FACTOR )

Peptide Enhanced Bone Graft

Cerapedics

Composite bone graft material (i-FACTOR)

‘ Disposable sterile therapeutic

Product name: i-FACTOR Putty

Item name: Composite bone graft material

Model Name: Refer to Manufacturer's label [REF]

Shelf life: Refer to the manufacturer's label [ In the order of Year-Month-Day]
Importer: Spinotech Inc (5F, Sehyun Building, 7, Saimdang-ro 1-gil, Seocho-gu, Seoul)
Manufacturer: Cerapedics, Inc. / Manufacturing country: USA

Import License Number: No. Suheo 18-362

Manufacturing Number: Refer to Manufacturer's label [LOT]

Packing Unit: 1 Unit

maturation.
M Storage method: Store in a dry place, at room temperature.

W Sterilization method: Moist heat sterilization

Hl How to use
A. Precautions before use
1) Check the shelf life, appearance, and packaging status before use.

2) Read carefully the manufacturer's instructions before use.

B. How to use

1) Remove the syringe cap and push the plunge to inject i-FACTOR Bone Graft.

Purpose of use: This product is used for spinal interbody arthrodesis. It should be used with an auxiliary fixation in patients with skeletal

2) i-FACTOR Bone Graft might be injected directly to the surgical site or into a sterile container by using general instruments or hands.

3) Appropriate amount o ¥f i-FACTOR Bone Graft is used on the bone cavity area.

4) This product should to be used in parallel with the auxiliary fixing devices, such as allogeneic bone rings, intervertebral fusion

prostheses, intervertebral fixation materials, fracture fixation screws, and metal bone fixation materials that have been approved for

use in human tissue. The site of use is decided using simple radiographs or fluoroscopy during surgery.

X When you open the foil pouch containing the i-FACTOR Bone Graft syringe, you can see there is a very small amount of water in the

pouch. It doesn't mean a defect in the product, as it is a normal steam sterilization process, and does not affect its sterilization status.

X In case of patients under 18 years, it may cause excessive bone formation and changes in bone growth, which may negatively affect skeletal

development. Therefore, it is forbidden to use in patients under 18 years with severe bone defects or rare bone disorders.

C. Storage and Management after use

This product is a disposable sterile product and reuse is forbidden.

B Precautions for

use A.

Contraindications

1) If there is no substance for structural support at the grafting site

2) Patients who are allergic or hypersensitive to this product

3) Patients with infections in the surgical area

4) Significant shock or pressure on the surgical site

5) Significant abnormal phenomenon in blood vessels near the grafting site
6) Direct contact with joint areas

7) Segmentation defect

8) Systemic or metabolic bone disorders that affect bone or wound healing

9) Renal function disorder

10) Patients who are unable or unwilling to follow postoperative instructions, such as alcohol or drug addicts

11) Immune system damage



iI=FACTOR C ) Cerapedics

Peptide Enhanced Bone Graft

B. Warnings and Prevention measures

1) This product is not designed for structural support of the healing process. In any case, a method of supporting the defective area
with a solid material is necessary. Like the other surgeries, patients who have symptoms that may negatively affect the procedure
should be carefully considered. It includes hemorrhagic disease, prolonged steroid therapy, immunosuppressive therapy, or high-dose
radiation therapy.

2

-

If the sterile packaging is opened or broken, it should never be used. In this case, packaging and all contents must be discarded or

returned.

3

-

This product is designed for a single patient. Do not reuse or re-sterilize. Re-use of this product may cause side effects on the
sterilization and physical handling characteristics of the product.

4

=

This product should only be used in the surgical process for the proper implantation in the area of bone defects. Fill in the bone
defect area carefully not to overfill or apply excess force.

5

-

If inserted improperly, it may be deviated from the intended bone defect area, which leads to the poor surgical outcomes.
6) The side effects that may arise due to the deviation or improper implantation of this product, in which case re-
operation may be necessary. A) Pain
B) Nerve
damage) C)
Physical
impairment
D) Irritation or joint wear or loss of function
7) The effectiveness of this product in pregnant or lactating women was not evaluated.
8) The use in combination with other bone substitutes was not evaluated, so its efficacy cannot be confirmed.
9) In case of patients under 18 years, it may cause excessive bone formation and changes in bone growth, which may negatively affect
skeletal development. Therefore, it is forbidden to use in patients under 18 years with severe bone defects or rare bone disorders.
10) Safety in the grafting area where the strength is required was not confirmed.
11) This product should to be used in parallel with the auxiliary fixing devices, such as allogeneic bone rings, intervertebral fusion
prostheses, intervertebral fixation materials, fracture fixation screws, and metal bone fixation materials that have been approved to
use in human tissue of a patient with skeletal maturation. The site of use is decided using simple radiographs or fluoroscopy during

surgery.

C. Side effects
1) Temporary hypercalcemia

2) Allergic reaction to the ingredients of this product

D. Adverse reactions

1) Wound complications such as hemorrhoids, pus, infections, or complications that may occur in any surgery

2) Nonunion, malunion, delayed union

3) It can affect bone formation at the site of bone loss.

4) Pain, nerve damage, physical impairment, irritation, or joint wear or functionality loss may occur when dislocation or shift occurs, as with
other bone grafting materials that implant bone loss areas. Reoperation may be necessary in this case.

5) Refracture

6) Reduction Loss

H Contact related to reporting side effects
National Institute of Medical Device Safety, 080-080-4183

Attachment Revision date: 10-2024
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