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# INTERBODY FUSION DEVICE (STERILE SPINAL CAGE)

This product is a sterilized radiation (Gamma) product. It is a porous
cervical intervertebral fusion prosthesis manufactured by SLM (Selective
Laser Melting) 3D printing technology using powder. It is used by
transplanting between the intervertebral bodies to obtain optimal stability.
It can be classified into Convex type, Lordotic type and Parallel type
according to the shape of the product, and is subdivided into a general
Full Mesh Type and a Graft Hole Type that can be implanted by filling an
artificial bone. This product is manufactured from Titanium Alloy Powder
(Ti-6Al-4V ELI Alloy), please refer to the following for details.

4 INDICATION FOR USE

This product used to treat structural abnormalities caused by degenerative
intervertebral disc of lumbar spine. This product is manufactured using a
3D printer.

4 PRECAUTIONS 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.

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

4) This product is supplied with Gamma radiation (ISO11137-1,2,3),
re-sterilization is not allowed, and The damage and expiration date of
the product's packaging must be checked before surgery.

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

Use other than for purposes of use is prohibited.
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¢ METHOD OF USE

1) Posterior lumbar (PLIF), Anterior lumbar (ALIF), Transforamenal lumbar

(TLIF), Olique lumbar(OLIF), The treatment method determines the

s?adpe of the implant. Use the X-ray and C-arm to determine the level

of disc.

After incision, open the affected area (upper and lower body) using

the opening device.

Use Shaver to remove damaged disc altogether or partially to make a

space for the implant to be inserted.

Use Trial to check the height and angle of the space from which the

disc has been removed and determine the appropriate size of the

product.

5) Insert the implant using the Cage holder.

6) After final verification of the fixation and calibration status of the
inserted implant, suture the surgical site.
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¢ MANAGEMENT METHOD AFTER USE

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

4 STORAGE CONDITION
Room temperature (1~307C)
4 WARNING

1) Only surgeons skilled in surgery can use it.

2) The product has a potential risk of requiring additional surgical

treatment below.

® Reoperation due to failure of bone fusion

@ dislocation

® Damage to the product

@ a secondary fracture

® Infection

® damage to blood vessels / nerves / organs

This product is prohibited if the patient exhibits an allergic or foreign

reaction to the raw material.

4) Check the expiration date of this product before using it.

5) Do not use products with damage to packaging or products.

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

7) This product is supplied sterilized so re-sterilization is prohibited.

8) For overweight or obese patients, surgery should be considered
depending on the patient's condition, as it can cause excessive stress
on the product, causing failure of device fixation or damage to the
device itself.
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4 CONTRAINDICATIONS

Patients with active infection or spinal inflammation

Patients with inflammatory degenerative diseases

Hepatitis or HIV-infected patients

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

Patients with allergic symptoms to metallic substances

Infection fracture patients

Overweight patients

In case a pregnant woman has not confirmed the pregnancy
Osteoporosis patient

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

In case of abnormal loading or auxiliary reaction due to neurological or
osteosarcomic diseases



Slo| 37| NBSS HTi3 =2 HLYAY 4 9100f oAl olsf Aol 2Y B
mj YHEA| ZIEOF Bict. B, F7IAES 0 320 ReEiA| erect.

* HBYo| FoluY

1) £ ABS SoAl FHH g we, 22 ZH0| Ut elzoliel ojsiAat
KgEiofor 3ic]

2) A Al Zgio] Folsict

3) £ HES ATIZY(MR) BHOIMO| OFHI HeMo| WItElA ookn 2|
2y HF0Me T, 0|, FuHu0l (o AFS sdux egfonz, 2
Ji2e shoixol NS eix olxl et 2 olRIlE MU BAE A
Aot Fools Bt 2l ¢S £ UL,

4) ABAE UBUER o% RUH, N A0l helo] Bafet =ofstolor o
cf

5) Al2ats 2wt BS0ILt N0l ol YBETL BAAAL A4E £ U
2 "sixjol7 Sfeiof Bit

6) a7} ABeiE0| s pur2 2 4 U YOI BEU| Amslof UCH,
Aeae BEA Bargol TS Mol teto] BAfolA ot2fof Sl

7) EHNE BRE MifR0| ZHDE, AL oy AMS EROI et
sict.

* 228

1) 173 AL SE WE Hol| M2 B U A

2) Hazs @502 ol 2 HZ0| Sl AME Ze MY mE wm 2
Ak
y

3) 2 g0 223 0|20x3 ¥ YElM BHES T FL J17Il T

4) Moz H50| whet 2ui g3 Sy

5) Al Al QIN0) oSt Wzsta HLZFer Aut

6) 2% 2o Zuof waf

S 22 AL L Al HIEA HZAOAH 211st0{0F Bt

1o
o
[==
(1]
e
il
rlo
o

e 2882, Algls YEHUEES F7U 30| 7t=

HEQ| E2, ZY(dentity), UTA, MM, oMM Q&M J2|u/EE MHst
HHE BE E0tE0| 2Lt BOtAIRRS M3 ojg MEQI2 HZALE 1 A rf
2[Qloj7| 2{of st ES0|, 7|77t QASEIALL QAS0| O MEICHH | RALE
I CH2| QIO A SAl 22AOFBICE. THY, HZALS| A E0| RAHMsIA 255 20| AU
AL B2po| fzist B4 we= AMYS REfotrLt Z|0fUCHH, Ch2|d E= AHRZA
o A3t WA L= BAZ JHsT e A2 5to{ofF Stk

Name), R (Part No), 2t & 0|23} X4 1aln NZAT} 2oARIS] 2ol

DE S, 18829 AH2MS (Lot. Number)et BHAl HES| AEY(Part
+ 0
2}
off et OISHE =71 <Ush Atzioll CHSh 24t 4EE HSsto] FHAIR.

7130l Y& L= SUAIE tHoiME CHEo2 HRSHIAIR.
XAE Y2 AU HRA YRE 2 e FolsHAR.

ANTIZ2

ABOVE THE STANDARD

H =Xt (F)HE|A
o 3 053-252-5833
- A 053-252-5834

Bone immature patients

Massive inflammation

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.

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.

4 GENERAL CONDITIONS OF USE

1)

2)
3)

4

5)
6

7

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

Be careful of infection during surgery.

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.

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.

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

@ SIDE EFFECT

1

2

3

4)
5)
6)

Decrease in bone density due to changes in mechanical stress
distribution shape

Damage to nerves or blood vessels if this product is moved or
damaged due to improper activity

fDamage to the product if the load is applied without sufficient bone
usion

Infection and inflammation of the epithelium or the heart

Neurological spinal cervical damage by trauma during surgery

Changes in spinal curvature and stiffness

@ REPORTING SIDE EFFECT

In

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

manufacturer.

4 HANDLING

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

4 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:
%Please check the attached label for product and manufacturer
information.
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Manufacturer  : Mantiz Co., LTD.
Tel : +82 53-252-5833
Fax : +82 53-252-5834
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