
Instructions For Use – Please read carefully 
MONO IMPLANT SYSTEM 
I. DEVICE DESCRIPTION: 
It is a single piece implant system. Fixture and abutment are produced as one 
piece with different diameters and lengths. 
Fixture: The implant is to be inserted in and connected to the jaw bone in order 
to support the bridge or the movable prosthetic superstructure. 
Abutment: To provide the link between the endosseous fixture and the
prosthesis that forms the superstructure and allows chewing. 
Mono Implant: A single piece implant that is formed by the combined
production of the fixture and abutment. It is supplied sterile. 
Impression Components: All the pieces used in laboratory for taking
impression. They are supplied non-sterile. 
II. Intented Use: 
Monoimplant is an endosseous dental implant that is indicated to use for
Surgical placement in the upper and lower jaw arches, and supports the bridge, 
crown or the movable prosthetic superstructure that it links to. It provides a
root form means to restore a patient’s chewing function both for hard and soft 
bone types. It can be used for immediate applications as well as multiple
restorations. 
III. MAIN COMPONENTS: 
All implant models are manufactured from Ti6Al4V Eli, ASTM F 136. 
Impression components are manufactured from POM and PEEK. 
IV. PACKAGING: 
All implants are cleaned, packed within an environmentally controlled clean
room, and sterilized using approved sterilization techniques and protocols. The 
implant is placed into a rigid plastic ampoule and ampoule is labeled. The plastic 
ampoule is then heat sealed in a blister pack consisting of a transparent film
(P.E.T.) and a porous sheet material backing (Tyvek 1073B). 
V. STERILIZATION: 
Implant is sterilized with gamma irradiation. Sterilization dose has been
determined by tests between 25 kGy lowest and 45 kGy highest. The sterile
products should be used with sterile tools. Do not use products if the packaging 
has been damaged or previously opened. 
VI. SHELF LIFE AND STORAGE CONDITIONS: 
Shelf life is 5 years according to test result. The product expiration date is
indicated on the product label. Implants are intended for single use. Store in
dry environment between 15C°-30C°. Avoid direct sunlight. All products are to 
be used before the expiration date printed on the product label. 
VII. SHIPPING CONDITIONS: 
Products can be shipped and transferred with no adverse effect under normal 
circumstances. (Dry environment between 15C˚-30C˚) 
VIII. CONTRAINDICATIONS: 
•Unsuitability of the dental cavity for treatment
•Insufficiency of supporting bone tissue 
•Biting and functional problems 
•Alveolar bone diseases
•Patients who have had radiation therapy on the jaw bone
•Xerostomia 
•Mucosal diseases (Vitiligo, Lichen planus, Stomatitis)
•Acromegalia 
•Acute inflammation in the operation area 

•Pregnancy 
•Use of certain medications (anticoagulant, immunosuppressant, 
bisphosphanate, corticosteroid) 
•Physical and mental stress
•Psychiatric Contraindications
-Patients who do not cooperate
-Alcohol and drug addiction
-Neurosis and psychiatric disorders
-Nicotine addiction
•Metabolic disorders (diabetes mellitus) 
•Hematologic disorders
•Cardiovascular disorders
•Metabolic bone disorders (osteogenesis imperfecta, menopauses,
osteoporosis, osteoid deformity) 
•Collagen disorders (scleroderma, rheumatoid arthritis)
IX. INDICATION: 
Monoimplant System is an endosseous dental implant that is indicated to use
for Surgical placement in the upper and lower jaw arches, to provide a root
form means to restore a patient’s chewing function. Monoimplants can be
placed in a single stage surgical process for immediate loading. 
X. PREPARATION BEFORE USE: 
1- Before the device is used clinically, the surgeon who will carry out the
operation should be well-informed about the procedure and the product.
Before the operation, the surgeon should advise the patient about the
aesthetical limitations and the functions and limitations of the implant as well 
as alternative treatment methods and potential outcomes of failure. 
2-Choosing the proper implant and fixing it correctly, choosing the right patient 
and specifying the indications accurately are important factors that ensure the 
long-term effectiveness of the dental implant system. Both the surgeon and the 
patient should follow the instructions and warnings carefully and should be
well-informed with all of the symptoms that may be encountered after the
application of the implant. 
3- The surgeon should carefully review the patient’s anamnesis data and
examine his/her tissue structure before the implant operation and the planning 
of the recovery process. Failure of carrying out these careful assessments may 
result in undesired outcomes from the predefined treatment plan and the
implemented procedures. 
XI.Use of the Implant during the Procedure 
1- The implant should be placed accordingly so as to allow it to fit to the
diameter and the form of the bone and to other anatomically significant
formations. 
2- When opening a hole on the bone where the implant will be inserted and
during the insertion of the implant, you must cool the area in order to avoid 
bone necrosis. 
3- Use of antibiotics for premedication and prophylactic purposes is essential
for the success of the operation. 
XII. POST-OP PROSTHESIS STAGE: 
1- The dental surgeon should monitor gingival healing and formation.
2-Measurement and laboratory parts should be used in line with the
recommended protocol when placing the prosthesis. 
3- Extra care should be given to mouth hygiene and post-op treatment

XIII.Magnetic Resonance Imaging (MRI) Safety Information: 
The product has not been evaluated for safety and compatibility in the MR 
environment. The product has not been tested for heating, collapse, or image 
artifact in the MR environment. 
XIV. WARNINGS: 
1- Never attempt to adapt non-Monoimplant brand parts with Monoimplant
brand 
parts. 
2- Post-implantation patient records should include the types and lot numbers 
of the 
implants used. 
3- All products are for single use.
4- The products should be stored in dry places.
5- Use the products before the expiration date printed on the product label.
6-Should be opened immediately before use. Avoid contact with foreign object 
and 
materials. Do not touch the endossal part of the implant. 
7-Osseointegration should be closely monitored.
8- Damaged implants and implants that have failed to osseointegrate should be 
removed in order to avoid necrosis. The timing of this procedure should be
determined 
by the surgeon. 
9- Use of mono implant is not recommended when the implant requires a high 
angular 
placement. 
10-Use of mono implant is not recommended when the patient needs bone 
augmentation. 
Manufacturer: Novodent SA 
Y-PARC Technopole, Avenue des Sciences 11, CH-1400 Yverdon-les-Bains 
Switzerland Tel: +41(0)795293586 

EC Representative : Emergo Europe B.V 
Prinsessegracht 20, 2514 AP The Hague, The Netherlands 

Novodent SA Products with the CE mark fulfill the requirements of 
the Medical Devices Directive 93/42 EEC 
pms@implantswiss.com : for all NOVODENT products and permit the collect of 
the customer survey, satisfaction, complaint etc…. 
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