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English ‘ Medical Device H Single Use

u Name of product : ME5-001
m Category : Graft/prosthesis, biomaterial
m Intended use/ indication : Improving elasticity, turgidity and tonicity of skin
= Instruction for use
1. Preparation of before use
1) Do not use if package is opened or damaged.
2) Expiry date is printed on the package. Do not use the product which has expired its expiry date.
3) This product shall only be used by trained medical personnel.
)
)

4) The product shall be used at room temperature.
5) Administration technique is essential for the good result, skilled physician must perform this
treatment.
6) Prior to treatment, the patient should be fully apprised of indications, contraindications,
precautions, and adverse reactions.
2. Instruction for use
1) Open the pouch and take out the syringe.
2) Remove the cap slowly from the syringe
3) Assemble needle with a syringe, pull in an opposite direction to remove the needle cap.
4) Prior to injection, ensure the disinfection of the application area.
5) Inject slowly the solution into dermis, the injection volume can be varied depending on the
application area.
6) If needling is difficult, do not increase the pressure on the plunger rod, instead, apply to another
site.
7) After treatment softly massage skin for spreading the injected solution evenly.
3. Post treatment guideline
1) Must be single use, do not reuse.
2) The product is for single use, do not re-sterilize.
3) Dispose the syringe and needle followed by pertinent regulation for medical waste.
= Precaution
1. Contraindication
1) Patient with history of un-absorbable filler or recent other filler treatment.
2) A patient who is using NSAIDs, platelet aggregation inhibitors, anticoagulants, immunosuppresants.
3) Patient with allergic disease, autoimmune disease, sarcoidosic granulomatous pathology, Osler’s
endocarditis.
) Must not be implanted into blood vessels.
) Do not overuse.
) Patient with hypersensitivity with product ingredient (Sodium Polynucleotide).
) Pregnant and lactating women.
) Under 18 years (Child and Adolescent)
) 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.
2) Should be checked prior to use the expiration date printed on the package and do not use expired
products.
3) Do not reuse.
4) The product is for single use, do not re-sterilize.

Dispose followed by relative regulation.

Recommend to prohibit or should be used with caution in area around eyes especially glabella and
relatively thin skin where there is a high possibility of being injected into the blood vessel because
serious side effects such as blindness may occur if product is injected into blood vessels.

3. Adverse events
The patient should be fully appraised by a physician about onset of mid-long term adverse events could
be occurred.

1) Ifinjection site is pressed, inflammation with itching or pain can be appeared. And this reaction

may continue for a week.

2) Onset of nodules or sclerosis of injection site, discoloration and deficiency of effect on injection
site may occur.

3) The patient should take immediate consultant of physician if more than one week prolong inflamm-
ation and unknown adverse events appears. In this case, the physician should give optimized treat-
ment to patients.

4) To report the unknown adverse events to the manufacturer or supplier.

General precaution

1) The patient should avoid makeup for 12 hours after injection and avoid the sun and UV ray, coldness
and heat exposure (sauna, evaporation room etc.) for 2 weeks.

2) This product should be performed by fully practiced physician.

3) Prior to treatment, the patient should be fully apprised of indications, contraindications,
precautions, and adverse events by physician.

4) Should confirm the sterilization condition of the product before use.

5) Should be checked prior to use the expiration date printed on the package.

6) The safety and efficacy for lip augmentation has not been established.
)
)

Eal

7) Injection on patient with a history of herpetic rash can cause recurrent herpetic dermatitis.
8) The safety and efficacy for patient who are sensitive in keloid formation, hyperpigmentation,
hypertrophic scar has not been established.
9) The safety and efficacy of long term use are not ensured beside the period, which is proofed
through clinical studies.
u Storage condition : Store at room temperature (1~30°C), protect from sunlight.
u Packing unit : 1 syringe/box
= Manufactured by : PharmaResearch Co., Ltd.
77-19, Gwahakdanji-ro, Gangneung-Si, Gangwon-do, Korea
= Product inquiry : 82-31-8039-1500
u Insert paper revision date : June. 2023

(& PharmaResearch

DB0492(00)



