
Instructions For Use

Description
The SURCAM MEDICAL DEVICES & DEVELOPMENT Dental Implant 
System consist of root form dental implants of various lengths 
and diameters, abutments, additional superstructures and surgical 
components, which provide the clinician with cement retained, screw 
retained restorative options. The implants and abutments are made 
out of Ti6Al4V Titanium alloy and have an internal anti-rotational 
geometry.
Indications For Use
The SURCAM  MEDICAL DEVICES AND DEVELOPMENTS Dental 
Implant System is intended for surgical placement in the maxillary 
and/or the mandibular arch, to support crowns, bridges, or over 
dentures, in edentulous or partially edentulous patients. It is intended 
to provide support for prosthetic devices, such as artificial teeth, and 
to restore the patient's chewing function. The System is intended to 
be used in either single tooth or multiple teeth applications. The 
prostheses can be screw or cement retained to the abutment. 
The SURCAM  MEDICAL DEVICES AND DEVELOPMENTS Dental 
Implant System may be placed immediately and put into immediate 
function provided that initial stability requirements are satisfied.
Directions For Use
The implantation procedure should be done under aseptic conditions 
with specific designed sterile surgical instruments, an electrical surgical 
drilling system with internal or external irrigation is recommended 
for drilling the surgical site. Specific drilling sequences for placement 
of implants should be followed. The maximum insertion Torque is 
50 Ncm.
Warning
Improper technique can contribute to implant failure and loss of 
bone. SURCAM's Dental Implants are intended for use only in the 
indicated applications. Dental Implants must not be altered in any 
way. The use of electro-surgical instruments or lasers around metallic 
implants and their abutments is not recommended due to the risk of 
electric and heat conductivity. Implant mobility, bone loss, or chronic 
infection may indicate implant failure. SURCAM's dental implants 
are gamma sterilized. Do not re-sterilize. Do not use if package is 
opened, damaged or expired. Discard open, unused product. Do not 
re-use. Re-use of implants can lead to serious problems of infection 
and bone resorption and can cause damage to hard and soft tissue. 
Therefore re-use is strictly forbidden.
Precautions
The surgical techniques required to place endosseous dental implants 
require specialized and complex procedures. Formal training for 
placement of implants is recommended.
Important: 
Adequate bone to support the implant with width and height being 
the primary dimension of concern. The obligatory dimension of bone 
for implant placement in a wanted site may be extracted by the use 
of adequate radiological techniques used in implant dentistry. Also 
a highly careful evaluation has to be made as to the location of vital 
blood vessels, maxillary sinus, soft tissue spaces and their relation to 
planned site for implant placement.

Adverse Reaction
Some of the complications that can occur include: infection, bone loss, 
patient discomfort, implants mobility, local soft tissue degeneration, 
and unfavourable implant placement or alignment. Additional 
information and steps to be taken can be found in the Surgical 
Manual.
Risks associated with surgical the procedure fall into four broad 
categories:
1. lmmediate anesthetic and surgical risks.
2. Psychological and psychiatric risks.
3. Medical threats to long-term retention.
4. Long-term deleterious effects of implants on health.
The risks may include: in adverting perforation of the nasal and 
maxillary sinus, local and systematic infections perforation into soft 
tissue spaces, and nerve injury. Temporary conditions that may 
result from implant placement may include pain and swelling speech 
problems and gingivitis. Long-term problems may include nerve, 
local or systematic bacterial infections, and infectious endocarditic in 
susceptible individuals, including those with body part replacement. 
Existing natural dentition may be compromised by improper implant 
placement.
The following outline lists organ system with corresponding 
perthophysiological problems may influence risks:
A. Cardiovascular failure, coronary artery disease, arrhythmias.
B. Respiratory, chronic obstructive pulmonary disease.
C. Gastrointestinal, hepatitis, malabsorption, inflammatory bowel 
disease.
D. Genitourinary chronic renal failure.
E. Endocrine, diabetes, thyroid disease, pituitary/adrenal disorders.
F. Hematological, anemia, leukemia, bleeding clotting
disorders.
G. Musculoskeletal, arthritis, osteoporosis.
H. Neurologic disorder, strike, mental retardation.
Contraindications
The contraindications customary in oral surgery with other
implant materials should be observed. These include patients on 
corticosteroids, or anticonvulsant, and those receiving radiation of 
other immunosuppressive therapy. Lactating or pregnant women 
are not candidates, nor are patients with abnormal laboratory 
values for BUN, creatinine, or serum calcium. Patients with diabetes, 
cardiovascular disease, hypertension above 170/110 mm Hg 
osteoporotic crush fracture, respiratory disease, should be excluded 
as well as patients with diagnosed malignancy in the past five years 
and those with nodular enlargements, tenderness, or unexplained 
lump or masses of the head or neck. Implanting procedures should 
not be performed on persons with active osteolitic, inflammatory of 
infectious process in the implanting sight. 
The following outline lists the contraindications:
- Debilitating or uncontrolled disease. 
- Pregnancy, hemophilia, granulocytopenia or other bleeding
problems, steroid use, prophylactic antibiotics, brittle diabetes, 
Ehler-Danlos syndrome.
- Osteoradionecrosis, renal failure, organ transplantation,
anticoagulation therapy, unexplained hypersensitivity,
fibrous dysplasia, regional enteritis.
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- Poor patient motivation.
- Psychiatric disorders that interfere with patient understanding
  and compliance with necessary procedures.
- Unrealistic patient expectations.
- Unattainable prosthodontic reconstruction.
- Inability of patient to manage oral hygiene.
- Patient hyper sensitivity to specific components of the implant.

How Supplied
The sterile  package contains one  dental implant including cover 
screw.
Abutments, superstructure, surgical tools are supplied non-sterile.

Catalog Number

Manufacturer

Expiry date

The device has been sterilized using 
irradiation

Symbol indicating that the device has 
not been sterilized

For single use only

Do not resterilise

Do not use if package damaged

Federal law restricts this device to sale by or on 
the  order of a licensed practitioner

This symbol is a mandatory marking for 
devices entering the European market to 
indicate conformity with the essential health 
and safety requirements set out in European 
Directives. The symbol may be accompanied 
by a four-digit identification number of the 
notified body. The vertical dimensions may 
not be less than 5 mm high.

Read package insert before use

Authorised Representative in the European 
Community

Symbol for "Batch Code". This symbol shall be 
adjacent to the manufacturer's batch code. The 
batch code may also be referred to as the lot 
number or batch number.

Sterility-Implants: SURCAM MEDICAL IMPLANTS AND DEVELOPMENTS   
dental implants are gamma sterilized. Do not re-sterilize. Do not use 
if package is opened, damaged or expired. Discard open, unused 
product.
Re-use of implants can lead to serious problems of infection and bone 
re-sorption and can cause damage to hard and soft tissue. Therefore 
re-use is strictly forbidden.

For more details on the handling of the SURCAM dental implants 
system, please refer to SURCAM Catalog and Surgical Manual.

Lack of adequate training of practitioners IS major risk factor 
for the success of the implant procedure and might endanger 
patient health. No implant shall, therefore, be performed without 
prior adequate training by a certified institute.

In case of implant failure, SURCAM undertakes to replace such 
implant unit, free of charge, Subject to the following conditions: 
A written notice of such failure is submitted to SURCAM, not 
later than within 6 months of first sign indicating such failure, 
accompanied by a follow-up report in the form issued by 
SURCAM, the relevant X-Ray and the failed implant. This is the 
complete warranty for the implant by SURCAM, setting forth 
your exclusive remedies respecting thereto.

Federal (USA) law restricts this device to sale by or on the 
order of a licensed dentist or physician. SURCAM MEDICAL 
DEVICES & DEVELOPMENT has not been evaluated for safety 
and compatibility in the MR environment. SURCAM MEDICAL 
DEVICES & DEVELOPMENT has not been tested for heating 
or migration in the MR environment. Do not reuse Implants, 
Cover screws, Temporary Abutments and Abutments. Re-use 
of these items, will lead to an increased risk for product failure 
as functionality cannot be guaranteed if these products are 
reused. In addition, there is an increased risk of contamination.

Important Warning

Explanation of Symbols to be used:

Limited Warranty

Caution

2/2

SURCAM Medical Devices and Developments LTD.
Northern Industrial Zone P.O.B 12084
Nahariya 2201202, Israël
    +972 4 952 3511
     www.surcamdental.com
     sales@surcamdental.com

MedNet EC-REP 
GmbHBorkstrasse 10, 48163 
Muenster, Germany
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