 15223 -1/5.3.4

Limite di temperatura

ISO 15223 —1/5.3.7

SIEE A

Non riutilizzare

ISO 156223 - 1/5.4.2

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




Consultare le istruzioni per l'uso o le
istruzioni elettroniche per 'uso

ISO 15223 -1/5.4.3

Attenzione

ISO 156223 -1/5.4.4

@z ©

Contiene nanomateriali

ISO 156223 —1/5.4.11

MD

Dispositivo medico

ISO 16223 —1/5.7.7

UDI

Identificatore univoco dell'apparecchio

ISO 16223 —1/5.7.10

HIBC

Codice a barre settore sanitario

Health Industry Business
Communications Council
(Consiglio comunicazioni
attivita settore sanitario)

Ce

[l marchio CE costituisce la dichiarazione
da parte del produttore che il prodotto
soddisfa i requisiti della legislazione CE
applicabile. Se applicabile: il numero di
identificazione dell'organismo notificato
deve seguire questo simbolo.

MDR (EU) 2017/745

p5{

Per indicare che viene richiesta la raccolta
separata di rifiuti di apparecchiature
elettriche ed elettroniche (RAEE).

Direttiva 2012/19/EU

Rx ONLY [l Ministero della Salute impone la vendita o | 21 CFR 801.109(b) (1)
I'utilizzo di questi dispositivi solo ai medici o
su prescrizione medica.
134°C Sterilizzabile in uno sterilizzatore a vapore | ISO 21531/ 20
1] (autoclave) alla temperatura specificata
TT Posizione orientamento imballaggio ISO 780/ 13
¥ Limiti di accatastamento per massa ISO 780/ 15

0

- 1ISO 15223-1 Medical devices - Symbols to be used with information to be supplied by the manufacturer -
Part 1: General requirements
- ISO 21531 Dentistry - Graphical symbols for dental instruments

- ISO 780 Packaging - Distribution packaging - Graphical symbols for handling and storage of packages

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




C

Explicacion de los simbolos

Comunidad Europea/Union Europea

Simbolo Simbolo/descripcion Fuente del simbolo!"/
numero de referencia

I Fabricante ISO 15223 -1/5.1.1

ec | rep Representante autorizado en la ISO 15223 -1/5.1.2

-l

Fecha de fabricacion

ISO 15223 -1/5.1.3

“

Fecha de caducidad

ISO 15223 -1/5.1.4

LOT

Cadigo de lote

ISO 16223 -1/5.1.5

REF

Numero de catalogo

ISO 15223 -1/5.1.6

NuUumero de serie

ISO 16223 - 1/5.1.7

Importador

ISO 156223-1/5.1.8

Distribuidor

ISO 156223 -1/5.1.9

»—-%{‘@2

Fragil, manipular con cuidado

ISO 15223 —1/5.3.1

N
I

o)

Proteger de la luz solar

ISO 156223 - 1/5.3.2

Mantener seco

ISO 156223 -1/5.3.4

Limite de temperatura

ISO 15223 —1/5.3.7

SIEE A

No reutilizar

ISO 156223 - 1/5.4.2

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




Consultar las instrucciones de uso o
consultar las instrucciones de uso
electrénicas

ISO 15223 -1/5.4.3

Atencion

ISO 15223 -1/5.4.4

a5 ©

Contiene nanomateriales

ISO 156223 —1/5.4.11

MD

Dispositivo médico

ISO 16223 —1/5.7.7

UDI

Identificador unico del dispositivo

ISO 16223 - 1/5.7.10

HIBC

Cddigo de barras del sector sanitario

Health Industry Business
Communications Council
(Consejo de
Comunicacién
Empresarial del Sector
Sanitario)

C€

El marcado CE es la declaracion del
fabricante de que el producto cumple los
requisitos de la legislacion comunitaria
aplicable. Dado el caso: después de este
simbolo debe aparecer el nUmero de
identificacion del organismo notificado.

MDR (EU) 2017/745

p5{

Para indicar que es necesaria la recogida
selectiva de residuos de aparatos
eléctricos y electrénicos (RAEE).

Directiva 2012/19/EU

Rx ONLY Segun la legislacion federal, este producto | 21 CFR 801.109(b) (1)
solo puede ser vendido por un profesional
dental o por orden del mismo.
134°C Esterilizable en un esterilizador de vapor ISO 21531/ 20
1] (autoclave) a la temperatura especificada
TT Este lado arriba ISO 780/ 13
¥ Limite de apilamiento por masa ISO 780/ 15

0

- ISO 15223-1 Medical devices - Symbols to be used with information to be supplied by the manufacturer -
Part 1: General requirements
- ISO 21531 Dentistry - Graphical symbols for dental instruments

- ISO 780 Packaging - Distribution packaging - Graphical symbols for handling and storage of packages

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland
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Date information prepared: 2023-01




C

Verklaring van symbolen

Europese Gemeenschap/Europese Unie

Symbool Titel/beschrijving symbool Bron!"/
referentienr. symbool
I Fabrikant ISO 15223 —1/5.1.1
ec | rep Gemachtigd vertegenwoordiger in de ISO 15223 -1/5.1.2

-l

Fabricagedatum

ISO 15223 -1/5.1.3

“

Uiterste gebruiksdatum

ISO 15223 -1/5.1.4

LOT Batchcode ISO 15223 -1/5.1.5

REF Catalogusnummer ISO 15223 -1/5.1.6
Serienummer ISO 15223 -1/5.1.7
Importeur ISO 15223-1/5.1.8

Distributeur

ISO 156223 -1/5.1.9

»—-%{‘@2

Breekbaar, met zorg hanteren

ISO 15223 —1/5.3.1

Ny
I

o)

Niet blootstellen aan zonlicht

ISO 156223 - 1/5.3.2

Droog houden

ISO 156223 -1/5.3.4

Temperatuurlimiet

ISO 15223 —1/5.3.7

SIEE A

Voor eenmalig gebruik

ISO 156223 - 1/5.4.2

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




Raadpleeg de gebruiksaanwijzing of
raadpleeg de elektronische
gebruiksaanwijzing

ISO 156223 -1/5.4.3

Waarschuwing

ISO 156223 -1/5.4.4

Bevat nanomaterialen

ISO 156223 —1/5.4.11

e ©

Medisch hulpmiddel

ISO 16223 -1/5.7.7

UDI

Unieke identificatiecode voor medisch
hulpmiddel

ISO 156223 - 1/5.7.10

HIBC

Streepjescode voor de gezondheidszorg

Health Industry Business
Communications Council
(Raad voor zakelijke
communicatie voor de
gezondheidszorg)

C€

De CE-markering op een product is een
verklaring van de fabrikant dat het
product voldoet aan de vereisten van de
relevante Europese wetgeving. Indien
van toepassing: dit symbool wordt
gevolgd door het identificatienummer van
de Aangemelde instantie.

MDR (EU) 2017/745

X

Geeft aan dat het apart inzamelen van
afgedankte elektrische en elektronische
apparatuur (AEEA) vereist is.

Richtlijn 2012/19/EU

Rx ONLY Volgens de federale wetgeving van de 21 CFR 801.109(b) (1)
VS mag dit artikel alleen door of in
opdracht van een tandheelkundige
professional worden verkocht.
134°¢ Kan worden gesteriliseerd in een ISO 21531/ 20
iﬁ stoomsterilisator (autoclaaf) bij de
aangegeven temperatuur
TT Deze kant boven ISO 780/ 13
;2 Limiet voor stapelen in kg ISO 780/ 15

(1

- 1ISO 15223-1 Medical devices - Symbols to be used with information to be supplied by the manufacturer -
Part 1: General requirements
- ISO 21531 Dentistry - Graphical symbols for dental instruments

- ISO 780 Packaging - Distribution packaging - Graphical symbols for handling and storage of packages

Manufacturer:
CANDULOR AG
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C

O0bObAaAcCHeHne cMmMmBOJI0OB

Cotose

Cumson HasBaHue/onucaHue cumBona UcTounuk cumsonal'l/
CnpaBOYHbIN HOMEpP
I Mponssogutens ISO 15223 -1/5.1.1
ec | Rep YNONMHOMOYEHHbLIN NpeacTaBUTENb B ISO 15223 -1/5.1.2
EBponenckom coobuiecTre/EBponenckom

-l

[aTa narotoBnenus

ISO 15223 -1/5.1.3

x

Cpok rogHocTH

ISO 15223 -1/5.1.4

LOT

Kog naptum

ISO 15223 -1/5.1.5

REF

Howmep no katanory

ISO 15223 -1/5.1.6

CepuiiHbIn Homep

ISO 15223 —1/5.1.7

MmnopTtep

ISO 15223-1/5.1.8

OuctpnbbroTop

ISO 156223 -1/5.1.9

Xpynkoe, obpallatbCsl C OCTOPOXKHOCTbIO

ISO 156223 —1/5.3.1

Bepeub OT conHua

ISO 156223 - 1/5.3.2

Bepeub OT cblpocTU

ISO 15223 -1/5.3.4

TemnepaTypHble OrpaHNYeHUs

ISO 15223 —1/5.3.7

B | Y. T -a &R @ 2

He ncnonbayite NoBTO

ISO 15223 -1/5.4.2

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com
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NN 3NEeKTPOHHbIM MHCTPYKUMAM MO

I::E-] O6paTtuTech K MHCTPYKLMSM MO NPUMEHEHNIO ISO 15223 -1/5.4.3

NPUMEHEHNIO
OCTOpOXHO ISO 15223 -1/5.4.4
ConepXxnt HaHomaTepurarnbl ISO 15223 -1/5.4.11
MD MeanunHckoe yCTpomncTBo ISO 15223 -1/5.7.7
UDI YHuKanbHbIN naeHTUMKaTop yCcTponcTea ISO 15223 -1/5.7.10
HIBC LWTpnx-kog megunko-cdapmareBTUHECKON (Health Industry Business
NPOMBbILLIIEHHOCTM Communications Council)

CoBeT Mo genoBbIM
KOMMYHMKaLMAM MeauKo-

thapmaueBTUYECKON
NPOMBILLMEHHOCTY
C E MapkupoBka CE crnyxuT 3asiBneHnem MDR (EU) 2017/745
NPOV3BOANTENS O TOM, YTO NPOAYKT

COOTBETCTBYET TPeOOBaHUAM NPUMEHUMOIO
3akoHogartenbcTBa cTpaH EC. ae
NPUMEHNMO: 3a 3TUM CUMBONOM crnenyet
NMOEHTUMMKALMOHHBIA HOMEP
HOTUhMLMPYEMOro opraHa.

cbope 0TXO00B INEKTPUIECKOrO U

E [ns ykasaHus 0 Heo6X0AMMOM pa3aenbHOM OupekTuea 2012/19/EU
anekTpoHHoro obopyaosaHus (WEEE).

Rx ONLY ®epepanbHbin 3akoH CLUA paspeliaet 21 CFR 801.109(b) (1)
npofaxy 3Toro yCTPOMCTBa TOMNbKO
npodeccroHanbHbIM CTOMaToNoram Mnn no mx

3akasy.
134°C CTtepunusyeTtcs B NnapoBOM CTepunmnsatope ISO 21531/ 20
§44 (aBTOKNABE) NpK ykasaHHOW TeMnepaType
TT OToi1 CTOPOHOI BBEPX ISO 780/ 13
¥ OrpaHunyeHne wtabenupoBaHusa No Macce ISO 780/ 15

0

- ISO 15223-1 Medical devices - Symbols to be used with information to be supplied by the manufacturer -
Part 1: General requirements
- 1ISO 21531 Dentistry - Graphical symbols for dental instruments

- ISO 780 Packaging - Distribution packaging - Graphical symbols for handling and storage of packages

Manufacturer:

CANDULOR AG

Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland
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C

Explicacao dos simbolos

Comunidade Europeia/Uniao Europeia

Simbolo Simbolo Titulo/Descrigao Simbolo Fonte!"/
Numero de referéncia
I Fabricante ISO 15223 - 1/5.1.1
ec | rep Representante autorizado na ISO 15223 -1/5.1.2

Data de fabricagao

ISO 16223 -1/5.1.3

Data de validade

ISO 156223 -1/5.1.4

Cddigo do lote

ISO 15223 -1/5.1.5

Cadigo do lote

ISO 156223 -1/5.1.6

Numero de serie

ISO 15223 - 1/5.1.7

Importador

ISO 15223-1/5.1.8

Distribuidor

ISO 156223-1/5.1.9

Fragil, manusear com cuidado

ISO 156223 —1/5.3.1

A
AV

o)

Armazenar ao abrigo da luz solar

ISO 156223 - 1/5.3.2

Manter seco

ISO 156223 -1/5.3.4

Limite de temperatura

ISO 156223 —1/5.3.7

SIEEE 3

Nao reutilizar

ISO 156223 - 1/5.4.2

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




Consulte as instrugdes de uso ou consulte
as instrugodes eletrdnicas de uso

ISO 15223 -1/5.4.3

Cuidado

ISO 156223 -1/5.4.4

@z ©

Contém nanomateriais

ISO 156223 —1/5.4.11

MD

Dispositivo médico

ISO 16223 - 1/5.7.7

UDI

Identificador unico do dispositivo

ISO 16223 —1/5.7.10

HIBC

Cddigo de barras da industria de saude

Health Industry Business
Communications Council
(Conselho de
comunicagao de negdcios
da industria de saude)

C€

A marcacgao CE é a declaragao do
fabricante de que o produto atende aos
requisitos da legislacao CE aplicavel
Quando aplicavel: O numero de
identificagdo do 6rgéao certificador deve
ser colocado apds este simbolo.

MDR (EU) 2017/745

h5{

Para indicar que é necessaria a coleta
separada de residuo eletronico e
equipamento eletrénico (WEEE).

Diretiva 2012/19/EU

Rx ONLY Leis federais americanas restringem a 21 CFR 801.109(b) (1)
venda ou a encomenda deste dispositivo
exclusivamente a profissionais de
odontologia.
134°C Esterilizavel em um esterilizador a vapor ISO 21531/ 20

(autoclave) na temperature especificada

i1
TT Este lado para cima ISO 780/ 13
¥ Limite de empilhamento por peso ISO 780/ 15

0

- ISO 15223-1 Medical devices - Symbols to be used with information to be supplied by the manufacturer -
Part 1: General requirements
- 1ISO 21531 Dentistry - Graphical symbols for dental instruments

- ISO 780 Packaging - Distribution packaging - Graphical symbols for handling and storage of packages
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C

Forklaring av symboler

gemenskapen/Europeiska unionen

Symbol Symboltitel/beskrivning Symbolkallal'/
referensnummer
I Tillverkare ISO 15223 - 1/5.1.1
ec | rep Auktoriserad representant i Europeiska ISO 15223 -1/5.1.2

-l

Tillverkningsdatum

ISO 15223 -1/5.1.3

g Utgangsdatum ISO 15223 -1/5.1.4

LOT Satsnummer ISO 15223 -1/5.1.5

REF Katalognummer ISO 15223 -1/5.1.6
Serienummer ISO 15223 -1/5.1.7
Importor ISO 15223-1/5.1.8
Distributor ISO 15223 -1/5.1.9

»—-%{‘@2

Omtalig, behandlas varsamt

ISO 15223 —1/5.3.1

Ny
I

o)

Skyddas mot solljus

ISO 156223 - 1/5.3.2

Forvaras torrt

ISO 156223 -1/5.3.4

Temperaturbegransning

ISO 15223 —1/5.3.7

SIEE A

Far ej ateranvandas

ISO 156223 - 1/5.4.2

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




Se bruksanvisningen eller elektroniska
anvisningar

ISO 15223 -1/5.4.3

Varning

ISO 156223 -1/5.4.4

@z ©

Innehaller nanomaterial

ISO 156223 —1/5.4.11

MD

Medicinteknisk produkt

ISO 16223 - 1/5.7.7

UDI

Unik produktidentifiering

ISO 16223 —1/5.7.10

HIBC

Health Industry Bar Code

Health Industry Business
Communications Council

3

CE-market ar tillverkarens intyg pa att
produkten uppfyller kraven i gallande EG-
férordning. | forekommande fall: Det
anmalda organets identifikationsnummer
ska f6lja denna symbol.

MDR (EU) 2017/745

p5{

Indikerar att avfall fran elektrisk och
elektronisk utrustning (WEEE) samlas in
separat.

Direktiv 2012/19/EU

Rx ONLY Enligt federal (USA) lag far denna produkt | 21 CFR 801.109(b) (1)
endast saljas av eller pa ordination av
tandvardspersonal.
134°C Steriliseras i angsterilisator (autoklav) vid ISO 21531/ 20
m angiven temperatur
T Denna sida upp ISO 780/ 13
¥ Staplingsgrans per viktprocent ISO780/15

(1

- 1ISO 15223-1 Medical devices - Symbols to be used with information to be supplied by the manufacturer -
Part 1: General requirements
- ISO 21531 Dentistry - Graphical symbols for dental instruments

- ISO 780 Packaging - Distribution packaging - Graphical symbols for handling and storage of packages

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




C

Forklaring af symboler

Faellesskab/Den Europeeiske Union

Symbol Symboltitel/Beskrivelse Symbolkilde!"/
Referencenummer
I Producent ISO 15223 - 1/5.1.1
Ec | REP Autoriseret repraesentant i Det Europeeiske | ISO 15223 —1/5.1.2

0

Fremstillingsdato

ISO 16223 -1/5.1.3

g Udlgbsdato ISO 15223 -1/5.1.4
LOT Batchkode ISO 15223 -1/5.1.5
REF Katalognummer ISO 15223 -1/5.1.6
SN Serienummer ISO 15223 -1/5.1.7
@ Importer ISO 15223-1/5.1.8
< Distributgr ISO 15223-1/5.1.9
N

Skrabelig, skal handteres med forsigtighed

ISO 15223 —1/5.3.1

\
A

Ma ikke udseettes for sollys

ISO 156223 - 1/5.3.2

Opbevares tart

ISO 156223 -1/5.3.4

Temperaturgreense

ISO 16223 —1/5.3.7

SIS AL

Ma ikke genbruges

ISO 156223 - 1/5.4.2

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




Se brugsanvisningen eller den
elektroniske brugsanvisning

ISO 15223 -1/5.4.3

Forsigtig

ISO 156223 -1/5.4.4

@z ©

Indeholder nanomaterialer

ISO 156223 —1/5.4.11

MD

Medicinsk udstyr

ISO 16223 -1/5.7.7

UDI

Unik enhedsidentifikation

ISO 16223 —1/5.7.10

HIBC

Health Industry Bar Code (international
stregkodestandard for sundhedssektoren)

Health Industry Business
Communications Council
(Radet for virksomheds-
kommunikation i
sundhedssektoren)

C€

CE-meaerkning er producentens erklaering
om, at produktet opfylder kravene i den
geeldende EU-lovgivning. Hvor det er
relevant: Identifikationsnummeret pa det
bemyndigede organ skal fglge dette
symbol.

MDR (EU) 2017/745

h5{

Angiver, at der kraeves saerskilt indsamling
af affald af elektrisk og elektronisk udstyr
(WEEE).

Direktiv 2012/19/EU

Rx ONLY Ifalge amerikansk lov méa denne anordning | 21 CFR 801.109(b) (1)
kun saelges af en tandleege eller efter
dennes ordination.
134°C Kan steriliseres i en dampsterilisator ISO 21531/ 20
m (autoklave) ved den angivne temperatur
T Denne side op ISO 780/ 13
¥ Stablingsgraense efter antal ISO 780/ 15

(1

- 1ISO 15223-1 Medical devices - Symbols to be used with information to be supplied by the manufacturer -
Part 1: General requirements
- ISO 21531 Dentistry - Graphical symbols for dental instruments

- ISO 780 Packaging - Distribution packaging - Graphical symbols for handling and storage of packages

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




C

Symbolien selitykset

yhteis6ssa/Euroopan unionissa

Symboli Symbolin nimi/Kuvaus Symbolin lahde!"/
Viitenumero
I Valmistaja ISO 15223 —1/5.1.1
ec | rep Valtuutettu edustaja Euroopan ISO 15223 -1/5.1.2

-l

Valmistuspaivamaara

ISO 15223 -1/5.1.3

“

Viimeinen kayttopaiva

ISO 15223 -1/5.1.4

LOT Erakoodi ISO 15223 -1/5.1.5

REF Tuotenumero ISO 15223 -1/5.1.6
Sarjanumero ISO 15223 -1/5.1.7
Maahantuoja ISO 15223-1/5.1.8
Jakelija ISO 15223 -1/5.1.9

»—-%{‘@2

Hauras, kasittele varoen

ISO 15223 —1/5.3.1

/

\
N
l)/_/ \

Suojattava auringonpaisteelta

ISO 156223 - 1/5.3.2

Pidettava kuivana

ISO 15223 -1/5.3.4

Lampdatilaraja

ISO 15223 —1/5.3.7

SIEE A

Ei saa kayttaa uudelleen

ISO 156223 - 1/5.4.2

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




Tutustu kayttoohjeisiin tai tutustu
sahkadisiin kayttdohjeisiin

ISO 15223 -1/5.4.3

Huomio

ISO 156223 -1/5.4.4

@z ©

Sisaltda nanomateriaaleja

ISO 156223 —1/5.4.11

MD

Laakintalaite

ISO 16223 - 1/5.7.7

UDI

Yksilollinen laitetunniste

ISO 16223 —1/5.7.10

HIBC

Terveydenhoitoalan viivakoodi

Health Industry Business
Communications Council
(Terveydenhoitoalan
yritysviestinnan neuvosto)

Ce

CE-merkki on valmistajan osoitus siita,
etta tuote on soveltuvan EYlainsaadannon
vaatimusten mukainen. Soveltuvin osin:
Taman symbolin perassa on oltava
hyvaksyntalaitoksen tunnusnumero.

MDR (EU) 2017/745

X

Osoittaa, etta sahko- ja
elektroniikkalaiteromun erilliskerdys on
tarpeen.

Direktiivi 2012/19/EU

Rx ONLY Yhdysvaltain liittovaltiolain mukaan tdman | 21 CFR 801.109(b) (1)
tuotteen myyntioikeus on rajoitettu
hammashoidon ammattilaiselle tai
tallaisen henkildn tilauksesta.
134°C Steriloitavissa hdyrysterilointilaitteessa ISO 21531/ 20
1] (autoklaavissa) maaritellyssa lampétilassa
TT Tama puoli ylos ISO 780/ 13
¥ Pinoamisraja massan mukaan ISO 780/ 15

0

- 1ISO 15223-1 Medical devices - Symbols to be used with information to be supplied by the manufacturer -
Part 1: General requirements
- ISO 21531 Dentistry - Graphical symbols for dental instruments

- ISO 780 Packaging - Distribution packaging - Graphical symbols for handling and storage of packages

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




C

Forklaring av symboler

Symbol Symboltittel/-beskrivelse Symbolkilde!"/
referansenummer
I Produsent ISO 15223 -1/5.1.1
ec | Rep Fullmektig i EF/EU ISO 15223 —1/5.1.2

-l

Produksjonsdato

ISO 16223 -1/5.1.3

x

Siste forbruksdato

ISO 156223 -1/5.1.4

ER
=

LOT Typebetegnelse ISO 15223 -1/5.1.5
REF Katalognummer ISO 15223 -1/5.1.6
SN Serienummer ISO 15223 —-1/5.1.7
@ Importgr ISO 15223-1/5.1.8
< Driftspartner ISO 15223-1/5.1.9
< =

@mtalig, handteres med forsiktighet

ISO 15223 —1/5.3.1

< -

\.
A

Beskyttes mot sollys

ISO 156223 —1/5.3.2

Oppbevares tort

ISO 156223 -1/5.3.4

Grenseverdier for temperatur

ISO 16223 —1/5.3.7

s AL

Ma ikke gjenbrukes

ISO 156223 -1/5.4.2

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




Falg bruksanvisningen eller folg
elektronisk bruksanvisning.

ISO 156223 -1/5.4.3

Forsiktig

ISO 156223 -1/5.4.4

Inneholder nano-materialer

ISO 156223 —1/5.4.11

1gne ©

Medisinsk utstyr

ISO 16223 -1/5.7.7

UDI

Entydig produktidentifikasjon

ISO 16223 - 1/5.7.10

HIBC

Helsenaeringens strekkode

Health Industry Business
Communications Council
(Helsenzeringens
bedriftskommunikasjonsrad)

Ce

CE-merking er produsentens erklaering
av at produktet oppfyller kravene i
gjeldende EU-lovgivning. Hvis det er
relevant: ldentifiseringsnummeret til det
meldte organet skal folge dette symbolet.

MDR (EU) 2017/745

X

Henvisning til den skilte samlingen av
gamle elektro- og elektronikkapparater
(WEEE)

Retningslinje 2012/19/EU

Rx ONLY Etter amerikansk fgderal lovgivning er det | 21 CFR 801.109(b) (1)
bare tannleger og tannteknikere som kan
bestille dette medisinske utstyret.
134°¢ Kan steriliseres ved den angitte ISO 21531/ 20
iﬁ temperaturen
TT Opprettingsposisjon forpakning ISO 780/ 13
¥ Tillatt stablelast ISO 780/ 15

0

- 1ISO 15223-1 Medical devices - Symbols to be used with information to be supplied by the manufacturer -
Part 1: General requirements
- 1ISO 21531 Dentistry - Graphical symbols for dental instruments

- ISO 780 Packaging - Distribution packaging - Graphical symbols for handling and storage of packages

Manufacturer:
CANDULOR AG
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C

Etreciynon cuuBoAwv

EupwTraikn Koivotnta/EupwTraikr ‘Evwon

Z0uBoAo TitAhog/Nepiypa@r ocuppBoAou Mnyn ocupoAoull/
Api1Bp6g avagopdg

I KataokeuaoThg ISO 15223 - 1/5.1.1

ec | REP E€ouaiodotnuévog avTirpdowTTog oTnv ISO 15223 -1/5.1.2

-l

Huepopnvia KataokKeung

ISO 15223 -1/5.1.3

g Huepounvia ARENg ISO 15223 —1/5.1.4

LOT Kwdikég TapTidag ISO 15223 -1/5.1.5

REF ApIBuOG KaTaAdyou ISO 15223 -1/5.1.6
2 EIPIAKOG apIBUOG ISO 15223 -1/5.1.7
Eicaywyéag ISO 15223-1/5.1.8
Alavopéag ISO 15223-1/5.1.9

»—-%{‘@2

EUBpaucTo, XelpIoTEiTE PE TTPOCOXNA

ISO 15223 —1/5.3.1

N
I

o)

PuidooeTte pakpId atrd 1o NAIAKS Gwg

ISO 156223 - 1/5.3.2

Alatnpeite aTeyvo

ISO 156223 -1/5.3.4

Opio Bepuokpaaiag

ISO 156223 —1/5.3.7

SIEE A

Mnv £TTavaxpnoIPoTTIOIEITE

ISO 156223 - 1/5.4.2

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




AvaTtpé€Tte OTIG 00nyieg XpPriong o€ XAapTivn
1l NAEKTPOVIKI] HOPPN

ISO 15223 -1/5.4.3

Mpoooxn

ISO 156223 -1/5.4.4

@z ©

Mepiéxel vavouAika

ISO 156223 —1/5.4.11

MD

laTpoTEXVOAOYIKO TTPOIOV

ISO 16223 —1/5.7.7

UDI

Movadiké avayvwpIioTiké OUCKEUNG

ISO 16223 —1/5.7.10

HIBC

PaBdwTtog kwdikag Tou KAGdou TnG uyeiag

Health Industry Business
Communications Council
(ZupBouAio
ETTIXEIPNUATIKAG
ETTIKOIVWVIAG yIa TOV
KAGdo TnG uyeiag)

Ce

H ofuavaon CE €ival n dnAwaon Tou
KATAOKEUQAOTH OTI TO TTPOIOV TTANPOI TIG

aTTaITAOEIG TNG I0XUouoag vouobeaiag EK.

Ortrou e@appodletal: O apiBuog
avayvwpIiong Tou dIAKOIVWHEVOU QopEéa
TTPETTEI VO akoAouBei auTtd To GUBoAO.

MDR (EU) 2017/745

X

ATtraitnon EexwpIoTr g GUAAOYNG TWV
ATTORANTWY NAEKTPIKOU KAI NAEKTPOVIKOU
ecommAiopou (AHHE).

Odnyia 2012/19/EU

Rx ONLY H opooTrovdiakn vopobeaia Twv H.M.A 21 CFR 801.109(b) (1)
TTEPIOPICEI TNV TTWANCTN TNG OUCKEUNG
auTAG aTTd 0BOVTIOTPIKOUG ETTAYYEAUATIEG
I KATOTTIV EVTOANG TOUG.
134°C Me duvardtnta amooTeipwong o€ KAiBavo | 1ISO 21531/ 20

m QTTO0TEIPWONG aTUOU (AUTOKAUCTO) OTNV
evoedelyuévn Bepuokpaaia
Popd oupewva pe TNV £vOeIgn (TTPOG Ta ISO780/13
TAvW)

k4 Oplo oToiBagng ava uala ISO 780/ 15

(1

- 1ISO 15223-1 Medical devices - Symbols to be used with information to be supplied by the manufacturer -
Part 1: General requirements
- 1ISO 21531 Dentistry - Graphical symbols for dental instruments

- ISO 780 Packaging - Distribution packaging - Graphical symbols for handling and storage of packages

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




C

Objasnienie symboli

Wspdlnoty Europejskiej/Unii Europejskiej

Symbol Nazwa symbolu/Opis Zrédto symbolul'y
Numer referencyjny
I Producent ISO 15223 —1/5.1.1
ec | rep Autoryzowany przedstawiciel na terenie ISO 15223 -1/5.1.2

-l

Data produkcji

ISO 15223 -1/5.1.3

“

Data waznosci

ISO 15223 -1/5.1.4

LOT

Kod partii

ISO 156223 -1/5.1.5

REF

Numer katalogowy

ISO 15223 -1/5.1.6

Numer seryjny

ISO 16223 —-1/5.1.7

Importer

ISO 156223-1/5.1.8

Dystrybutor

ISO 156223 -1/5.1.9

»—-%{‘@2

Kruchy, obchodzi¢ sie ostroznie

ISO 15223 —1/5.3.1

Ny
I

o)

Chroni¢ przed swiattem stonecznym

ISO 156223 - 1/5.3.2

Chroni¢ przed wilgocig

ISO 156223 -1/5.3.4

Ograniczenie temperatury

ISO 156223 —1/5.3.7

SIEE A

Nie uzywac¢ ponownie

ISO 156223 - 1/5.4.2

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




Zapoznac sie z instrukcjg uzytkowania lub
elektroniczng instrukcjg uzytkowania

ISO 15223 -1/5.4.3

Przestroga

ISO 156223 -1/5.4.4

@z ©

Zawiera nanomateriaty

ISO 156223 —1/5.4.11

MD

Wyréb medyczny

ISO 16223 - 1/5.7.7

UDI

Unikalny identyfikator urzgdzenia

ISO 16223 —1/5.7.10

HIBC

Kod kreskowy HIBCC

Health Industry Business
Communications Council
(Rada ds. Komunikacji
biznesowej w sektorze
ochrony zdrowia)

C€

Oznakowanie CE jest deklaracjg
producenta dotyczacq tego, ze produkt
spetnia wymagania obowigzujgcego
prawodawstwa WE. W stosownych
przypadkach: numer identyfikacyjny
jednostki notyfikowanej powinien
znajdowac sie po tym symbolu.

MDR (EU) 2017/745

X

Wskazanie, ze wymagana jest selektywna
zbidrka zuzytego sprzetu elektrycznego i
elektronicznego (WEEE).

Dyrektywa 2012/19/EU

Rx ONLY Prawo federalne Stanéw Zjednoczonych 21 CFR 801.109(b) (1)
zezwala na sprzedaz tego wyrobu
lekarzowi stomatologowi lub na zlecenie
lekarza stomatologa.
134°C Mozna sterylizowaé w sterylizatorze ISO 21531/ 20
i parowym (autoklawie) w okreslone;j
temperaturze
T Ta strong w gére ISO 780/ 13
¥ Limit masy przy ustawieniu pietrowym ISO 780/ 15

(1

- 1ISO 15223-1 Medical devices - Symbols to be used with information to be supplied by the manufacturer -

Part 1: General requirements
- 1ISO 21531 Dentistry - Graphical symbols for dental instruments

- ISO 780 Packaging - Distribution packaging - Graphical symbols for handling and storage of packages

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




C

Razlaga simbolov

skupnosti/Evropski uniji

Simbol Pomen/opis simbola Virl'/referencna Stevilka
simbola
I Proizvajalec ISO 15223 - 1/5.1.1
ec | REP Pooblas&eni zastopnik v Evropski ISO 15223 -1/5.1.2

-l

Datum proizvodnje

ISO 15223 -1/5.1.3

“

Rok uporabe

ISO 15223 -1/5.1.4

LOT

Koda serije

ISO 16223 -1/5.1.5

REF

KataloSka Stevilka

ISO 15223 -1/5.1.6

Serijska Stevilka

ISO 16223 —-1/5.1.7

Uvoznik

ISO 15223-1/5.1.8

Uvoznik

ISO 156223 -1/5.1.9

»—-%{‘@2

Krhko, rokujte previdno

ISO 15223 —1/5.3.1

/

\
N
l)/_/ \

ZaScitite pred sonéno svetlobo

ISO 156223 - 1/5.3.2

Hranite na suhem

ISO 15223 -1/5.3.4

Omejitev temperature

ISO 15223 —1/5.3.7

SIEE A

Ne uporabite ponovno/samo za enkratno
uporabo

ISO 156223 - 1/5.4.2

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




Glejte navodila za uporabo ali elektronska
navodila za uporabo

ISO 15223 -1/5.4.3

Previdnostno obvestilo

ISO 156223 -1/5.4.4

@z ©

Vsebuje nano materiale

ISO 156223 —1/5.4.11

MD

Medicinski pripomocek

ISO 16223 —1/5.7.7

UDI

Edinstveni identifikator pripomocka
(Edinstvena identifikacija naprave)

ISO 16223 - 1/5.7.10

HIBC

Health Industry Bar Code (&rtna koda
zdravstvene industrije)

Health Industry Business
Communications Council
(Svet zdravstvene
industrije za poslovno
komuniciranje)

e

Oznaka CE je proizvajalCeva izjava, da
izdelek izpolnjuje zahteve veljavne
zakonodaje ES. Kjer je ustrezno: temu
simbolu sledi identifikacijska Stevilka
priglaSenega organa.

MDR (EU) 2017/745

)5

Zahteva se oznacba za lo€eno zbiranje
odpadne elektricne in elektronske opreme
(OEEO).

Direktiva 2012/19/EU

Rx ONLY Zvezni zakon ZDA omejuje prodajo tega 21 CFR 801.109(b) (1)
pripomocka po naroc€ilu zobozdravnika.
134°C Mozna sterilizacija v parnem sterilizatorju | 1SO 21531/ 20
m (avtoklavu) pri dolo€eni temperaturi.
T Ta stran gor ISO 780/ 13
¥ Zlaganje omejeno z maso ISO 780/ 15

(1

- 1ISO 15223-1 Medical devices - Symbols to be used with information to be supplied by the manufacturer -
Part 1: General requirements
- ISO 21531 Dentistry - Graphical symbols for dental instruments

- ISO 780 Packaging - Distribution packaging - Graphical symbols for handling and storage of packages

Manufacturer:
CANDULOR AG
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C

Objasnjenje simbola

zajednici/Europskoj uniji

Simbol Naziv/opis simbola Izvor simbolal'/
referentni broj
I Proizvodac ISO 15223 - 1/5.1.1
ec | REP Ovlasteni predstavnik u Europskoj ISO 15223 -1/5.1.2

-l

Datum proizvodnje

ISO 15223 -1/5.1.3

“

Rok trajanja

ISO 15223 -1/5.1.4

LOT

Sifra serije

ISO 156223 -1/5.1.5

REF

KataloSki broj

ISO 15223 -1/5.1.6

Serijski broj

ISO 16223 —-1/5.1.7

Uvoznik

ISO 15223-1/5.1.8

Distributer

ISO 156223 -1/5.1.9

»—-%{‘@2

Lomljivo, paZzljivo rukovati

ISO 15223 —1/5.3.1

Ny
I

o)

Drzati dalje od sunceve svjetlosti

ISO 156223 - 1/5.3.2

Cuvati suhim

ISO 156223 -1/5.3.4

Ogranicenje temperature

ISO 15223 —1/5.3.7

SIEE A

Nemojte ponovno upotrijebiti

ISO 156223 - 1/5.4.2

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




Pogledajte upute za uporabu ili digitalnu
verziju uputa

ISO 15223 -1/5.4.3

Oprez

ISO 156223 -1/5.4.4

@z ©

Sadrzi nanomaterijale

ISO 156223 —1/5.4.11

MD

Medicinski proizvod

ISO 16223 - 1/5.7.7

UDI

Jedinstveni identifikator proizvoda (UDI)

ISO 16223 —1/5.7.10

HIBC

HIBC kod

HIBCC (Vijete za
poslovne komunikacije
zdravstvene industrije)

Ce

Oznaka CE izjava je proizvodaca da
proizvod ispunjava zahtjeve mjerodavnog
zakonodavstva EZ-a. Kada je primjenjivo:
Identifikacijski broj prijavljenog tijela mora
biti naveden nakon ovog simbola.

MDR (EU) 2017/745

X

Oznacava da je potrebno odvojeno
prikupljanje otpadne elektricne i
elektroni¢ke opreme (OEEO).

Direktiva 2012/19/EU

Rx ONLY Ameri¢kim saveznim zakonom ograni¢ava | 21 CFR 801.109(b) (1)
se prodaja ovog uredaja od strane ili po
nalogu stomatologa.
134°C Moze se sterilizirati u parnom sterilizatoru | 1SO 21531/ 20
m (autoklavu)
pri navedenoj temperaturi
T Ova strana gore ISO 780/ 13
¥ Ogranicenje opterec¢enja po masi kod ISO 780/ 15

naslagivanja

(1

- ISO 15223-1 Medical devices - Symbols to be used with information to be supplied by the manufacturer -
Part 1: General requirements
- 1ISO 21531 Dentistry - Graphical symbols for dental instruments

- ISO 780 Packaging - Distribution packaging - Graphical symbols for handling and storage of packages

Manufacturer:
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C

Vysvétleni symbolu

Symbol Nazev/Popis symbolu Zdroj symbolul//
Referencni cislo
I Vyrobce ISO 15223 —1/5.1.1
ec | rep Autorizovany zastupce v Evropském ISO 15223 -1/5.1.2
spolecenstvi/Evropské unii
! \ Datum vyroby ISO 15223 -1/5.1.3
g Datum exspirace ISO 15223 —1/5.1.4
LOT Cislo $arze ISO 15223 -1/5.1.5
REF Katalogové Cislo ISO 15223 -1/5.1.6
Sériové Cislo ISO 15223 -1/5.1.7
Dovozce ISO 15223-1/5.1.8
Distributor ISO 15223-1/5.1.9

Krehké, manipulujte s opatrnosti

ISO 15223 —1/5.3.1

Ny
I

o)

Uchovavejte mimo dosah sluneéniho
zareni

ISO 156223 - 1/5.3.2

Uchovavejte v suchu

ISO 15223 -1/5.3.4

Teplotni limit

ISO 15223 —1/5.3.7

SIEE A

Nepouzivejte opakované

ISO 156223 - 1/5.4.2

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




Prectéte si navod k pouZiti anebo prectéte
si elektronicky navod k pouziti

ISO 15223 -1/5.4.3

Upozornéni

ISO 156223 -1/5.4.4

@z ©

Obsahuje nanomaterialy

ISO 156223 —1/5.4.11

MD

Zdravotnicky prostfedek

ISO 16223 —1/5.7.7

UDI

Jedinecny identifikator prostfedku

ISO 16223 —1/5.7.10

HIBC

Carovy kdd pro zdravotnictvi

Health Industry Business
Communications Council
(Rada pro obchodni
komunikaci ve
zdravotnictvi)

C€

Oznaceni CE je prohlasenim vyrobce, ze
produkt splfiuje poZadavky pfislusnych
pravnich predpisl ES. V relevantnich
situacich: Za timto symbolem nasleduje
identifikacni Cislo oznameného subjektu.

MDR (EU) 2017/745

p5{

Oznaceni, ze je vyzadovan oddéleny sbér
odpadnich elektrickych a elektronickych
zafizeni (OEEZ).

Smeérnice 2012/19/EU

Rx ONLY Federalni zakony v USA omezuji prodej 21 CFR 801.109(b) (1)
tohoto produktu na stomatologa nebo dle
jeho objednavky.
134°C Lze sterilizovat v parnim sterilizatoru ISO 21531/ 20
1] (autoklavu) pfi stanovené teploté
T Timto smé&rem nahoru ISO 780/ 13
¥ Limit stohovani podle hmotnosti ISO 780/ 15

0

- 1ISO 15223-1 Medical devices - Symbols to be used with information to be supplied by the manufacturer -

Part 1: General requirements
- ISO 21531 Dentistry - Graphical symbols for dental instruments

- ISO 780 Packaging - Distribution packaging - Graphical symbols for handling and storage of packages

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com
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C

Vysvetlivky k symbolom

Symbol Nazov/opis symbolu Zdroj"/referenéné ¢&islo
symbolu
I Vyrobca ISO 15223 —1/5.1.1
ec | rep Autorizovany zastupca v Eurépskom ISO 15223 -1/5.1.2
spoloCenstve/Eurdpskej unii

! \ Datum vyroby ISO 15223 -1/5.1.3

g Datum spotreby ISO 15223 —-1/5.1.4

LOT Cislo $arze ISO 15223 -1/5.1.5
REF Katalégové Cislo ISO 15223 -1/5.1.6

Sériové Cislo

ISO 16223 —-1/5.1.7

Importér

ISO 15223-1/5.1.8

Distributor

ISO 156223 -1/5.1.9

Krehké, zaobchadzat opatrne

ISO 156223 —1/5.3.1

/

\
N
l)/_/ \

Uchovavajte mimo sine¢ného svetla

ISO 156223 - 1/5.3.2

Skladujte v suchu

ISO 156223 -1/5.3.4

Teplotné obmedzenie

ISO 15223 —1/5.3.7

SIEE A

Nepouzivajte opakovane

ISO 156223 - 1/5.4.2

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




Pozrite navod na pouzitie alebo navod na
pouzitie v elektronickej forme

ISO 15223 -1/5.4.3

Upozornenie

ISO 156223 -1/5.4.4

@z ©

Obsahuje nanomaterialy

ISO 156223 —1/5.4.11

MD

Zdravotnicka pomdcka

ISO 16223 —1/5.7.7

UDI

Jedinecny identifikator pombcky

ISO 16223 —1/5.7.10

HIBC

Ciarovy kdd pre zdravotnictvo

Health Industry Business
Communications Council
[Rada pre obchodnu
komunikaciu
zdravotnickeho priemyslu
(HIBCC)]

Ce

CE oznacenie je vyhlasenim vyrobcu, Zze
vyrobok spifia poziadavky prislusne;
legislativy EK. Tam, kde sa to vztahuje: za
tymto symbolom musi nasledovat’
identifikacné Cislo notifikacného organu.

MDR (EU) 2017/745

h5{

Oznacenie, Ze sa vyzaduje separovany
zber odpadu z elektrickych a
elektronickych zariadeni (OEEZ).

Smernica 2012/19/EU

Rx ONLY Federalny zakon USA obmedzuje predaj 21 CFR 801.109(b) (1)
tejto pomdcky iba prostrednictvom alebo
na objednavku zubného lekara.
134°C Sterilizovatelné v parnom sterilizatore ISO 21531/ 20
m (autoklave) pri Specifikovanej teplote
T Tymto smerom nahor ISO 780/ 13
¥ Hmotnostny limit pre stohovanie ISO 780/ 15

(1

- 1ISO 15223-1 Medical devices - Symbols to be used with information to be supplied by the manufacturer -

Part 1: General requirements
- ISO 21531 Dentistry - Graphical symbols for dental instruments

- ISO 780 Packaging - Distribution packaging - Graphical symbols for handling and storage of packages
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C

Szimbolumok magyarazata

Kézosségben/Eurdpai Unidban

Szimbo6lum Szimbdlum jelentése/leirasa Szimbélum forrasal'y/
referenciaszama
I Gyarté ISO 15223 -1/5.1.1
Ec | REP Felhatalmazott képvisel6 az Eurdpai ISO 156223 - 1/5.1.2

0

Gyartas datuma

ISO 16223 -1/5.1.3

“

Lejarati datum

ISO 156223 -1/5.1.4

LOT Tételszam ISO 15223 -1/5.1.5
REF Katalégusszam ISO 15223 -1/5.1.6

SN Sorozatszam ISO 15223 -1/5.1.7
@ Importér ISO 15223-1/5.1.8
< Forgalmazo ISO 15223 -1/5.1.9
&y

Torékeny, ovatosan kezelje!

ISO 156223 —1/5.3.1

\
A

Ne tegye ki kozvetlen napfénynek!

ISO 156223 - 1/5.3.2

Tartsa szarazon!

ISO 156223 -1/5.3.4

Hémérséklet korlat

ISO 16223 —1/5.3.7

SIS AL

Ne hasznalja fel ujral

ISO 156223 - 1/5.4.2

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




Olvassa el a hasznalati utmutatot vagy
nézze meg az elektronikus hasznalati
utmutatét!

ISO 15223 -1/5.4.3

Figyelmeztetés

ISO 15223 -1/5.4.4

a5 ©

Nanoanyagokat tartalmaz

ISO 156223 —1/5.4.11

MD

Orvostechnikai eszk6z

ISO 16223 —1/5.7.7

UDI

Egyedi készilékazonositd

ISO 16223 - 1/5.7.10

HIBC

Egészségligyi vonalkdd

Health Industry Business
Communications Council
(Egészséguigyi Ipari Uzleti
Kommunikaciés Tanacs)

C€

A CE jeldléssel ellatott termékek a gyartd
nyilatkozata szerint megfelelnek az EU-
szabalyoknak. Ahol alkalmazando, ott a
szimbdlum utén fel kell tintetni a
tajékoztatott szerv azonositoszamat.

MDR (EU) 2017/745

p5{

Az elektromos és elektronikus
berendezések hulladékait (WEEEE) kilon
kell gy(jteni.

2012/19/EU iranyelv

Rx ONLY Az Egyesiilt Allamok szdvetségi 21 CFR 801.109(b) (1)
térvényeinek korlatozasai szerint az
eszk6z csak fogorvos rendelésére
forgalmazhaté.
134°C Gdzsterilizaléban (autoklavban) ISO 21531/ 20

fert6tlenithetd, a megadott hémérsékleten

1
TT Erre felfelé ISO 780/ 13
¥ Megengedett egymasra rakasi suly ISO 780/ 15

(1

- 1ISO 15223-1 Medical devices - Symbols to be used with information to be supplied by the manufacturer -
Part 1: General requirements
- ISO 21531 Dentistry - Graphical symbols for dental instruments

- ISO 780 Packaging - Distribution packaging - Graphical symbols for handling and storage of packages
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C

ObjacHyBaHe Ha cumbonuTe

3aegHuua/EBponckaTta yHuja

Cumbon Hasus/onuc Ha cumbonoT MN3sop Ha cumbonoT!'l/
pecdepeHTeH 6poj
I MpownssoauTen ISO 15223 - 1/5.1.1
ec | rep OsnacteH npeTcTaBHWK BO EBponckaTta ISO 15223 -1/5.1.2

-l

[atym Ha npon3BoaCcTBO

ISO 15223 -1/5.1.3

“

[a ce kopucTtun oo

ISO 15223 -1/5.1.4

LOT

Koa Ha cepuja

ISO 16223 -1/5.1.5

REF

Bbpoj Ha kaTarnor

ISO 15223 -1/5.1.6

Cepuckn 6poj

ISO 16223 —-1/5.1.7

YBO3HUK

ISO 15223-1/5.1.8

OuctpnbyTep

ISO 156223 -1/5.1.9

»—-%{‘@2

KpwnurBo, pakyBajTe co BHUMaHue

ISO 156223 —1/5.3.1

N
I

o)

UyBajTe noganeky of coHYyeBa CBeTNIMHA

ISO 156223 - 1/5.3.2

UyBajTe cyBO

ISO 156223 -1/5.3.4

OrpaHuyyBatse Ha Temnepatypa

ISO 15223 —1/5.3.7

SIEE A

He kopucTeTe NoBTOPHO

ISO 156223 - 1/5.4.2

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




KoHcynTupajTe ynaTtctBa 3a ynotpeba unm
KOHCYNTMpajTe eNeKTPOHCKN ynaTcTea 3a
ynotpeba

ISO 15223 - 1/5.4.3

BHumaHue

ISO 15223 -1/5.4.4

Cogpxn HaHO maTepujanu

ISO 156223 —1/5.4.11

C
gn
JAN
&

MeanuuHckn ypea

ISO 16223 —1/5.7.7

UDI

EanHcTBeH ngeHtudukatop Ha ypen

ISO 16223 - 1/5.7.10

HIBC

bap-kopg 3a 3gpaBcTBeHa MHAYCTpUja

(Health Industry Business
Communications Council)
CoBeT 3a AenoBHU
KOMYHMKaLMM Ha

3[paBcTBeEHaTa
nHaycTpuja
c € CE o3HakaTa e aeknapaumjaTa Ha MDR (EU) 2017/745

NPoOn3BOANTENOT AeKa NPON3BOAOT M

ncnonHyea 6apawara Ha NnpuMeHnMBaTa

nerncnatma Ha E3. Kape wto e

npuMeHnMBo: NoeHTndukaunoHoT 6poj Ha

M3BeCcTeHOTO Teno Ke ro creain oBoj

cumbon.

MoTpebHo e oa ce HaBene N3ABOEHO Oupektnea 2012/19/EU

h5{

cobuparse 3a oTnagHa enekTpmyHa u
enekTpoHcka onpema (WEEE).

Rx ONLY CojysHoTo npaso Ha CA[l ja orpaHu4yBa 21 CFR 801.109(b) (1)

npogaxkdarta Ha OBOj ypen Nno unu Ha
Hapayka o AeHTanHu npodecroHanum.

134°C Ce cTepununsnpa Bo cTepunusaTop Ha ISO 21531/ 20

1] napea (aBToknaB) Ha HaBeaeHaTa
TemnepaTypa

TT OTTyKa Harope ISO 780/ 13

¥ OrpaHunuyBat-e Ha pefetbe cnopea maca | 1ISO 780/ 15

0

- 1ISO 15223-1 Medical devices - Symbols to be used with information to be supplied by the manufacturer -
Part 1: General requirements
- 1ISO 21531 Dentistry - Graphical symbols for dental instruments

- ISO 780 Packaging - Distribution packaging - Graphical symbols for handling and storage of packages
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C

ObsacHeHne Ha n3non3BaHuTe CUMBONU

CumBon HaumeHoBaHue/onucanue Ha cumBona | Uatounuk!pedepeHteH
HOMep Ha cMMBona
I MpownssoauTten ISO 15223 -1/5.1.1
Ec | REP YnbrHoMOLLEeH npeacTasuTer B ISO 156223 - 1/5.1.2
EBponeinckaTta o6wHocT/EBponenckms
Cblo3
! \ [aTta Ha npon3BOACTBO ISO 15223 -1/5.1.3
g [a ce nsnonsea ao ISO 15223 —1/5.1.4
LOT MapTuaeH kog ISO 15223 -1/5.1.5
REF KaTtanoxeH Homep ISO 15223 -1/5.1.6

CepueH Homep

ISO 16223 - 1/5.1.7

BHocuten

ISO 156223-1/5.1.8

OuctpnbyTop

ISO 156223-1/5.1.9

L‘|yI'IJ'II/IBO, Aa ce npeHacs c nosuLLEHO
BHUMaHue

ISO 15223 —1/5.3.1

N
7N

o)

[a ce nasu oT cnbHYeBa CBETIMHA

ISO 156223 - 1/5.3.2

[a ce nasu cyxo

ISO 156223 -1/5.3.4

TemnepaTypHa rpaHuua

ISO 16223 —1/5.3.7

SIEEL 3

[a He ce n3nonssa NOBTOPHO

ISO 156223 - 1/5.4.2

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




BwxTe nHCTpykuumTe 3a ynotpeba nnu
€NeKTPOHHUTE MHCTPYKUMK 3a ynoTpeba

ISO 15223 -1/5.4.3

BHumaHue

ISO 156223 -1/5.4.4

C'bﬂ,'bp)Ka HaHO MaTepunanun

ISO 156223 —1/5.4.11

C
gn
JAN
&

MeauuunHcko nspenne

ISO 16223 - 1/5.7.7

UDI

YHuUKaneH naeHtudukaTop Ha u3genmeTo

ISO 16223 —1/5.7.10

HIBC

bapkoa Ha 3gpaBHUNA CeKTop

CbBeT 3a busHec
KOMYHUKaL MM B 34paBHUS
cektop (HIBCC)

Ce

CE mapkupoBkaTta e geknapauusita Ha
Npon3BOANTENS, Ye NPOAYKTbLT OTroBaps
Ha N3MCKBAHMSTA HA MNPUNOXUMOTO
3akoHopaTencTteo Ha EK. Kbgeto e
npunoxmmo: NaeHTnpnkaumoHHmaT
HOMEpP Ha HOTUMMLMPaHNS OpraH e
crnegsa TO3M CUMBOI.

MDR (EU) 2017/745

p5{

lNMokasea, 4Ye ce u3nckea pasgeriHo
cbbupaHe Ha oTnagbuuTe OT
eneKTpUYecKo 1 enekTPoHHO obopyaBaHe
(OEEO).

Oupektnea 2012/19/EU

Rx ONLY ®epepanHoTo 3akoHogatencteo Ha CALL | 21 CFR 801.109(b) (1)
orpaHvnyaBa npogaxbaTa Ha ToBa
nsgenue oo npogaxba ot unm no nopbyka
Ha JQeHTarneH nekap.
134°C Ctepunuaumpa ce B napeH crepunuaaTop ISO 21531/ 20

(aBTOKNaB) Ha NocoveHaTa Temnepatypa

i1
TT C Ta3u cTpaHa Harope ISO 780/ 13
¥ OrpaHuYeHmre 3a nogpexaaHe no maca ISO 780/ 15

0

- ISO 15223-1 Medical devices - Symbols to be used with information to be supplied by the manufacturer -
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C

Explicatia simbolurilor

Europeana/Uniunea Europeana

Simbol Descriere/Titlu simbol Sursa simbol/
Numar de referinta
I Producator ISO 15223 -1/5.1.1
ec | rep Reprezentant autorizat in Comunitatea ISO 15223 -1/5.1.2

-l

Data fabricatiei

ISO 15223 -1/5.1.3

“

A se utiliza pana la data

ISO 156223 -1/5.1.4

LOT Cod lot ISO 15223 -1/5.1.5

REF Numar catalog ISO 15223 -1/5.1.6
Serie ISO 15223 -1/5.1.7
Importator ISO 15223-1/5.1.8
Distribuitor ISO 15223-1/5.1.9

»—-%{‘@2

Fragil, a se manipula cu atentie

ISO 15223 —1/5.3.1

/

\
N
l)/_/ \

A se pastra la adapost de lumina soarelui

ISO 156223 - 1/5.3.2

A se pastra uscat

ISO 15223 -1/5.3.4

Limita de temperatura

ISO 15223 —1/5.3.7

SIEE A

A nu se reutiliza

ISO 156223 - 1/5.4.2

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




Consultati instructiunile de utilizare sau
consultati instructiunile de utilizare in
format electronic

ISO 15223 - 1/5.4.3

Atentie

ISO 156223 -1/5.4.4

a5 ©

Contine nano-materiale

ISO 156223 —1/5.4.11

MD

Dispozitiv medical

ISO 16223 —1/5.7.7

UDI

Identificator unic al dispozitivului

ISO 16223 - 1/5.7.10

HIBC

Cod de bare al Industriei Medicale

(Health Industry Business
Communications Council)
Consiliul de Comunicatii
de Afaceri al Industriei
Medicale

e

Marcajul CE este declaratia producatorului
conform careia produsul indeplineste
cerintele legislatiei CE aplicabile. Daca
este cazul: Numarul de identificare al
Organismului notificat urmeaza acest
simbol.

MDR (EU) 2017/745

X

Pentru a indica faptul ca este necesara
colectarea separata a deseurilor
deechipamente electrice si electronice
(DEEE).

Directiva 2012/19/EU

Rx ONLY Legea federala a Statelor Unite 21 CFR 801.109(b) (1)
restrictioneaza acest dispozitiv la
vanzarea de catre sau la comanda unui
profesionist in medicina dentara.
134°C Sterilizabil in sterilizator cu abur ISO 21531/ 20
1] (autoclava) la temperature specificata
T Cu partea aceasta in sus ISO780/13
£ 4 Limita de stivuire Tn functie de masa ISO 780/ 15

(1

- 1ISO 15223-1 Medical devices - Symbols to be used with information to be supplied by the manufacturer -
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C

Sumbolite seletus

Simbol Siimboli nimetus/kirjeldus Siimboli allikas!/
viitenumber
I Tootja ISO 15223 —1/5.1.1
ec | rep Volitatud esindaja Euroopa Uhenduses ISO 15223 -1/5.1.2

-l

Tootmiskuupaev

ISO 16223 -1/5.1.3

x

Kasutada enne

ISO 156223 -1/5.1.4

ER
=

LOT Partii kood ISO 15223 -1/5.15
REF Katalooginumber ISO 15223 -1/5.1.6
SN Seerianumber ISO 15223 -1/5.1.7
@ Importija ISO 15223-1/5.1.8
< Levitaja ISO 15223-1/5.1.9
<=

Kergesti purunev, kasitseda ettevaatlikult

ISO 156223 —1/5.3.1

< -

\.
A

Hoida otsese valguse eest

ISO 156223 - 1/5.3.2

Hoida kuivana

ISO 156223 -1/5.3.4

Piirtemperatuur

ISO 16223 —1/5.3.7

s AL

Mitte korduskasutada

ISO 156223 -1/5.4.2

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




Vaadake kasutusjuhendit voi elektroonilist
kasutusjuhendit

ISO 15223 - 1/5.4.3

Ettevaatust!

ISO 156223 -1/5.4.4

@z ©

Sisaldab nanomaterjale

ISO 156223 —1/5.4.11

MD

Meditsiiniseade

ISO 16223 - 1/5.7.7

UDI

Kordumatu seadme identifikaator

ISO 156223 - 1/5.7.10

HIBC

Tervishoiutdostuse vootkood

Health Industry Business
Communications Council
(Tervishoiutddstuse
arikommunikatsiooni
ndukogu)

C€

CE-margis on tootja deklaratsioon selle
kohta, et toode vastab asjakohasele EU
seadusele. Kui rakendub: Teavitatud
asutuse ID-number jargneb sellele
sumbolile

MDR (EU) 2017/745

p5{

Markimaks elektri- ja
elektroonikaseadmete kohustuslikku eraldi
jaatmekogumissisteemi

Direktiiv 2012/19/EU

Rx ONLY USA féderaalseaduste piirangute kohaselt | 21 CFR 801.109(b) (1)
tohib seda seadet mila ainult hambaarst
voi tema korraldusel
134°C Steriliseeritav aursterilisaatoris ISO 21531/ 20
1] (autoklaavis) maaratud temperatuuril
T See pool iiles ISO 780/ 13
¥ Massi alusel virnastuse piir ISO 780/ 15

0

- 1ISO 15223-1 Medical devices - Symbols to be used with information to be supplied by the manufacturer -
Part 1: General requirements
- ISO 21531 Dentistry - Graphical symbols for dental instruments

- ISO 780 Packaging - Distribution packaging - Graphical symbols for handling and storage of packages

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




C

Simbolu skaidrojums

Kopiena/Eiropas Savieniba

Simbols Simbola nosaukums/apraksts Simbola avots!"/
atsauces numurs

I RaZotajs ISO 15223 -1/5.1.1

ec | REP Pilnvarotais parstavis Eiropas ISO 15223 -1/5.1.2

-l

Razo$anas datums

ISO 15223 -1/5.1.3

“

Deriguma termins

ISO 15223 -1/5.1.4

LOT

Partijas kods

ISO 156223 -1/5.1.5

REF

Kataloga numurs

ISO 15223 -1/5.1.6

Sérijas numurs

ISO 16223 —-1/5.1.7

Importétajs

ISO 15223-1/5.1.8

Izplatitajs

ISO 156223 -1/5.1.9

»—-%{‘@2

Trausls, rikoties uzmanigi

ISO 15223 —1/5.3.1

Ny
I

o)

Sargat no saules gaismas

ISO 156223 - 1/5.3.2

Glabat sausa vieta

ISO 156223 -1/5.3.4

Temperatiras ierobeZojums

ISO 15223 —1/5.3.7

SIEE A

Nelietot atkartoti

ISO 156223 - 1/5.4.2

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




Skatit lietoSanas instrukciju vai
elektronisko lietoSanas instrukciju.

ISO 15223 -1/5.4.3

Uzmanibu!

ISO 156223 -1/5.4.4

@z ©

Satur nanomaterialus

ISO 156223 —1/5.4.11

MD

Medicinas ierice

ISO 16223 -1/5.7.7

UDI

lerices unikalais identifikators

ISO 16223 —1/5.7.10

HIBC

Veselibas nozares svitrkods

Health Industry Business
Communications Council
(Veselibas nozares
lietiSkas sazinas padome)

Ce

CE markéjums ir razotaja pazinojums par
to, ka izstradajums atbilst piemérojamo ES
tiestbu aktu prasibam. Ja attiecinams: péc
8T simbola ir jabat noraditam pilnvarotas
iestades identifikacijas numuram.

MDR (EU) 2017/745

X

Norada, ka elektrisko un elektronisko
iekartu atkritumiem (EEIA) ir nepiecieSama
atseviSka savaksana.

Direktiva 2012/19/EU

Rx ONLY Atbilstosi ASV federalajiem likumiem So 21 CFR 801.109(b) (1)
ierici drikst pardot tikai profesionalam
zobarstam vai péc profesionala zobarsta
norikojuma.
134°C Sterilizéjams tvaika steriliz€éSanas iekarta ISO 21531/ 20
1] (autoklava) noradttaja temperatira
T So pusi uz augsu ISO 780/ 13
¥ SakrauSanas ierobezojums péc masas ISO 780/ 15

0

- 1ISO 15223-1 Medical devices - Symbols to be used with information to be supplied by the manufacturer -
Part 1: General requirements
- ISO 21531 Dentistry - Graphical symbols for dental instruments

- ISO 780 Packaging - Distribution packaging - Graphical symbols for handling and storage of packages

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




C

Simboliy paaiskinimas

Bendrijoje/Europos Sagjungoje

Simbolis Simbolio pavadinimas/aprasas Simbolio Saltinis!"/
nuorodos numeris

I Gamintojas ISO 15223 -1/5.1.1

ec | REP |galiotasis atstovas Europos ISO 15223 -1/5.1.2

-l

Pagaminimo data

ISO 15223 -1/5.1.3

“

Naudoti iki

ISO 15223 -1/5.1.4

LOT

Partijos kodas

ISO 16223 -1/5.1.5

REF

Katalogo numeris

ISO 15223 -1/5.1.6

Serijos numeris

ISO 16223 —-1/5.1.7

Importuotojas

ISO 15223-1/5.1.8

Platintojas

ISO 156223 -1/5.1.9

»—-%{‘@2

Trapu, elgtis atsargiai

ISO 15223 —1/5.3.1

/

\
N
l)/_/ \

Laikyti atokiau nuo saulés spinduliy

ISO 156223 - 1/5.3.2

Laikyti sausoje vietoje

ISO 15223 -1/5.3.4

Temperatdros apribojimas

ISO 15223 —1/5.3.7

SIEE A

Pakartotinai nenaudoti

ISO 156223 - 1/5.4.2

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com

Date information prepared: 2023-01




Zr. naudojimo instrukcijg arba elektronine
naudojimo instrukcijg

ISO 15223 -1/5.4.3

Démesio

ISO 156223 -1/5.4.4

@z ©

Sudétyje yra nanomedziagy

ISO 156223 —1/5.4.11

MD

Medicinos prietaisas

ISO 16223 —1/5.7.7

UDI

Unikalus prietaiso identifikatorius

ISO 16223 —1/5.7.10

HIBC

Sveikatos pramonés briksninis kodas

Health Industry Business
Communications Council
(Sveikatos pramonés
verslo rySiy taryba)

Ce

CE zenklas yra gamintojo patvirtinimas,
kad produktas atitinka taikomus EB teisés
akty reikalavimus. Kur taikytina: Po Sio
simbolio turi eiti notifikuotosios jstaigos
identifikavimo numeris.

MDR (EU) 2017/745

X

Rodo, kad elektros ir elektroninés jrangos
atliekas (EEJA) reikia rinkti atskirai.

Direktyva 2012/19/EU

Rx ONLY Siuo prietaisu pagal JAV federalinj 21 CFR 801.109(b) (1)
jstatyma leidZiama prekiauti tik
odontologams arba jy nurodymu.
134°C Galima sterilizuoti gary sterilizatoriuje ISO 21531/ 20
ﬁi (autoklave), nurodytoje temperatiroje
TT Sita puse j virdy ISO 780/ 13
¥ Krovimo vienas ant kito apribojimas pagal | ISO 780/ 15

svorj

0

- ISO 15223-1 Medical devices - Symbols to be used with information to be supplied by the manufacturer -
Part 1: General requirements
- 1ISO 21531 Dentistry - Graphical symbols for dental instruments

- ISO 780 Packaging - Distribution packaging - Graphical symbols for handling and storage of packages

Manufacturer:
CANDULOR AG
Boulevard Lilienthal 8

8152 Glattpark (Opfikon) / Switzerland

www.candulor.com
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