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Clotrimazole Vaginal Inserts USP 500 mg

Composition
Each uncoated tablet contains:
Clotrimazole USP 500 mg

Preservatives:
Methyl Paraben USPNF 0.8 mg
Propyl Paraben USP NF 0.2mg

Therapeutic Class
T0130

Description

Aprinted carton with an insert, an applicator (s) and a printed aluminium strip (s)
containing 1/6 white, biconvex vaginal, uncoated tablet with monogram on one
side.

Actions and Mode or Mechanism of Action

Clotrimazole is an imidazole antifungal agent. Clotrimazole exerts its activity on
the cell membrane of the fungus. It appears that the drug inhibits protein
synthesis and so influences the utilisation and the incorporation of the acylated
amino acids essential for fungi.

Pharmacology (Summary of Pharmacodynamics and Pharmacokinetics)
Pharmacodynamics

Clotrimazole has a wide spectrum of activity against Dermatophytes
(Trichophyton, Microsporum, Epidermophyton), Yeasts (Candida sp.,
Torulopsis sp.), Mould fungi and other fungi (Aspergilus sp.,Malassezia furfur,
Nocardia sp., etc.). It also has action against Trichomonas and some strains of
Gram - positive bacteria (Streptococci, Staphylococci and Corynebacterium
minitissimum) and Gram - negative bacteria (Bacteroides and Haemophilus
vaginalis).

Pharmacokinetics

Following topical and vaginal administration , however, Clotrimazole appears
to be minimally absorbed . Following intravaginal administration of 100 mg
"“C-Clotrimazole vaginal tablets to nine adult females, an average peak serum
level, corresponding to only 0.03 pg equivalents/mL of Clotrimazole, was
reached 1to 2 days after application.

Indications
Vulvoginal Candidiasis.

Contraindications
Except for possible hypersensitivity reactions, there are no contraindications.

Side Effects/ Adverse Reactions

There is virtually no absorption of the active ingredient through the vaginal
mucosa. No systemic effects are therefore to be expected. CANDID V-1
Vaginal insert are well tolerated locally.

Drug Interactions
None reported.

Precautions/Warnings

Forirritation or sensitivity caused with the use of Clotrimazole; treatment should
be discontinued and appropriate therapy instituted. Clotrimazole vaginal
tablets may reduce the efficacy and safety of latex contraceptive such as
condom & diaphragm.

Recommended Dosage, Dosage Schedule and Route of Administration
Asingle dose treatment is generally adequate .Unless otherwise prescribed by
the Doctor, Candid V-1 Vaginal insert should be inserted preferably on retiring
tobed at night.

Itis to be inserted as deeply as possible into the vagina. This is best achieved
with the applicator when lying on the back with the legs pulled in a little towards

the body.
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The treatment should not be carried out during menstruation but should be
completed before this begins. For complete relief, it is advisable to apply
CANDID Cream to the area around the vagina. For the prevention of
reinfection, the partner should be treated locally with CANDID Cream.

USE IN SPECIAL POPULATIONS

Pregnancy

Pregnancy Category B

Clotrimazole Vaginal insert have been used safely in patients in their second
and third trimesters of pregnancy, but have not been evaluated in patients
during their first trimester.

A study of Clotrimazole use in pregnancy did not find an association between
congenital abnormalities and use of Clotrimazole (either vaginal pessaries or
topical cream) during pregnancy.

Lactation
Excretion of Clotrimazole in breast milk is unknown. Clotrimazole Vaginal
insert should be used in lactating women, only if clearly needed.

Paediatric patients
Clotrimazole Vaginalinsert should not be used in children under 12 years of age
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1. Pullout plunger Auntil it stops. Place one
Vaginal insertinto the applicator B.
2. Insert applicator containing the Tablet
carefully as deep as possible into the vagina
(this is done best by lying on the back). i
. Push plunger Auntil it stops, thereby
depositing the insert into the vagina. L%
Withdraw the applicator. e
. After use, remove plunger Acompletely by pulling .
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it out of the applicator B. Thereafter wash both in Be A
warm (not boiling) soapy water and dry completely. 1
Symptoms and Treatment for Overdosage and &_f

Antidote (s)

Acute overdose with topical application of Clotrimazole

is unlikely anditis not expected to represent a life-threatening situation.
Packing/Pack Sizes

Strip of 1 insert with an applicator.

17 Strips of 6 insert with 20 applicators.

Shelf Life

4years

Storage Conditions, User Instructions and Pharmaceutical Precautions
Store below 30°C. Protect from moisture & light.
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