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Ethical Drug

— Class No.| 325
J-plaw

[Composition]  1mL of soln. containing

Human Placenta Extract(as soluble substance 50mg) «weesssssississiinen. imL
[Appearance]

Brown ampoule containing yellowish transparent solution

[Indications]

Improve symptoms of menopause disorder

[Dosage and Administration]

Injection by subcutaeously one ampoule(2mL), three times
in a week for two weeks(Total 6 times)

[Precaution for use]

1. Warning

1) Caution should be exercised when opening ampoule to assure glass
does not break in an unsafe manner prior to use.

2) Administration should be limited to necessary cases based on the
medical decision because risk of infection cannot be fully excluded
through proper safety measures were established to prevent possible
infections for containing human placental components.

3) It was reported that benzyl alcohol was associated with fatal gasp in
immature infants.

2. Restrict on use

1) Patients with a history of hypersensitivity to Placenta ext. or other medicine.

2) Patients who are suspected for organopathy.

3) Patients with heart, liver, kidney and other moderate complications.

4) Patients with psychogenic disorder.

5) Neonates and immature infants (contains benzyl alcohol)

3. Inject with care

1) Patients with allergic constitution.

4. Adverse event

1) Shock: Stop administration when it causes shock.

?2) Hypersensitivity: Stop administration when it causes hypersensitive
reaction such as chill, nausea, fever, redness, rash and others.

3) Injection site: May it cause pain and rash.

4) Others: Stop administration when it causes mastalgia and sometimes
appears gynecomastia.

5. General precaution

While safety measures during the manufacturing process to prevent

infection, as well as confirmation of the necessity of treatment for the

disease before administration are carried out, doctors should explain to

patients and try to have them understand that when human placenta is

used as the raw material of a product, the risk of infection cannot be fully

ruled out.

. Precaution for administration

Caution should be exercised as follows to avoid actions on tissues and

nerve during subcutaneous injection.

1) Cautiously avoid nerve system for injection site.

2) Change injection site when injections are repeated.

3) Change injection site when it causes severe pain or reflex of blood.

4) Administer as subcutaneous injection only.

()

[Storage]

Hermetic container, protect from light, room temperature
[How supplied]

2mL * 50 amp.

[Expiry date]

Indicated on the container and package

[Note]

Use only with a prescription from a doctor
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