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INSTRUCTIONS FOR USE - RealGUIDE Instruments 

 

1. NAME AND TRADE NAME OF THE DEVICE 

RealGUIDE Instruments for dental implantology, such as: wrench, wrench extension, 

mouth opening gauge, screwmount and connector. 

 

2. MANUFACTURER – NAME AND ADDRESS HEASQUARTERS 

Manufacturer: 3Diemme S.r.l. - Via Risorgimento 9 - 22063 Cantù (CO) - Italy -  

Tel: +39 031 7073353. 

The RealGUIDE Instruments and Accessories for dental implantology comply with the EU 

Regulation 2017/745. 

The Manufacturer 3Diemme S.r.l. is equipped with ISO 13485 Certified Quality System. 

 

3. STORAGE AND HANDLING CONDITIONS 
The RealGUIDE instrumentation for dental implantology is supplied in a plastic bag with a 

tear-open system. Each package is accompanied by product identification labels. 

The RealGUIDE instruments must be kept intact in a dry and clean place. 

Do not use the devices if the package is broken or damaged. 

Once removed from the plastic bag, the instrumentation can be placed in the appropriate 

surgical box. 

 

4. STERILE STATE AND STERILIZATION METHOD 
The RealGUIDE instrumentation for dental implantology is supplied NON sterile and must 

be cleaned, disinfected and sterilised before use, as indicated in this document. 

Sterilisation must take place in a steam autoclave (prion cycle for 20 minutes at a 

temperature of 134°C). 

The sterilisation process must be carried out by qualified personnel under the supervision 

of the implantologist, using autoclaves which are in perfect working order and periodically 

reviewed, to ensure the correct sterilisation (as indicated by the autoclave manufacturer). 

 

5. REUSABLE DEVICE 
The RealGUIDE Instruments are non-disposable devices, they can be reused, but only after 

having been cleaned, disinfected and sterilised as per the procedure indicated in this 

document. It is up to the user to check that the devices are not damaged or worn before 

use. Damaged and worn devices must not be used, these must be disposed of and 

replaced. 

 

 

6. INTENDED USE 
The RealGUIDE Instruments and Accessories are intended to contribute in the creation of 

the implant site, the insertion and extraction of the dental implant and for the connection 

and disconnection of prosthetic components to the dental implant.  

 

7. INDICATIONS 
Instruments and Accessories suitable for contributing in the creation of the implant site, 

inserting a dental implant and screwing in the related prosthetic components. 

 

In further detail, the indications for use of each family are listed: 
 

Device Family  Device Indications for use  

WRENCH/ TORQUE 
RATCHET 

Wrench is an instrument intended to manually apply a 
controlled torque to dental implant.   

WRENCH EXTENSION The wrench extension is an instrument intended to 
extend the length of the wrench to allow applying a 
controlled torque to dental implants in cases with 
restricted operative space (e.g. guided surgery with the 
use of surgical guide). 

MOUTH OPENING GAUGE The mouth opening gauge is an instrument used before 
dental procedures to assess a patient’s maximum 
mouth opening to ensure sufficient space for the safe 
use of surgical instruments.  

CONNECTOR The connector is intended to connect the wrench to the 
wrench extension allowing transfer of torque to the 
extension and to the instrument connected to the 
extension. 

SCREWMOUNT The Screwmount is intended to manually mount and 
insert dental implants having a major control on the 
applied torque, used when manually control is 
preferred.  

 

8. CONTRAINDICATIONS 
The use of RealGUIDE Instruments and Accessories has no contraindications if used for the 

purpose intended by the manufacturer. 
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The use of dental guided surgery instruments is contra-indicated where dental guided 

surgery and thus implant placement is contra-indicated, such as in vulnerable patients (e.g. 

pregnant women, pediatric and elderly patients). 

 

9. TARGET PATIENT POPULATION 

The device is intended for all patients requiring dental guided surgery, both males or 

females of any age. 

 

10. INTENDED USERS  

The handling and use of the RealGUIDE Instruments and Accessories must be carried out 

by qualified professional personnel (implantologist, dentist or maxillofacial surgeon) who 

has the necessary qualifications required according to the legislation in force in each 

country. It is necessary to have adequate and specialised training on the guided surgery 

technique. The intervention must be performed in a protected environment which is 

considered adequate from a hygienic point of view and with appropriate instrumentation. 

 

11. EXPECTED CLINICAL BENEFITS 
RealGUIDE Instruments do not have a direct clinical benefit to the patient. 

The use of the instruments may have indirect clinical benefits on the patient, since dental 

implant placement is not possible without instruments. 

 

12. DEVICE PERFORMANCE CHARACTERISTICS 
The RealGUIDE instrumentation includes the following devices: wrench, wrench extension, 

mouth opening gauge, screwmount and connector.  

The performance characteristics of RealGUIDE Instruments are immediately identified on 

the sterilization box that can be supplied with the RealGUIDE instruments by the 

Manufacturer.  

 

13. INFORMATION TO CHECK IF THE DEVICE IS SUITABLE 
Before each use, it is necessary to check that the devices are not damaged or have any 

worn areas. It is important to check that there is no oxidation or dirt on the instruments 

and that the laser markings are clearly visible. 

If a device is not in perfect condition, it must be disposed of and replaced. Devices that are 

not in perfect condition should not be used, as they could cause damage to the patient’s 

health and compromise the success of implant rehabilitation. 

 

14. UNDESIRABLE SIDE EFFECTS, RESIDUAL RISKS 

The possible side effects that can occur following dental implant surgery are: 

- Transient discomfort due to the surgery. 
- Inflammation of the area which has undergone surgery. 
- Localised infections. 

If any other reaction occurs which is not described in this leaflet, please contact the 

Manufacturer or the distributor of the RealGUIDE dental instrumentation. 

 

15. SPECIFICATIONS REQUIRED BY THE USER 

It is recommended to use instruments for a maximum of 20 uses and to carefully check 

that the devices are in good condition before each use.  

The instruments are supplied NON-STERILE and MUST be cleaned, disinfected and 

STERILISED BEFORE USE. Using or reusing an instrument that has not been properly 

cleaned and sterilised exposes the physician, operators and patient to serious risk of 

infection and cross-infection. 

 

 

16. PREPARATORY TREATMENT, HANDLING, AND DISINFECTION LEVELS NECESSARY TO 
ENSURE PATIENT SAFETY 

The preparation of the patient and the surgical field must guarantee the conditions of 

hygiene and sterility typical of any surgical intervention. Hygiene and sterility conditions 

must be ensured throughout the procedure. 

All the instruments must be cleaned, disinfected and sterilised before use. 

After surgery all the instruments must be immediately treated to prevent traces of blood 

or other tissues from being encrusted on the instruments themselves. All the instruments 

must then be disinfected and sterilised according to the instructions provided in this 

document. 

 

17. INFRASTRACTURE, TRAINING AND USER QUALIFICATION 
Oral implant surgery must be performed by implantologists with the qualification required 

in each country and at clinics or facilities which are authorised by the competent 

authorities in each country to perform oral implant surgery. Users must carry out surgery 

while correctly wearing all the PPE required by their profession, e.g. mask, gowns, gloves 

and goggles. They must pay the utmost attention to prevent contamination with the 

patient’s saliva or blood and to avoid contaminating the patient themselves. The utmost 

importance must be given by users to the cleaning, disinfection and sterilisation of the 

environment in which the surgery is performed and of the instrumentation used, to 

prevent the onset of infections or the occurrence of cross-infections. 
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Any use, manipulation or application, in total or partial form, during any of the phases of 

the intervention with 3DIEMME devices by unqualified personnel or by those without the 

necessary qualifications can cause serious damage to the patient’s health; this exempts 

the Manufacturer from liability for any damage or hazards caused by the conditions 

described in this document or by other facts not described. Likewise, the user is entirely 

responsible for any damage or hazards that could be caused by the incorrect handling or 

use of the system. 

 

18. INFORMATION FOR CLEANING, DISINFECTION AND STERILIZATION 
The sterilisation process must be carried out by qualified personnel under the supervision 

of the implantologist, using autoclaves which are in perfect working order and periodically 

reviewed, to ensure the correct sterilisation. 

Before the first use and immediately after surgery, all steel and titanium instruments must 

be treated with the following validated procedure: 

1) Pre-wash - manual procedure that uses an enzymatic detergent designed to 
remove organic contaminants from the medical device by chemical 
disintegration, while ensuring partial physical removal of the microbial 
contamination: 
 

1a. Immediately clean the blood residues, secretions and bone particles from 
the surgical instruments and the surgical tray. It is necessary not to let them 
adhere, in order to make cleaning easier. Remove the instruments from the 
surgical tray and immerse them completely in a container with a non-
aggressive and non-corrosive cleaning solution (use a multi-enzymatic 
detergent, i.e. a neutral mixture of surfactants and protease, lipase and 
amylase enzymes. Avoid solutions containing chlorine. Prepare the solution 
by following the detergent manufacturer’s instructions) and leave them to 
soak for the contact time indicated by the detergent manufacturer in the 
technical data sheet, making sure that they are not touching each other. 
 

1b. Remove from the bath and brush thoroughly with a soft sponge to remove 
all visible dirt. Pay special attention to the sharp edges of the surgical drills 
to avoid minor wounds. 

 

1c. Thoroughly rinse all the material with running water for at least 3 minutes, 
moving the devices around slightly to allow the water to reach the whole 
surface area, to remove any detergent residue. 

 

1d. Dry briefly with absorbent paper. 
 

2) Cleaning - manual procedure necessary to complete the removal of organic 
contaminants: 
 

2a. Prepare the solution using a multi-enzymatic detergent (a neutral mixture 
of surfactants and protease, lipase and amylase enzymes) following the 
detergent manufacturer’s instructions. 
Fill the ultrasonic tank with the cleaning solution and activate the degassing 

phase as indicated in the equipment instructions (this phase is important as 

it releases the gas bubbles bound to the solution that could affect the 

cleaning action of the ultrasounds). At the end of the degassing phase, put 

the pre-washed devices in the ultrasonic tank, placing them in a special 

basket, completely immersed in the detergent solution. Set the working 

temperature (25°C) and, when this is reached, activate the ultrasounds 

(power 45 kHz). Place the devices in the bath individually to prevent them 

from being damaged by coming into contact with each other.  

Leave the devices immersed for the contact time indicated by the detergent 

manufacturer in the data sheet. 

 

2b. At the end of the immersion time, remove the devices from the bathroom 
and carefully brush them with a soft sponge to remove all visible dirt. 
 

2c. Rinse all the material again for at least one minute under cold running water 
(6°C - 12°C), moving it around slightly to allow the water to reach the whole 
surface area, to remove any detergent residue. 

 

2d. Next, briefly dry the devices with a sterile cloth. 
 

3) Disinfection – manual procedure necessary to break down the remaining 
microbial load on the devices: 
 

3a. Transfer the washed and dried devices as specified above into a clean basin 
and immerse them in a ready to use alcohol-based disinfectant solution 
with low residual potential (70% alcohol) for a minimum contact time 
obtained from the disinfectant data sheet. 
 

3b. After the contact time has elapsed, remove each device and dry it with a 
sterile cloth. 

 

4) Sterilisation – process conducted in an autoclave to make the devices sterile:  
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All the new instrumentation of the 3DIEMME system is supplied non-sterile and 

must be removed from its original packaging for cleaning, disinfection and 

sterilisation prior to first use.  

At the end of the cleaning and disinfection phases, the instrumentation must be 

sterilised. 

 

4a. If you choose to sterilise the instrumentation inside the surgical box 
supplied by the Manufacturer: 
1. Place all the clean instruments as indicated above in the surgical tray 

inside the surgical box. 
2. Wrap the surgical box in a double bag for autoclaving. 
3. Sterilise in a steam autoclave (prion cycle for 20 minutes at a 

temperature of 134 °C). At the end of the sterilisation process, check 
that the process parameters provided by the autoclave comply with 
the parameters required in this document. 

4. Do not remove the surgical box from the autoclave until the end of the 
drying cycle. 

 

4b. If you choose to sterilise the instrumentation individually: 
1. Place the clean instrument as indicated above in a double bag for 

autoclave sterilisation.  
2. Sterilise in a steam autoclave (prion cycle for 20 minutes at a 

temperature of 134 °C). At the end of the sterilisation process, check 
that the process parameters provided by the autoclave comply with 
the parameters required in this document. 

 

19. USE IN CONJUNCTION WITH OTHER DEVICES 
All RealGUIDE Instruments can be used in conjunction with RealGUIDE Surgical 

Instruments, RealGUIDE Surgical Guides, RealGUIDE Surgical Guide Sleeves and with the 

Universal RealGUIDE box.  

The Instruments are intended to be used in conjunction with the appropriate dental 

implants and prosthetic components as defined by the Manufacturer. 

 

20. DIRECTIONS FOR USE 

Use RealGUIDE Instruments in accordance with the implant specifications. The mouth 

opening gauge must be screwed/unscrewed to measure the available space. 

 

21. WARNINGS 

The sterilisation cycles cause a progressive deterioration of the instruments; therefore, it 

is necessary to periodically review all the instruments to check that they are in perfect 

condition (including unused instruments). 

Before each use, check that each instrument is in good condition, replacing all instruments 

that show signs of defects. 

 

Do not use in the case of allergy or sensitivity to the chemical components of the material 

from which the instruments are produced. 

 

22. MATERIALS 
The RealGUIDE Instruments are manufactured in stainless steel for surgical instruments 

AISI 420 and AISI 630 (according to the ASTM F899 standard), AISI 303 stainless steel 

(according to the ASTM A582M standard) and titanium grade 5 TiAl6V4 (according to the 

ASTM F136 standard). 

 

23. PRECAUTIONS FOR DISPOSING OF THE DEVICE SAFELY 
 
INFECTIONS OR MICROBIAL RISKS - CONTAMINATION BY POTENTIALLY INFECTIOUS 
SUBSTANCES OF HUMAN ORIGIN 
Carry out the surgery with 3DIEMME instrumentation by always wearing the appropriate 

personal protective equipment to avoid contaminating the staff with the patient’s saliva 

or blood. Always carry out the surgery in a facility which is equipped for oral implant 

surgery, respecting the hygiene and sterility conditions required for an oral implant 

surgery. Get rid of any damaged or worn devices in the special waste, if they are disposed 

of after the surgery and therefore biologically contaminated or get rid of damaged or worn 

devices in the general waste, after having cleaned, disinfected and sterilised them correctly 

according to the procedure presented in this document. 

 

24. REQUIREMENT TO REPORT ACCIDENTS TO THE MANUFACTURER AND THE 
COMPETENT AUTHORITY OF THE MEMBER STATE 

The user is obliged to immediately report any adverse event or incident to the Competent 

Authorities of the State in which they have used the 3DIEMME devices and to the 

Manufacturer, through the distributor. An adverse event or incident is defined as any 

malfunction or deterioration in the characteristics and/or performance of the medical 

devices, as well as any inadequacy in the labelling or instructions for use which, directly or 

indirectly, could lead to or could have caused the death of a patient, of a user or other 

people or a serious deterioration in their state of health or in the event of any serious risk 

to public health. 
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25. SYMBOLS USED IN THE LABELLING 

 

 

 

 

 

 

 

 

 
Catalogue Number 

 
Batch Code 

 

Consult 

instructions for 

use (electronic)  

Unique Device 

Identification (UDI) 

number 

 
Manufacturer 

 
CE Marking  

 
Caution 

 

Prescription only (USA 

market) 

 
Swiss Authorised 

Representative   
Medical device 

 
Non sterile 

 

Do not use if packaging 

is damaged 


