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IMPORTANT NOTE 
The Arzzt 3.5/4.5 Small & Large Fragment Systems is 
indicated for fixation of fractures, osteotomies, and 
nonunions of the humerus, radius, ulna, femur, and 
tibia. 
BASIC STRUCTURE 
The Arzzt 3.5 / 4.5 Small & Large fragments System 
are basically plates with contours and shapes 
according to the bone and section of the bone, for 
which tthhey are intended  to  be  used  on,  and  have 
different orifice patterns. 

 
The orifices could be either for locking or for dynamic 
screws and/or “eight shaped”, one side threaded to 
receive locking screws and the other flat for dynamic 
screws. 

 
The screws have the basic same shape, a threaded 
cylinder with a head on one end to receive a screw 
driver, but they present diverse characteristics which 
make them more specific depending in the section of 
the hbone where they will be used, but finally they all, 
are designed to be implanted on the bone to attach 
an osteosynthesis plate. 

 
MATERIALS 
The Arzzt 3.5 / 4.5 Small & Large fragments System is 
made from either Titanium Ti6Al4V (ASTM F-136), or 
Stainless Steel 316 L (ASTM F-138). 

 
INDICATIONS, CONTRAINDICATIONS, AND SIDE 
EFFECTS 
The general principles of patient selection and 
surgical judgment of the doctor apply to the locking 
procedure. The size and shape for large bones may 
have restrictions according to the size constraints 
and strength of the implants. 

INDICATIONS FOR USE 
The Arzzt 3.5/4.5 Small & Large Fragment Systems is 
indicated for fixation of fractures, osteotomies, and 
nonunions of the humerus, radius, ulna, femur, and 
tibia. 
CONTRAINDICATIONS 
Insufficient quantity or quality of bones. 
Sensitivity to a foreign body. If doctor suspect patient 
has material sensitivity proceed to perform a test. 
Discard implant if sensitivity is confirmed. 
Active infection. 
Conditions that do not allow to restrict the activities 
of the patient or to follow instructions during the 
healing period. 

 
POSSIBLE SIDE EFFECTS 
Loosening, bending, cracking or fracture of the plate or 
screws, or loss of fixation in bone attributable to 
defective unions, osteoporosis, unstable fracture or 
one or more of the factors listed in contraindications 
identified and / or warnings and precautions 
described below. 
The loss of anatomic position or defective unions with 
rotation or angulation. 
Deep and superficial infections. 
Allergies and other reactions to device materials. 
Irritation injuries to soft tissue, including 
compartment syndrome. 

 
WARNINGS AND PRECAUTIONS 
PRESURGERY 
This medical devices Arzzt 3.5 / 4.5 Small & Large 
fragments System must be placed by prescription 
only. 
The Arzzt 3.5 / 4.5 Small & Large fragments System 
has not been evaluated for safety and compatibility 
in the MR environment. 

The Arzzt 3.5 / 4.5 Small & Large fragments System 
has not been tested for heating or migration in the 
MR environment. 
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Be careful in the handling and storage of the 
implants. To cut, bend sharply or scratch the surface 
can significantly reduce the strength and fatigue 
strength of the implant system. This in turn could 
induce cracks and stresses which can lead to fracture 
of the implants. Implants and instruments during 
storage must be protected from corrosion as caused 
by air (salt), moisture, etc. It is recommended to 
Inspect and test the set before surgery to determine 
if implant or components of instruments have been 
damaged during storage or before procedure. 
Patient conditions described in the contraindications 
(above) should be avoided. 
 An adequate inventory of sizes of implants must be 
available at the time of surgery. 
Allergies and other reactions to device materials, 
though rare should be considered. If an allergy is 
suspected a test should be performed. If an allergy is 
detected the implant must be discarded. 
It takes certain special surgical instruments to 
perform this surgery, including an image intensifier 
and adequate traction table. Examine how to handle 
these instruments. 
Before the initial experience, it is recommended that 
the surgeon knows and be familiar with the device 
and attend a seminar of instrumental technique. 
Brochures, surgical technique, are available upon 
request free of charge, and should be checked by the 
surgeon before surgery. Skill in the use of this 
technique should be acquired in less complicated 
fractures before attempting its use in unstable 
difficult fractures. 
Patient should be informed that a second procedure 
has to be practiced in order to remove the implants. 
It is generally required. 

 
SURGERY 
Please refer to the surgical technique Arzzt 3.5 / 4.5 
Small & Large fragments System, it is important to 
note indications and techniques for placement. 
Selecting the appropriate sizes and lengths is 
extremely important. Patient’s age, weight and 
amount of cortical bone must be evaluated for proper 

implant selection. It should be noted that a small but 
consistent percentage of complications can lead to 
plates and/or fatigue rupture. Therefore, it is always 
advisable that you can use the larger implant suitable 
for the patient. 
Care should be taken not to scratch, bend sharply, or 
cut metal components in surgery for reasons stated 
in the number three in the presurgery section of 
Warnings and Precautions. Once removed from the 
patient, the implants should never be reused because 
it suffers internal stress that is not visible and can lead 
to an early bending or fracture. 
A stable construction should be achieved in the 
operation and should be verified with the image 
intensifier, so evidence is taken of the placement and 
can be print for the patient's clinical record. 
The use of screws is necessary for strength and 
compatibility. 

 
POSTSURGERY 
Plates and screws do not have the mission to carry 
the patient's weight acutely, nor the intention to 
carry a significant portion of the load for long periods 
of time. 
Post-surgery directions and warnings to patients by 
the physician and appropriate nursing care are very 
important, particularly the warnings that refer to 
early weight bearing and active use of the limbs. 
These activities substantially increased pressure on 
the implants which can lead to complications. For this 
reason, patients who are obese and / or non- 
compliant, as well as patients who may be 
predisposed to delay or non-union, must have the 
appropriate auxiliary support. The implant can be 
exchanged for a larger and stronger after the 
management of soft tissue injuries. 
You may need additional support for patients with 
ambulatory external devices. 
Periodic X-ray examinations for at least six (6) months 
after surgery is recommended to verify postoperative 
conditions and detect changes in position, 
pseudoarthrosis, loosening, bending or cracking of 
components. With the evidence of these conditions, 
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patients should be observed closely, the chances of 
further deterioration should be evaluated, as well as 
the benefits of reducing the activity and early 
checkup. 
While the surgeon must make the final decision on 
the removal of the implant, as long as it deems 
possible and practical for the patient, the devices 
should be removed and other procedures must be 
evaluate for the healing. In the absence of pain, 
implant removal in elderly or debilitated is not 
suggested. 
Even after complete healing, the patient should be 
warned that a new fracture is more likely to occur 
because after disposal holes are left in the bone so it 
can be extracted. 
Patients should be warned not to do activity without 
help. 
Post-surgery care and physical therapy should be 
structured to avoid carrying the operated extremity 
until its stability is evident. 

 
PACKAGING AND LABELING 
Components should only be accepted if received by 
hospital or surgeon with the factory packaging and 
labeling intact. 
Note: If the label or packaging is found broken or 
damaged, please contact your Truemed distributor 
for immediate attention. 
Package contents for Arzzt 3.5 / 4.5 Small & Large 
fragments System contain 1 plate, and the screws 
package may contain from 1 to 5 pieces. Packages are 
made of low density polyethylene. 

 
STORING 
1. All products and medical devices must be stored 
in a covered place, protected from rain, from direct 
exposure to sun light (UV rays), far from vapor and 
heat emitting sources, and in shelving conditions that 
will assure the integrity of the product. 
2. Note: If more than (1) year has passed from 
the date of manufacture of the product indicated on 
the labeling, please dispose of the device accordingly 
since its intended shelf life is of (1) year. 

PREPARATION FOR PROCESSING 
1. Truemed does not recommend the 

reprocessing of soiled implants. 
2. We recommend the use of any of the 

following processing methods for 
preparation prior to the sterilization 
process. 

3. Processing Manual Method. Equipment. 
Soft-bristled brush, lint-free cloth, neutral 
enzymatic cleaner or neutral detergent with 
a PH between 7 and 9. 

 
• Prepare a fresh solution using warm 

deionized (DI) or purified (PURW) water 
and detergent or cleaner. Follow the 
enzymatic cleaner or detergent 
manufacturer’s instructions for use for 
the correct exposure time, 
temperature, water quality and 
concentration. Note: a fresh solution is 
a newly-made, clean solution. 

• Carefully wash implant manually. 
• Rinse implant thoroughly with 

deionized (DI) or purified (PURW) 
water. Use DI or PURW for final rinse. 

• Dry implant using a clean soft, lint-free 
cloth to avoid scratching the surface. 

 
4. Processing Mechanical Method (Ultrasonic). 

Equipment Ultrasonic cleaner, neutral 
enzymatic cleaner or neutral detergent with 
a PH between 7 and 9. Note: Ultrasonic 
cleaning may cause further damage to 
implants that have prior surface damage. 

 
• Prepare a fresh detergent solution using 

a neutral pH enzymatic cleaner or 
detergent. Follow the enzymatic 
cleaner or detergent manufacturer’s 
instructions for the correct dilution, 
temperature,      water      quality     and 
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exposure time. Note: a fresh solution is 
a newly-made, clean solution. 

• Clean implant ultrasonically for a 
minimum of 15 minutes. 

• Rinse implant using DI or PURW water 
for a minimum of two minutes. DI or 
PURW water must be used for final 
rinse. 

• Dry implant using a clean soft, lint-free 
cloth to avoid scratching the surface. 

 
 

Inspection: Implants should be inspected after 
processing, prior to sterilization. Any implant with 
corrosion, discoloration, scratches, flaws, residue or 
debris should be discarded. 

 
STERILIZATION/RESTERILIZATION 
WARNING: This product is NOT sterilized. Please 
follow these instructions to sterilize.  

If not specifically labeled sterile, the implants and 
instruments are supplied non-sterile and must be 
sterilized prior to use.  

Inspect packages for punctures or other damage prior 
to surgery. 
Metal components may be initially sterilized or 
resterilized, if necessary, by steam autoclaving in 
appropriate protective wrapping; that is, only legally 
marketed, FDA-cleared sterilization wraps should be 
used, after removal of all original packaging and 
labeling. Protect the devices, particularly mating 
surfaces, from contact with metal or other hard 
objects which could damage the product.  
The following process parameters are recommended 
for these devices: 
• Prevacum   cycle:   275°   F   (135° Celsius)  with   

a   minimum  dwell time of 3 minutes. Followed 
by 16 minutes of drying. 

• Gravity cycle: 270°F (132°Celsius) with a 
minimum dwell time at this temperature of 15 
minutes, followed by at least 15 minutes of 
vacuum drying. 

 
 
 
 

The cleaning and sterilization information is provided 
according to ANSI/AAMI ST79:2010. These 
recommendations are given considering the minimum 
sterilization parameter requirements listed in this 
document and do so by exceeding these minimum 
parameters. 
Truemed does not recommend the use of low 
temperature gravity cycles or flash sterilization on 
implants. 

 
RECOMMENDED STERILIZATION PARAMETER 
VALIDATION 
The recommended method, by which sterilization 
parameters validation should be performed, in both the 
Prevacuum and Gravity cycles recommended in the 
previous sections, is as follows:  

• Overkill Method according to ANSI/AAMI/ ISO 
17665-1: 2006/(R)2013 

The SAL value to be achieved is SAL of 10-6. Means that 
there is less than, or equal to one, chance in a million that 
a single viable microorganism is present. 

 
INFORMATION 
For more information, contact 
Truemed Group Customer Service at 832 791 0175 for US 
or +(52) 442 291 0545 for Mexico. 

 
Caution: Federal law restricts this device to sale by or on 
the order of a physician. 
 
This product is imported and distributed by Truemed 
Group LLC DBA Arzzt and Scecle. Plate names for plates 
included in this system: FOREARM LOCKING PLATE, 
DISTAL RADIO LOCKING PLATE, 1/3 SEMITUBULAR 
LOCKING PLATE, PROXIMAL HUMERUS LOCKING PLATE, 
DISTAL TIBIAL PLATE, CONDYLAR BUTTRESS LOCKING 
PLATE, HOCKEY LOCKING PLATE, HEAVY LOCKING PLATE 
and PROXIMAL FEMUR PLATE. Screws names for screws 
included in this system: LOCKING SCREW 5.0, LOCKING 
SCREW 3.5, CORTICAL SCREW 3.5, CORTICAL SCREW 4.5, 
CANCELLOUS SCREW 4.0, CANCELLOUS SCREW  6.5 X 
T16, CANCELLOUS SCREW  6.5 X T32, CANNULATED 
SCREW  6.5 X T16, CANNULATED SCREW  6.5 X T32, 
SPHERICAL LOCKING SCREW  2.7, CONICAL LOCKING 
SCREW 2.7 AND CORTEX SCREW  2.7.  
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