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Gyart6i nyilatkozat 

gy6gyszer; allati eredetu szovet, 

human ver es verszarmazek; 

veszelyes anyag 

Manufacturer's declaration 

medicine; tissue of animal origin, 

human blood, and blood derivatives; 

hazardous material 

A Kerox Kft. altal forgalmazott KEROX ZIRCOSTAR® KEROX ZIRCOSTAR® Pre-sintered zirconium-
Eloszinterelt cirk6nium-dioxid tomb: dioxide blank marketed by Kerox Kft: 

Does not contain substances subject to 
A REACH (EURQPAI PARLAMENT ES A TANACS 

authorisation as SVHC (Substances of Very High 
1907 /2006/EK rendelete) XIV mellekleteben kbzblt 

engedelykoteles veszelyes (m. SVHC 

(Substances of Very High Concern) anyagot nem 

tartalmaz. 

Concern) as listed in Annex XIV of REACH 

(REGULATION (EC) No 1907/2006 OF THE 

EUROPEAN 

COUNCIL). 

PARLIAMENT AND OF THE 

The device does not incorporate, as an integral 
Az eszkoz integrans reszekent gy6gyszert vagy 

part, any drug or human blood , nor human blood 
human vert, verszarmazekot nem tartalmaz. 

products. According to its intended use it is not 
Szandekolt felhasznalasa szerint nem alkalmas 

gy6gyszereknek minosulo anyag beadasara. 

Az eszkoz a 722/2012/EU bizottsag i rendeletben 

hivatkozott allati eredetu szovetet nem tartalmaz. 

suitable for the administration of substances 

classified as medicinal products. 

The device does not contain tissues of animal 

origin as referred to in Commission Regulation (EU) 

No 722/2012. 

A fenti nyilatkozattetel alapja az alapanyagok The above statements are based on the technical­

beszallit6i altal rendelkezesonkre bocsatott muszaki- and material safety data sheets provided by the 

, biztonsag technikai adatlapok. suppliers of the raw materials. 
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