NON-STERILE SPINAL SYSTEM

@ Non-sterile spinal fixation system
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This product is a spinal fixation system that is used to treat spinal
dislocation and curvature during orthopedic surgery. It is used for fixing,
supporting, or alignment correction of thoracic, lumbar, and sacral spine
and consists of Screw, Rod, Set screw, and Cross link. The head of the
polyaxial screw type is anodized and Components are manufactured from
titanium alloy (Ti6AI4VELI) in accordance with ASTM F-136. See below for
details.

Indication of spinal fixation system

A product consisting of screws, rods, setscrews, and cross links used to
treat dislocation and curvature in orthopedic surgery. Used for fixing,
supporting, or aligning thoracic, lumbar, and sacral.

PREPARATIONS BEFORE USE

1) Do not damage the product.

2) It should be treated by a professional medical staff and should be
followed by the correct method of use.

3) Before the procedure, the user checks the patient's condition and
selects an appropriate implant.

4) Since this product is a non-sterile product requiring user sterilization,
sterilize it with the sterilization method recommended by the
manufacturer before surgery.

5) Check whether there is any problem with the product or its packaging
condition and whether it is damaged or damaged.

6) Use other than for purposes of use is prohibited.

STERILIZATION  PROCEDURE RECOMMENDATION FOR NON-STERILE
MEDICAL DEVICES INCLUDING IMPLANTS

1) In case of sterilization, sterilize it by placing it in a tray provided by
manufacturer or in a sterile tray used by the hospital. (Excluding
500mm Rods)

* Sterilization method : Moist Heat Sterilization(ISO 17665-1), The
sterilization conditions are in accordance with the table below.

Sterilization Circular Exposure Drying
No Temperature . A
method state time time
Moist Heat
L Pre- 132°C . .
1 sterilization 4min 30min
Vacuum (270°F)
(ISO 17665-1)

2

Only sterile products should exist in the operating room. To maintain
aseptic warranty index of 107 (standard sterilization conditions), The
sterilization method specified must be followed.

Sterilization in the paper filters, aseptic of the filter must be shall be
verified before the pressure steam sterilization.

If a user uses a different type of sterilization method, the user is
responsible for it, and manufacturer assumes no responsibility.
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METHOD OF USE

1) After the surgical site is cut, the soft tissue is cut to approach the

surgical site.

2) Using Awl, drill a hole in the Pedicle into which the Pedicle Screw is
inserted.

3) Insert the probe into the hole and determine the diameter and length

of the Pedicle Screw by considering the angle and depth of the
Pedicle.

4) Check the bone density and the Screw approach using the Tester.

5) Use a tapper to make a thread so that the Pedicle screw can be

inserted easily.

Using the Screw Driver, determine the correct entrance and direction,

and insert the pedal screw into the pre-made hole. In this case, be

careful not to transmit excessive force to the screw.

Once the pedicle screw is inserted into the surgical site, select the rod

of the appropriate length and bend the rod appropriately using the

Rod Bender according to the patient's condition.

8) Position Rod in Screw Head using Rod Clamp or Rod Holder.

9) After inserting the Set Screw into the screw head connector using the
Set Screw Driver Starter, turn it clockwise using the Set Screw Driver
to fix the Set Screw.

10) Secure the Rod to the lower end of the Screw Head using Rod

Pusher, Long Locker, and Reducer when necessary.
11) Align the array of Pedicle Screws using Compressor and Distractor.
12) Finally fix the Set Screw using Anti-Torque Wrench and Torque
Limited Handle 12 Nm.

13) The use of cross-link is recommended to increase the stability of the

assembled implant.

Using the Cross-link Driver and Cross-link Wrench, tighten the mini

screw on the Cross-link to secure the left and right rod.

Using the Torque Limited Handle 5Nm, tighten the Cross-link Driver

until it clicks.
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MANAGEMENT METHOD AFTER USE

This product is disposable medical devices and is prohibited from reusing
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STORAGE CONDITION

Room temperature (1~30°C)

WARNING

1) Only surgeons skilled in surgery can use it.

2) Before surgery, a surgery plan should be established with CT scans.

3) During or after surgery, the following cases may result in loss of
spinal correction or damage to the spinal cord or nerve root, and in
severe cases, consequences such as paraplegia or irreversible
dysfunction associated with nerve root.

@ Improper selection, placement, positioning and improper fixation of
implants

@ Misuse of implants or surgical instruments

® If the implant is broken by the load(weight)

@ If the component’s connection become loose

® If the Rod is not adjusted for implantation

4) If some implant components are damaged during the procedure, all
damaged components shall be replaced.

5) The patient's excessive weight can lead to additional stress and
deformation in the implant, which can lead to failure or deformation
of the implant.

6) If the patient is pregnant, the procedure should not be performed.

7) This product is disposable medical devices and is prohibited from
reusing them.

CONTRAINDICATIONS

B Patients with active infection or spinal inflammation

B Patients with inflammatory degenerative diseases

B Hepatitis or HIV-infected patients

B In the event of severe burns, contusions, or inflammation to
surrounding tissue

B Patients with allergic symptoms to metallic substances

m |nfection fracture patients

m Overweight patients

B |n case a pregnant woman has not confirmed the pregnancy

m Osteoporosis patient

B Those who cannot follow post-operative guidelines  during
post-operative recovery

B |n case of abnormal loading or auxiliary reaction due to neurological or
osteosarcomic diseases

B Bone immature patients

B Massive inflammation

B Multiple-sided infection due to hemorrhagic nature in the implant site.

® When the process of bone absorption or osteoporosis spreads at a
rapid rate in radiological considerations.

B A person whose diagnostic name is outside of the service category and

whose Concentrator determines that it cannot be use.

The above contraindications can be relative or absolute and must be
consulted when the procedure is determined by the surgeon. However,
contraindications are not limited to this list.

GENERAL CONDITIONS OF USE

1) This product must be treated only by a surgeon with specific training
or experience.

2) Be careful of infection during surgery.

3) This product does not ensure exposure to the MR environment as

safety and compatibility assessments, heating and movement are not

tested in the magnetic resonance (MR) environment.

The user should discuss with the patient all physical and mental

limitations of the use of this implant.

5) The user must provide information to the patient about that the

implant may be broken or damaged by strenuous activity or trauma.

If the patient is involved in a job or activity that can exert undue

pressure on the implant, the user must provide information to the

patient about the potential risks and side effects of surgery.

7) The user must alert patients to the deterioration of synostosis due to
smoking.

SIDE EFFECT
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1) Surgery failure due to incorrect surgery

2) Infection due to non-sterilization

3) Damage to the product due to external impact after surgery
4) Side effects from patient allergic reactions

REPORTING SIDE EFFECT

In the event of side effects or accidents, it must be reported to the
manufacturer.

HANDLING

Correct handling of the implants is very important. The user should not
scratch or crack the implant.
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& COMPLAINTS

Upon receiving any complaints or complaints regarding the quality,
identity, durability, reliability, validity, and/or performance of the product,
the user  should notify manufacturer or their local representative.
Furthermore, if the instrument is malfunctioning or suspected to be
malfunctioning, it should be immediately notified to manufacturer or its
local representative. If products of manufacturer have been improperly
operated or have caused or contributed to the patient's serious injury or
death, contact its local representative or manufacturer by phone, fax, or
document as soon as possible.

Please fill out the following when receiving all complaints.
- Manufacturing number of components (Lot. Number)

- Product name (Part name)

- Part.No

- Name and address to be contacted

- Explain the cause of the complaint in detail

For additional information or complaints, please contact:

XPlease check the attached label for product and manufacturer
information.
ABOVE THE STANDARD
Manufacturer Mantiz Co., LTD.
Tel : 053-252-5833
Fax : 053-252-5834
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