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These instructions for use must be read before using the VULKAN class I products, since they contain essential information for the correct use of 
them. 

The information collected in these instructions for use is intended for professionals in the implant sector. 

The user must ensure that the selected product is suitable for the intended purposes and procedures. The user is responsible for determining 
whether a product is, or not, indicated for each patient and each circumstance. 

INDICATIONS. 
VULKAN IMPLANTS puts on the market a series class I products that correspond to accessories and instruments that allow the user to apply and use 
their implant systems. 
The class I products for dental implant rehabilitation are made of stainless steel, grade 5 titanium, PEEK and POM. 

DESCRIPTION OF THE PRODUCTS. 
The following descriptions are general, for the correct application of the same, it is recommended to be instructed in their use through the courses 
or seminars that the company conducts periodically. 
The Class I products put on the market by the company Titanimplant S.L., are intended for use by professionals, surgeons, implantologists, dentists 
and prosthetic technicians. 

Abutments or Impression Copings 
The Abutments or Impression Copings have the function of identifying the three-dimensional position of the prosthetic connection of an implant with 
respect to the oral cavity of the patient in the process of taking the impression. 
The impression taking is the previous process that allows the subsequent elaboration of a laboratory model. The prosthetic laboratory requires a 
model or reproduction of the patient's oral cavity, to which the prosthesis will be destined, where it can adjust and verify the shape and dimensions 
of the indicated prosthesis. 
The Abutments or Impression Copings have a connection compatible with the prosthetic connection of the implant for which their use is intended 
and an axial hole where the screw that will join the implant will be housed. 
 
Implant analog. 
Implant analogs have the function of reproducing the prosthetic connection of the implant in the laboratory model. Implant replicas or analogs are 
simplified versions of the implant geometry. 
 
Castable 
The castables are pieces made of thermoplastic material that have a connection compatible with the prosthetic connection of the implant for which 
their use is intended and an axial hole where the clinical screw that will join it to the implant will be housed. 
The castables are intended to be the support where the prosthesis required by the patient will be modeled, this modeling is done in wax. Once the 
wax model has been made, it is cast, thus obtaining a reproduction of the complete model in metal. 
 
Keys (manual and / or ratchet connection). 
The keys have the function of allowing the transport of an abutment, especially clinical screws, to the insertion point in the patient's oral cavity and 
its threading in the implant. The keys also allow the removal of the elements previously described by unscrewing them. 
 
Implant Drivers (connection to ratchet) 
Implant Drivers have the function of allowing the transport of the implant from its container to the insertion point in the oral cavity of the patient 
and its insertion in the implant socket that will have been created previously. 
 
Ratchets 
The ratchet is an instrument that allows the operation of a key from an extraoral position. The ratchet applies a turn to the key or the Implant Driver 
in order to achieve the screwing / unscrewing of a prosthetic attachment or the insertion of an implant in its implant socket. 
 
Extenders 
The extensions are elements that are connected at one end to the keys and at the other end to the ratchet or dynamometer, to allow their actuation 
in interdental positions and avoid contact of the ratchet or dynamometric with adjacent teeth. 
 
Extractors 
Extractors are instruments that allow the extraction of screws that have their connection for the key deformed and that make it impossible to unscrew. 
Extractors are also used for explantation of dental implants. 
 
Toolboxes. 
The Tool Boxes are containers that allow the storage of surgical instruments, preventing them from being damaged by contact between them. 
 
Parallelizers 
Parallelizers are cylindrical rods that are inserted into the implant socket in the first steps of the drilling process and that allow the implantologist to 
know the direction of the perforation made. 
 
Scanbodies 
Scanbodies have the function of identifying the three-dimensional position of the prosthetic connection of an implant with respect to the oral cavity 
of the patient in the process of an impression taking that will be carried out by means of an optical scanner. 
The data resulting from the scan is entered into CAD programs, where the prosthetic laboratory will design the prosthesis required by the patient. 
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PRESENTATION OF THE PRODUCT. 
The VULKAN class I products accessories undergo strict control of the manufacturing, verification and cleaning processes before being packaged. 
The VULKAN class I products are packaged unitarily in a non-sterile state. Those class I products that are intended for use in the dental clinic require 
that they be sterilized before use. This process will be carried out at the client's facilities. 
To proceed with the correct sterilization of the product , the following indications should be followed: 
− Remove the product from the packaging in which it is supplied. This container does not allow adequate sterilization of the contained product. 
− Introduce the product in a suitable container or bag for its sterilization and that guarantees the non-contamination until its definitive use. The 

steam sterilization process is recommended by autoclaving. The recommended parameters according to EN-ISO 17665-1 are:  
Temperature: 134º 
Sterilization cycle: 4 ' 

 

WARNINGS AND PRECAUTIONS. 
VULKAN class I products are reusable products. When the class I products has come into contact with pollutants, especially blood and saliva, they 
should be scrupulously cleaned and sterilized before their next use in order to avoid cross infections. 
For proper cleaning of the class I products that are intended for use in the dental clinic, the following instructions must be followed: 
-  Do not use cleaning or disinfection products, based on chlorine or acids. 
-  Avoid any product that contains an aldehyde, given their ability to fix proteins. 
-  Thoroughly remove all biological residues that have adhered to the surface of the product. For this work use a nylon bristle brush. 
-  Immediately after proceeding with the cleaning process, rinse with distilled water and dry thoroughly. Improper drying can cause surface 

oxidation points to appear in stainless steel products. 
The class I products are subject to wear and tear due to their use, being the responsibility of the user the periodic renewal of these products. 
Due to the small size of the products, the necessary precautions must be taken to prevent the patient from swallowing or aspirating them. 
Products must be used only for the function for which they were designed. It is essential to use the appropriate products for each type of implant and 
type of task to be performed, to do this consult the product catalog. 
The recycling of the products is recommended to be carried out by a biological waste management company. 
Any serious incident related to the product must be reported to the manufacturer and to the competent authority of the Member State of the EU in 
which the user and / or patient are established. 
Electrosurgery is discouraged in implant patients. 
 
CONTRAINDICATIONS 
Contraindications to the use of VULKAN class I products are unknown. 
 
SYMBOLS OF LABELING 
 

 
Product number   

 
Product non sterilized 

 
Lot/Batch number  

 
CE Marking and N.B. code 

 
Consult instructions for use  

 
Manufacturer 

 
Caution, read accompanying documents   Indicates the item is a medical device 

 
Manufacturing date (AAAA-MM)    

 
STORAGE 
The products covered by these instructions for use do not require special storage and transport conditions. 
 

 

TITANIMPLANT S.L. 
C. General Manso 28-38, local 4  
08980 Sant Feliu de Llobregat 
Barcelona (Spain) 

 

  

 

 

 

   


