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SM PHARMACEUTICALS SDN. BHD.

NYASTAT PESSARY
NYSTATIN PESSARY (VAGINAL TABLETS) 1000,000 IU

DESCRIPTION:
Yellow colour, almond shaped pessaries

COMPOSITION:
Each pessary contains: Nystatin B 100,000 IU.

ACTIONS AND MODE OR MECHANISMS OF ACTION:

Nystatin probably exerts anti-fungal effects by binding to steroids in the fungal cell
membrane to produce a change in membrane permeability, which allows loss of
essential cellular constituents

PHARMACOLOGY (SUMMARY OF PHARMACODYNAMICS AND
PHARMACOKINETICS):

Absorption: Not absorbed from the gastrointestinal tract.

Excretion: Nystatin is excreted almost entirely as unchanged drug.

TOXICOLOGY (BRIEF):
Pregnancy / Reproduction / Breast feeding-
Problems in humans have not been documented.

INDICATIONS:
Vaginal Nystatin is indicated in the local treatment of vulvovaginal candidiasis caused
by (monilia) albicans and other Candida species.

CONTRAINDICATIONS:
This drug should not be administered to patients with a history of hypersensitivity to
nystatin.

SIDE EFFECTS / ADVERSE REACTIONS:
Local irritation, possibly including burning, oedema, erythema.

PRECAUTIONS / WARNINGS:

Use hygienic measures to control sources of infections or reinfection.

Protect clothing because of possible vaginal drainage.

Care should be taken when using applicator to prevent the possibility of mechanical
trauma.
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RECOMMENDED DOSAGE, DOSAGE SCHEDULE AND ROUTE OF
ADMINISTRATION:
Therapy for a period of 2 weeks is usually sufficient but more prolonged treatment may
be necessary.
To prevent thrush in the newborn, it is suggested that nystatin vaginal tablets be
administered to pregnant patients with candidal vaginitis in a dosage of 100,000 IU
intravaginally daily for 3 to 6 weeks prior to delivery.

SYMPTOMS AND TREATMENT FOR OVERDOSE, AND ANTIDOTE(S):
Since the absorption of nystatin from the gastrointestinal tract is negligible, over-dosage
or accidental ingestion causes no systemic toxicity.

PACKING / PACK SIZES:
Strip pack of 10 and 15 pessaries / pouch.
10 x 10’s and 10 x 15’s strip packs with applicator / carton.

STORAGE CONDITIONS, USER INSTRUCTIONS AND PHARMACEUTICAL
PRECAUTIONS:

Nystatin pessaries should be stored below 30°C.

Protect from light.

USER INSTRUCTIONS:

1.Read patient instruction leaflet and make sure of a proper administration technique to
be applied.

2. Complete the treatment (full course therapy) as prescribed by the physician.

3. Missed dose: Insert as soon as possible. Do not insert if almost time for the next dose.
4. Use hygienic measures to control sources of infection or reinfection.

5. Check with your physician or pharmacist about douching or intercourse during
therapy.

6. Protect clothing from possible vaginal drainage.

7. Do not keep outdated medication or medication no longer needed.

8. Keep the medication out of reach of children.

9. Do not take this medicine orally.

SHELF LIFE:
3 years

NAME AND ADDRESS OF MANUFACTURER:
SM PHARMACEUTICALS SDN BHD (218620-M)
Lot 88, Sungai Petani Industrial Estate

08000 Sungai Petani,

Kedah Darul Aman,

Malaysia.
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