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‘ Medical Device for Export H Sterile Medical Device H Do Not Reuse H Single Use Only

BMName of product: ME11-001
M Category : Graft/prosthesis, biomaterial
Mintended use/ indication : It is used to temporarily improve fine wrinkles at the outer corners of the eyes
(crow’ s feet) in adults by subcutaneous injection of Sodium Hyaluronate and
Sodium Polynucleotide, achieving physical restoration.
Minstruction for use
1. Preparation Before Use

1) Check the packaging for any damage prior to use. Do not use if the packaging is damaged.

2) Check the expiration date on the label. Do not use after the expiration date.

3) This product must not be used by non-physicians.

4) As injection technique is essential for treatment success, this product must be used only by physicians

experienced with this procedure.
5) Prior to treatment, the physician must inform the patient of the indications, contraindications,
incompatibilities, and possible adverse effects of the product.

. Instruction for USE

1) Open the package containing the syringe.

2) Slowly remove the syringe cap.

3) Attach the needle to the syringe, then remove the needle protective cap horizontally.
4) Thoroughly disinfect the application area before injection.
)
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N

5) Slowly inject the solution into the skin. The injection volume may vary depending on the treatment area.
6) If the needle does not penetrate smoothly, do not force it; withdraw the needle and inject at another site.
7) After injection, gently massage the treated area to ensure even distribution of the product.
. Storage and Handling After Use
1) For single use only. Do not reuse.
2) Do not re-sterilize.
3) Dispose of used syringes and needles as medical waste in accordance with applicable regulations.
MPrecaution
1. Contraindications
1) Do not use in areas treated with non-absorbable fillers or areas recently treated with fillers.
2) Do not use on damaged skin, including areas with inflammation or infection.
3) Do not inject intravascularly.
)
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4) Do not overuse.
5) Do not administer to the following patients:
- Patients receiving NSAIDs, antiplatelet agents, anticoagulants, orimmunosuppressive agents
- Patients with allergic diseases, autoimmune diseases, sarcoid granulomatous pathology, or Osler’ s
endocarditis
- Patients with hypersensitivity to any component of the product (sodium polynucleotide, sodium
hyaluronate, lidocaine)
- Pregnant or breastfeeding women
- Children, adolescents, or minors
- Patients with hypersensitivity to lidocaine or other amide-type local anesthetics.
- Patients with hypersensitivity to mannitol
6) Do not use on damaged skin, including areas with inflammation or infection.
.Warning

1) Check the packaging for damage before use. Do not use if damaged.

2) Check the expiration date on the label. Do not use after the expiration date.

3) Do not mix or use in combination with other products.

4) Do not reuse.

5) Do not re-sterilize.

6) Dispose of used products in accordance with applicable regulations.

7) Intravascular injection may cause serious adverse events such as blindness. Use is not recommended
in areas with thin skin and a high risk of vascular injection, such as the glabellar region or areas near
the eyes. Exercise extreme caution during administration.

. Adverse Reactions

The physician must inform the patient of potential short- and long-term adverse reactions associated

with the use of this medical device.

1) Inflammatory reactions (redness, swelling, erythema) accompanied by itching or pain may occur
at the injection site when pressure is applied. These reactions may persist for approximately one week.

2) Nodules or induration at the injection site, discoloration, or lack of therapeutic effect may occur.

3) Ifinflammation persists for more than one week or if adverse reactions other than those listed occur,
the patient should be instructed to seek medical attention promptly. The physician should provide
appropriate treatment.

4) Any adverse reactions other than those listed must be reported to the manufacturer or distributor.

. General Precautions

1) Avoid makeup for 12 hours after injection, and avoid prolonged exposure to sunlight, UV radiation, cold,
or heat (e.g., sauna, steam room) for 2 weeks.

2) This product must be administered only by physicians who have received adequate training in this
procedure.

3) Prior to treatment, the physician must fully explain the indications, contraindications,
and potential adverse effects to the patient.

4) Verify that sterility has not been compromised prior to use.

5) Check the expiration date on the product label.

6) Safety and effectiveness for lip augmentation have not been established.
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7) Injection in patients with a history of herpetic eruptions may cause recurrence.
8) Safety has not been established in patients prone to keloid formation, hyperpigmentation,
or hypertrophic scarring.
9) The following adverse reactions have been reported with lidocaine injections:
- Shock: Shock may occur. Monitor carefully. If hypotension, pallor, abnormal pulse, or respiratory
depression occurs, discontinue administration immediately and provide appropriate treatment.
- Malignant Hyperthermia (excluding topical anesthesia): Rare but severe malignant hyperthermia

may occur, accompanied by unexplained tachycardia, arrhythmia, blood pressure fluctuations,
rapid rise in body temperature, muscle rigidity, dark-red blood (cyanosis), hyperventilation, sweating,

acidosis, hyperkalemia, and myoglobinuria. If such symptoms occur, discontinue administration

immediately and initiate appropriate treatment, including intravenous dantrolene sodium, systemic
cooling, hyperventilation with pure oxygen, and correction of acid-base imbalance. Maintain urine
output to prevent renal failure.

- Central Nervous System:

: Toxic symptoms such as tremor or convulsions may occur. Monitor carefully and discontinue
administration immediately if such symptoms occur. Provide appropriate treatment such as diazepam
or ultra-short-acting barbiturates (thiopental sodium).

: Drowsiness, anxiety, agitation, confusion, dizziness, nausea, and vomiting may occur.

Monitor carefully for progression to shock or toxicity and provide appropriate treatment as necessary.
- Hypersensitivity: Skin reactions such as urticaria and edema may occur.

B Storage condition : Store at room temperature, protect from sunlight, 24 months from the date of manufacture
WPacking unit: 1 syringe/box
BMManufactured by : PharmaResearch Co., Ltd.
77-19, Gwahakdanji-ro, Gangneung-Si, Gangwon-do, Korea
MProduct inquiry : 82-31-8039-1500
Minsert paper revision date : January. 2026

() PharmaResearch

DB0589(00)



