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STERILE PRODUCT - PRODUCT RECOMMENDED FOR SINGLE USE 

Application, special warehousing conditions, conservation, handling, reuse, 
cautions and warnings.  

 
SEE INSTRUCTIONS FOR USE  

 
Technical name: Surgical Drills 

Product name: TRAUMEC Surgical Drills 

 
1. Application  
Traumec Surgical Drills are instruments made to help surgeons in various surgical 
specialties, where you have to drill, peel, and grind bones and other tissues. These 
instruments are designed to be used in Surgical Engines, which give full support to the use 
of Traumec Surgical Drills. Traumec Surgical Drills can be used in various applications: 
Anterior Mandibular Osteotomy, Posterior Mandibular Osteotomy, Posterior Mandibular 
Osteotomy Dentoalveolar, Facial asymmetry, Bone Reconstruction, 
Orbital Hypertelorism, Genioplasty, Osteotomy LeFort I, LeFort II and LeFort III, 
Cantal Medial and Lateral Corrections, Mandibulofacial Disostesis, Traumatic Deformities: 
Primary and Secondary Treatment, Secondary Deformities to Tumors, Apert or Crouzon 
Syndrome and Facial Fissures.  
 
2. Materials  
Traumec Surgical Drills are manufactured in stainless steel AISI 420.  
 
3. Form of Presentation 
Traumec Surgical Drills are supplied sterile by ETO (Ethylene Oxide), packed in heat-
sealed blister, sold individually in final packaging made of triplex paper and properly 
labeled.  
 
4.Models Traumec of Drills  
(Imagens não lidas por OCR DEVICE possibilitando tradução dos textos) 
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5. Operating Principle  
Traumec Surgical Drills must be attached to a specific hand piece, which connects to a 
surgical motor, providing the surgeon with the respective modalities of use: cutting 
procedures in bones and hard tissues. It can be used in several surgical specialties where 
it is necessary to perform the procedures mentioned above.  

 
6. Instructions for use the product  
Open the package by pulling the opening tab at the end of the pack and remove it from the 
package. Its handling should follow aseptic techniques used in operating rooms. Connect 
the drill to the hand piece, making sure that it is firmly fixed, connect the hand piece to the 
surgical engine, select the power of the engine according to the needs required by the 
procedure and perform the operation.  

The surgeon in charge of performing the procedure is responsible for the choice of 
parameters, the selection of instruments and surgical technique required for proper 
execution of the surgery. As a manufacturer, Traumec does not recommend a specific 
surgical technique.  

 
7. Conditions of storage, shipping and handling.  
Traumec Surgical Drills should be stored in clean, dry, airy room temperature and 
protected from light. The special conditions of storage, handling and conservation of the 
product should be followed in order to ensure that the components remain intact for the 
procedure. Care of the receipt, storage, transportation, cleaning and maintenance of the 
lot of the references should be adopted in conjunction with good practices for storage and 
distribution of medical products.  

Traumec Surgical Drills must be transported and handled to prevent any damage or 
change in its characteristics. Traumec Surgical Drills must be handled carefully and 
individually, avoiding hitting or dropping. Any product that has been dropped or improperly 
handled, or suspected to have suffered damage, should be separated and segregated.  

8. Procedures for Re-use of Medical Product  

The process for reuse of surgical instruments involves at least five basic steps: pre-
cleaning, decontamination, washing, rinsing and drying. We recommend to immediately 
clean all the instruments just after the surgical procedure in which they were used in order 
to avoid the hardening of dirt from this procedure. Cleaning should be standardized, 
avoiding the spread of contamination and damage to the instrument. All manual cleaning 
procedure should be performed using appropriate personal protective equipment.  
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In automatic cleaning equipment, the manufacturers' instructions must be strictly followed, 
especially the ones regarded  the products and the quality of water to be used. In no event 
should metallic brushes, steel wool or other abrasives, or even the scouring be used, to 
remove dirt remaining from any stage of the cleaning process. Do not use aggressive 
cleaning agents, agents such as (sulfuric, nitric) mineral acids. It should be ensured that 
the instrumental is free of any product preservation, as well as any dirt coming from the 
storage or repair procedure.  

The presence of non-soluble products can lead to the formation of physical barriers, 
protecting microorganisms from the action of germicides, as well as providing the retention 
of unwanted dirt to further use of the instruments. Water quality is a key factor for both the 
cleaning process, and for the conservation of the instruments. The presence of particulate 
elements, the concentration of elements or chemicals, and the imbalance of pH can 
damage the instrument during the cleaning process.  

The combination of some of these parameters may lead to fouling of precipitated minerals 
that not removable during removal of incrustation of organic material, and the induction 
process of corrosion of stainless steel, as in the case of excessive presence of chlorides. It 
is recommended that the water used for washing the instruments are in accordance with 
the quality requirements established in the sterilization process.  

Note: All instruments should be cleaned immediately after the surgical procedure, thus 
avoids the hardening fluid originated from surgical work. The entire cleaning process 
should be done with extreme caution, avoiding falls, beats that could compromise the 
instrumental. 

PRE CLEANING: Traumec Surgical Drills must be dipped in a suitable container with 
water and detergent, preferably enzymatic, at room temperature. Then, they must be 
rigorously washed in water, preferably warm. This phase should be performed with water 
at temperatures below 45 ° C because higher temperatures cause coagulation of protein, 
making the removal of fouling of the instrument difficult. 

DECONTAMINATION: The decontamination is performed by dipping the drill in a suitable 
container with disinfectant solution in water at room temperature (disinfection chemistry), 
or in a heated bath (thermochemical disinfection). The immersion time of instrument 
depends on the operating temperature, the dilution, and the type of disinfectant used.  

WASH AND RINSE: Traumec Surgical Drills should be completely brushed with soft 
bristle brush, paying particular attention to areas of difficult access, where it could cause 
the retention of tissues and deposition of secretions or disinfectant solutions and 
subsequently rinsed thoroughly in running water.  
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DRYING: You should ensure that the drying does not cause the deposit of particles or fluff 
on the surface of the drills. Special care should be given to areas of difficult access. It is 
recommended that the fabric be absorbent, soft, and each drill is dried separately, making 
sure that no moisture remains on the surface of the drills.  

STERILIZATION: In the case of reuse of Traumec Surgical Drills, we recommend the 
sterilization methods described below.  

There are adequate parameters of sterilization processes (physical or chemical) for each 
device and volume, which should be analyzed and conducted by people trained and 
specialized in sterilization processes, ensuring the full effectiveness of this procedure.  

Thereunto follow the manufacturer's instructions and methods in accordance with internal 
guides for hospital use. The selected sterilization process, in any case shall meet the 
standard EN556-1, which states that the theoretical probability of presence of vital 
microorganisms is at most equal to 10-6 (S.A.L [Sterility Assurance Level] - level of sterility 
assurance = 10-6). The user is the only one responsible to guarantee the use of an 
appropriate sterilization process and check the sterility of all devices at any stage of the 
process.  

It is recommended to apply the following physical parameters of sterilization in an 
autoclave (saturated steam):  

 
Cycle Temperature Exposure Time 

Conventional (1 atm pressure) 121ºC (250ºF) 30 minutes 
Conventional (1 atm pressure) 132ºC (270ºF) 15 minutes 

Gravity 132ºC (270ºF) 45 minutes 
High Vacuum 132ºC (270ºF) 4 minutes 

 
OBS.: The time should only be scored when the heat of the sterilization chamber reaches 
the desired temperature.  

Traumec Surgical Drills must be sterilized in an autoclave according to the method 
validated according to ISO 17665 Part 1:2010.  

DISPOSAL: The disposal of unqualified parts must be under evaluation and technical 
guidance. After replacement, the damaged components must be destroyed in order avoid 
inappropriate use later.  

Disposal of the instruments should follow the rules relating to disposal of contaminant 
medical waste, dropping into bins with clear identification that it is polluting garbage. We 
recommend that the pieces are cut, bent or sanded for its destruction. To eliminate the 



Registro ANVISA N° 80455630013 
Rev.:02 

12 
 

instrumental follow local legal procedures of the country for disposal of potentially 
contaminating products.  

9.Warnings  
Do not use if package is opened or damaged.  

Do not use the drills if there are signs of damage.  

The perforation procedure must be carried out using the drill rotation between 500 and 
1000 rpm. 

10. Precautions  

Never attempt to rework a drill. This will affect the specific function of its use, changing its 
overall dimensions. Any rework may cause excessive wear, mischaracterizing its function, 
bringing great losses to the intended use and the patient.  

Continued or prolonged use of a drill can cause wear in them and result in possible 
disruptions. A worn drill will inevitably make the surgical procedure longer, which may 
cause thermal necrosis due to frictional heating.  

For good surgical results, and to avoid any loss of the cutting, thermal necrosis due to 
frictional heating, bending and risk of rupture, always use new drills for each surgical 
procedure.  

The use of irrigation during the drilling operation will reduce the possibility of thermal 
necrosis.  

Ensure that the drill is properly seated, and locked into the hand piece, before starting 
engine surgery.  

Do not insert or remove the drills while the hand piece is running. Failure to follow this 
instruction can result in injury to staff the operating room.  

Do not apply excessive pressure, for example, bend or bow drills. Excessive pressure can 
bend or fracture the instruments, causing tissue damage and / or loss of tactile control. 
Failure to follow this instruction can result in injury to the patient and / or the operating 
room team.  

 
11. Contraindications.  

This product cannot be used in procedures in the central nervous system or central 
circulatory system.  
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Manufactured by: 
TRAUMEC Tecnologia e Implantes Ortopédicos Importação e Exportação Ltda. 

Address: Rua 1A JC, 138 - Jardim Centenário 
City: Rio Claro | State: São Paulo | CEP -13503-510 

CNPJ: 09.123.223/0001-10 – Made in Brazil 
Customer Service - Phone/Fax: +55 19 3522-1177 

E-mail: sac@traumec.com.br 

Rev.:02 

 

 

Texto compreensível. 

Correções necessárias aplicadas. 


