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Sterile Medical Device H Do Not Reuse Hsingle Use Only H Approval Number: KFDA No. 14-825

= Name of product : Rejuran, Rejuran i, and Rejuran s
= Model name : Rejuran, Rejuran i, Rejuran s, M2-001, M2-002, M2-003, M2-005
= Product Category : Graft/prosthesis, biomaterial
= Intended Use : For the temporary improvement of facial wrinkles in adults
= Instruction for Use
A. Preparation of Before Use
1) Check the package for any damage before use, and do not use the product if the package is found to be damaged.
2) Check the expiry date on the label and do not use if expired.
) This product must only be used by licensed physicians or medical professionals trained in injection procedures.
) Bring the product to room temperature before use.
) Proper injection technique is essential for successful results. The procedure must be performed by a skilled physician.
) Before treatment, the patient must be fully informed about the indications, contraindications, precautions, and
potential side effects.
B. Instruction for Use
1) Open the pouch and take out the syringe.
2) Remove the cap slowly from the syringe
Attach the needle to the syringe and remove the needle cap by pulling it straight off.
Thoroughly disinfect the injection site prior to injection.
Slowly inject the solution into the skin. The injection volume may vary depending on the treatment area
If the needle does not penetrate easily, do not force it. Instead, withdraw the needle and inject into another site
After the injection, gently massage the treated area to help evenly distribute the product.
C. Post-Treatment Handling
1) For single use only. Do not reuse.
2) Do not re-sterilize.
3) Dispose of the used syringe and needle in accordance with applicable regulations for medical waste.
= Precautions for Use
1. Contraindication
1) Do not use in patients with a history of non-absorbable filler use or recent treatment with other dermal fillers.
2) Patients currently taking NSAIDs, antiplatelet agents, anticoagulants, or immunosuppressants.
3) Patients with allergic or autoimmune diseases, sarcoid-type granulomatous conditions, or Osler’s endocarditis.
4) Do not inject into blood vessels.
5) Do not overuse.
6) Patients with known hypersensitivity to any of the ingredients, including Sodium Polynucleotide
7) Pregnant and lactating women.
8) This product is intended for the temporary improvement of facial wrinkles in adults and must not be used in children or adolescents.
9) Do not use on areas of skin damaged by inflammation or infection.
2. Warnings
1) Check the package for any damage before use, and do not use the product if the package is found to be damaged.
2) Check the expiry date on the label and do not use if expired.
3) Do not reuse.
4) Do not re-sterilize.
5) Dispose of the used product in accordance with the relevant regulations.
3. Adverse events
The physician must inform the patient in advance about potential mid- to long-term adverse events that may arise in relation to the use of
this medical device.
1) Applying pressure to the injection site may cause inflammation—such as erythema, swelling, or redness—accompanied by itching or
pain. These symptoms may persist for approximately one week.
2) Nodules or induration at the injection site, skin discoloration, or lack of therapeutic effect may occur.
3) If inflammation continues for more than one week, or if adverse events other than those already known occur, the patient should be
instructed to seek prompt medical consultation. The physician must provide appropriate treatment based on the patient's condition,
4) Any adverse events not previously identified must be reported to the manufacturer or distributor.
4. General precaution
1) The patient should avoid wearing makeup for 12 hours after injection and should avoid prolonged exposure to sunlight, UV rays, cold,
or heat (e.g., saunas, steam rooms, etc.) for two weeks.
2) The procedure must be performed by a physician who has received sufficient training in the use of this product.
3) Prior to treatment, the physician must fully explain the product’s indications, contraindications, and potential adverse effects to the
patient.
4) Before use, check that the sterile condition of the product has not been compromised.
5) Check the expiration date on the product label prior to use.
6) Do not use this product in blood vessels where there is a risk of vascular occlusion, which may lead to tissue necrosis
7) Do not use the product until any infection or inflammation in the intended treatment area has been controlled or resolved.
8) The safety and efficacy of this product for lip augmentation have not been established.
9) Injection in patients with a history of herpetic rash may trigger a recurrence of herpetic dermatitis.
10) The safety and efficacy of this product have not been established for patients who are prone to keloid formation, hyperpigmentation,
or hypertrophic scarring.

The safety and efficacy of long-term use beyond the period demonstrated in clinical studies have not been established.

u Shelf life : 24 months from the date of manufacture
m Storage or Preservation Method : Store at room temperature (1-30°C); protect from light.
= Weight or Packing Unit : Rejuran (M2-001, M2-005): 2 syringes/box
Rejuran i (M2-002), Rejuran s (M2-003): 1 syringe/box
® Manufacturer : PharmaResearch Co,, Ltd. 77-19, Gwahakdanji-ro, Gangneung-si, Gangwon State, Korea
= Customer Service : +82-31-8039-1500
u Adverse Event Reporting Contact : National Institute of Medical Device Safety Information, 080-080-4183
= Date of Document Preparation : April, 2025
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ENG_General
1. Product name

REJURAN, REJURAN i, REJURAN s
Injectable Dermal Filler

2. Category
Graft/prosthesis, biomaterial

3. Intended purpose

REJURAN, REJURAN i and REJURAN s are the injectable gel which are intended for injection into the mid to deep dermis to promote tissue restoration
and reconstruction, and improvement of physical appearance. It is highly versatile and easy to handle and can be used on areas of the skin: face
(especially around the eyes, perioral area), neck, Décolleté, hands, and other areas. Only physician is allowed to use these medical device.

REJURAN, REJURAN i and REJURAN s are prohibited to child, adolescent, and pregnant and lactating women.

4. Instruction for Use
1) Preparation before use

1) Do not use if package is opened or damaged.

2) Check the expiration date printed on the package prior to use and do not use the expired product.

3) Only physicians are allowed to use this medical device.

4) Keep at room temperature before use

5) Since administration technique is essential for the good result, skilled physicians must perform this treatment.

6) Prior to treatment, the patients should be fully informed of indications, contraindications, precautions, and
adverse reactions.

Instruction for use

1) Open the pouch and take out the syringe.

2) Remove the cap slowly from the syringe

3) The syringe can then be twisted onto the Luer-lock fitting of the needle. The needle must be tightened securely
to the syringe and primed with the product.

(4) Pull the needle cap to opposite direction to be removed.

(5) Prior to injection, ensure the disinfection of the application area.

(6) Inject slowly the injectable solution into dermis, the injection volume can be varied depending on the
application area.

7) If needling is difficult, do not increase the pressure on the plunger rod, instead, apply into another site.

8) After treatment, massage skin to spread evenly.

Post treatment guideline

1) Single use only. Do not reuse.

2) The product is for single use, do not re-sterilize.

3) Dispose the syringe and needle according to relative regulation for medical waste.

2)
(
(
(
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5. Precaution
1) Contraindication

(1) As with all transcutaneous procedures, the injectable product carries a risk of infection. Standard precautions to

minimize infections associated with intradermal injectable materials should be followed.

(2) In order to minimize the risks of potential complications, this product should only be used by health care
practitioners who have appropriate training, experience, and who are knowledgeable about the anatomy at and
around the site of injection.

3) Do not apply to the sites injected with un-absorbable filler or recently treated with other fillers.

4) Patients taking NSAIDs, platelet aggregation inhibitors, anticoagulants and immunosuppressant.

5) Patients with allergic disease, autoimmune disease, sarcoidosic granulomatous pathology and Osler's endocarditis.

6) Must not be implanted into blood vessels.

7) Do not overuse.

8) Patients with hypersensitivity to product ingredient (Sodium Polynucleotide).

9) Pregnant and lactating women.

10) Child and adolescent.

11) Do not use on specific sites of skin, which is damaged by inflammation or infection.

2) Warning

1) Do not use if package is opened or damaged. Once the product has been opened, the sterility is not guaranteed

which could cause infection.

2) Check the expiration date printed on the package prior to use and do not use the expired products.

3) Do not reuse. Reuse of such a device would present a risk to the public health.
)
)

(
(
(
(
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4) The product is for single use, do not re-sterilize.
5) Itis prohibited for half use and another injection at separate set. The sterility is not guaranteed which could cause
infection.

(
(
(
(

6) Dispose according to relative regulation.
Adverse events

1)
2)

3
Patients should be fully informed by a physician about mid-long term adverse events could be occurred.
When the pressure is applied to the injection site, inflammation (erythema, edema) with itching or pain can be
appeared. And this reaction may continue for a week.
(3) Nodules or sclerosis and discoloration of injection site and deficiency of treatment effect may occur.
(4) Patients should take immediate checkup with physicians if inflammation is prolonged more than one week and
unknown adverse events appears. In this case, the physicians should give optimized treatment to patients.
(5) In case of unknown adverse events, must be reported to the manufacturer or supplier.
4) General Precaution
(1) Patients should avoid make-up for 12 hours after injection and sun, UV ray, coldness and heat exposure (sauna,
evaporation room etc.) for 2 weeks.
(2) This product should be performed by fully trained physicians.
(3) Prior to treatment, patients should be fully informed of indications, contraindications, precautions, and adverse
events by physician.
4) Before use, the sterilization condition must be checked.
5) Before use, the expiration date labeled on the product must be checked.
)
)

(
)
(
(

6) Should avoid implanting into the blood vessel which could cause infarction(tissue necrosis).

7) The product must not be used until the infection and infarction(tissue necrosis) is controlled or settled.

8) The safety and efficacy for lip augmentation have not been established.

9) Injection on patient with a history of herpetic rash can cause recurrent herpetic dermatitis.

10) The safety and efficacy for patient who are sensitive in keloid formation, hyperpigmentation, hypertrophic scar
have not been established.

(11) After use, syringes and needles should be handled as potential biohazards. Disposal should be in accordance

with accepted medical practice and applicable local, state and federal requirements.

(
(
(
(
(
(
(

The safety and efficacy of long term use are not ensured beside the period, which is proofed through clinical studies.

6. Storage Condition
Store at room temperature (1~30°C), protect from sunlight

7. Shelf Life
24 months

8. Packing unit
REJURAN: 2mL syringe + 2 needles (33G), 2 blisters/box
REJURAN i: TmL syringe + 1 needle (34G), 1 blister/box (white color)

REJURAN s: TmL syringe + 1 needle (30G), 1 blister/box (blue color)
CE certified needles are used (CE0068)

PharmaResearch Co., Ltd.
“ 77-19, Gwahakdaniji-ro, Gangneung-si, Gangwon-do, 25452, Korea

Product Inquiry +82-31-8039-1500
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Thailand
1. Product name

REJURAN, REJURAN i, REJURAN s
Injectable Dermal Filler

2. Model name
REJURAN-001, REJURAN i-002, REJURAN s-003

3. Intended purpose

REJURAN-001, REJURAN i-002 and REJURAN s-003 are the injectable gel which are intended for injection into the mid to deep dermis to
promote tissue restoration and reconstruction, and improvement of physical appearance. Itis highly versatile and easy to handle and can be
used on areas of the skin: face (especially around the eyes, perioral area), neck, Décolleté, hands, and other areas. Only physician is allowed to
use these medical device.

REJURAN-001, REJURAN i-002 and REJURAN s-003 are prohibited to child, adolescent, pregnant and lactating women.

4. Instruction for Use
1) Preparation before use
1) Do not use if package is opened or damaged.
2) Check the expiration date printed on the package prior to use and do not use the expired product.
3) Only physicians are allowed to use this medical device.
4) Keep at room temperature before use
5) Since administration technique is essential for the good result, skilled physicians must perform this treatment.
6) Prior to treatment, the patients should be fully informed of indications, contraindications, precautions, and adverse reactions.
Instruction for use
1) Open the pouch and take out the syringe.
2) Remove the cap slowly from the syringe
3) The syringe can then be twisted onto the Luer-lock fitting of the needle. The needle must be tightened securely to the syringe and primed with
he product.
(4) Pull the needle cap to opposite direction to be removed.
(5) Prior to injection, ensure the disinfection of the application area.
(6) Inject slowly the injectable solution into dermis, the injection volume can be varied depending on the application area.
(7) If needling is difficult, do not increase the pressure on the plunger rod, instead, apply into another site.
(8) After treatment, massage skin to spread evenly.
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1) Single use only. Do not reuse.
2) The product is for single use, do not re-sterilize.
3) Dispose the syringe and needle according to relative regulation for medical waste.

5. Precaution
1) Contraindication
(1) As with all transcutaneous procedures, the injectable product carries a risk of infection. Standard precautions to minimize infections associated
with intradermal injectable materials should be followed.
(2) In order to minimize the risks of potential complications, this product should only be used by health care practitioners who have appropriate
training, experience, and who are knowledgeable about the anatomy at and around the site of injection.
(3) Do not apply to the sites injected with un-absorbable filler or recently treated with other fillers.
4) Patients taking NSAIDs, platelet aggregation inhibitors, anticoagulants and immunosuppressant.
5) Patients with allergic disease, autoimmune disease, sarcoidosic granulomatous pathology and Osler's endocarditis.
6) Must not be implanted into blood vessels.
7) Do not overuse.
8) Patients with hypersensitivity to product ingredient (Sodium Polynucleotide).
9) Pregnant and lactating women.
10) Child and adolescent.
11) Do not use on specific sites of skin, which is damaged by inflammation or infection.
Warning
1) Do not use if package is opened or damaged. Once the product has been opened, the sterility is not guaranteed which could cause infection.
2) Check the expiration date printed on the package prior to use and do not use the expired products.
3) Do not reuse. Reuse of such a device would present a risk to the public health.
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4) The product is for single use, do not re-sterilize.

5) Itis prohibited for half use and another injection at separate set. The sterility is not guaranteed which could cause infection.

6) Dispose according to relative regulation.

Adverse events

1) Patients should be fully informed by a physician about mid-long term adverse events could be occurred.

2) When the pressure is applied to the injection site, inflammation (erythema, edema) with itching or pain can be appeared. And this reaction may
continue for a week.
(3) Nodules or sclerosis and discoloration of injection site and deficiency of treatment effect may occur.
(4) Patients should take immediate checkup with physicians if inflammation is prolonged more than one week and unknown adverse events
appears. In this case, the physicians should give optimized treatment to patients.
(5) In case of unknown adverse events, must be reported to the manufacturer or supplier.

4) General Precaution
(1) Patients should avoid make-up for 12 hours after injection and sun, UV ray, coldness and heat exposure (sauna, evaporation room etc.) for 2
weeks.

2) This product should be performed by fully trained physicians.

3) Prior to treatment, patients should be fully informed of indications, contraindications, precautions, and adverse events by physician.

4) Before use, the sterilization condition must be checked.

5) Before use, the expiration date labeled on the product must be checked.
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6) Should avoid implanting into the blood vessel which could cause infarction(tissue necrosis).
The product must not be used until the infection and infarction(tissue necrosis) is controlled or settled.
) The safety and efficacy for lip augmentation have not been established.
) Injection on patient with a history of herpetic rash can cause recurrent herpetic dermatitis.
0) The safety and efficacy for patient who are sensitive in keloid formation, hyperpigmentation, hypertrophic scar have not been established.
1) After use, syringes and needles should be handled as potential biohazards. Disposal should be in accordance with accepted medical practice
and applicable local, state and federal requirements.
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The safety and efficacy of long term use are not ensured beside the period, which is proofed through clinical studies.

6. Storage Condition
Store at room temperature (1~30°C), protect from sunlight

7. Shelf Life
24 months

8. Packing unit

REJURAN-001: 2 ml 1 syringe + 2 needles (33G)/1 blister, 2 blisters/box
REJURAN i-002: 1 ml 1 syringe + 1 needle (34G)/1 blister, 1 blister/box
REJURAN s-003: 1 ml 1 syringe + 1 needle (30G)/1 blister, 1 blister/box
CE certified needles are used (CE0068)

PharmaResearch Co., Ltd.
“ 77-19, Gwahakdanji-ro, Gangneung-si, Gangwon-do, 25452, Korea

Product Inquiry +82-31-8039-1500

SYMBOL
No. Symbol Title
1 LOT Batch code
2 Use by
Manufacturer

® K &

4 Do not re-use
e
5 TéLT Keep away from sunlight

Do not use if package is damaged

@

Temperature limitation

~

8 STERILE “ Sterile using steam or dry heat
Consult instructions for use

Do not resterilize

@8

11 Caution, consult accompanying documents
12 Fragile
13 [STERILE[EQ] Sterilized using ethylene oxide (Only needle)
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