500mg Vaginal Tablet / 2% Vaginal Cream /
-1 Vaginal Cream

(Clotrimazole Vaginal Cream / Vaginal Inserts USP)

COMPOSITION:

GYNOSPORIN Vaginal Tablet: GYNOSPORIN Vaginal Cream: GYNOSPORIN-1 Vaginal Cream:

Each vaginal insert contains: Each gram cream contains: Each gram cream contains:

Clotrimazole USP ... 500mg. [USP Specs.] Clotrimazole USP ... 20mg [USP Specs.] Clotrimazole USP ... 100mg [USP Specs.]

DESCRIPTION: Clotrimazole is broad spectrum antifungal agent for fungal infections. It also exhibits activity against Trichomonas, Staphylococci,
Streptococci and Bacteroids. It has no effect on Lacto-bacilli.

INDICATIONS: It is indicated in Candida Vaginitis, Vulvitis and mixed vaginal infections. In case of Trichomonas, GYNOSPORIN is recommended along
with other oral therapy.

CONTRA-INDICATION: Hypersensitivity to Clotrimazole or to any other component of cream / tablet.

DOSAGE & ADMINISTRATION:

GYNOSPORIN Vaginal Tablet: One tablet should be inserted with applicator into the vagina as high as possible preferably before going to sleep at night.
How to use GYNOSPORIN Vaginal Tablet: First of all wash your hands and dry.

1) Remove the applicator from the packaging. Pull out the plunger A until it stops. Remove the tablet from the blister foil pack and place firmly into the
applicator B in such position that bullet shape of tablet is towards outside.

2) To fit the tablet into the applicator, the holder of the applicator needs to be squeezed lightly at both sides.

3) Carefully put the applicator as deep as is comfortable into the vagina (this is easiest when lying on your back with your knees bent up). Holding the
applicator in place, slowly press the plunger until it stops so that the tablet is deposited into the vagina.

4) Remove the applicator and dispose it.

GYNOSPORIN Vaginal Cream 2%: Insert one filled applicator (5g cream) deeply intravaginally twice daily for three consecutive days or once daily for 6
consecutive days preferably before going to sleep at night.

GYNOSPORIN-1 Vaginal Cream: Insert one filled applicator (5g cream) deeply intravaginally (as a single dose therapy), preferably before going to sleep
at night.

How to use GYNOSPORIN Vaginal Cream: First of all wash your hands and dry.

1) Before use, pierce the tube seal by inverting the cap over the end of the tube and fix the applicator on to the mouth threads of tube.
2) Release cream in the applicator by squeezing the tube gently until plunger stops. Remove the applicator from the mouth of tube by unscrewing and
replace the cap on the tube.

3) Carefully put the applicator as deep as is comfortable into the vagina (this is easiest when lying on your back with your knees bent up). Holding the
applicator in place, slowly press the plunger until whole dose of the cream is transferred into the vagina.

4) Remove the applicator carefully. Maintain the position for sometime so that the medicine gets absorbed properly. The applicator may be use again after
washing and drying.

Candida Vulvitis or Vulvo-Vaginitis: For candida vulvitis the GYNOSPORIN Vaginal Cream 2% should be applied thinly to the external genitalia 2 or 3

times a day for 1-2 weeks. Rev: 02-22/11




Generally: Itis easy to use cream/tablet when lying on the back with the legs pulled towards the body. The treatment can be repeated if necessary. Since
the vagina and vulva are usually both affected, a combination treatment (treatment of both of these areas) should be performed. Clotrimazole should
not be administer during menstrual cycle. Treatment should be completed before the cycle. During pregnancy insertion should be done without using
the applicator. In individual cases where disintegration of the tablet does not occur, such as in dry vagina associated with menopause, it is recommended
that Clotrimazole Vaginal Cream may be used. For prevention of re-infection the partner should be treated locally with Clotrimazole Cream at the same time.
PHARMACOKINETICS: Pharmacokinetic investigations after vaginal application have shown that only a small amount of Clotrimazole (3-10% of the
dose) is absorbed. Due to the rapid hepatic metabolism of absorbed clotrimazole into pharmacologically inactive metabolites the resulting peak plasma
concentrations of Clotrimazole after vaginal application of a 500mg dose were less than 10ng/ml, reflecting that Clotrimazole applied intravaginally does
not lead to measurable systemic effects or side effects.
OVERDOSAGE: In case of accidental ingestion of Clotrimazole Vaginal Insert, gastro-intestinal disturbances and central nervous system depression
may occur. Treatment is symptomatic and supportive.
WARNINGS: Use only if you have already had a vaginal yeast infection diagnosed by a medical practitioner and you have the same symptoms again,
otherwise consult medical practitioner. These symptoms include itching and burning of the vagina and sometimes a white discharge. If there is no improvement
in 3 days or symptoms have not disappeared within 7 days, consult a medical practitioner as vaginal infections are not only caused by yeasts.
Consult a medical practitioner if you have abdominal pain, fever or a foul-smelling vaginal discharge before or during use of this medication. If symptoms
reoccur within 2 months, consult a medical practitioner. If you are pregnant or assume to be pregnant or are nursing, do not use this medication without
the advice of a medical practitioner. Do not use in females aged under 16 years or over 60 years without advice of the medical practitioner. If skin rash
or new irritation occurs, discontinue use. Direct contact with Clotrimazole Vaginal Cream may reduce the effectiveness and safety of latex products such
as condoms and dlaphragms The effect is temporary and occurs only during treatment.
SIDE EFFECTS & PRECAUTIONS: Local reactions including irritation and burning may occur. Contact allergic dermatitis has been reported. In cases
of systemic absorption, lower abdominal cramps, increase in urinary frequency and skin rash may occur. Clotrimazole may only be used during pregnancy
on the advice of a medical practitioner without using applicator. Clotrimazole should not be administered to pregnant women during the first trimester,
since the safety in this regard has not been established. The possibility of absorption of Clotrimazole when administered vaginally cannot be excluded.
INSTRUCTIONS: Not for oral use. Store below 30°C. Protect from light, heat and moisture. Keep out of the reach of children.
PRESENTATION: GYNOSPORIN Vaginal Tablet is available as one vaginal tablet in blister pack with one applicator.
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