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Insertion can be carried out more easily when lying
on the back with the knees bent and spread out.

6. The Applicator after each use should be taken apart
for cleaning by holding the cylinder with one hand and
pulling out the plunger with slight force. Wash with soap
and lukewarm water (not boiling water). Rinse
thoroughly. To reassemble the Applicator, insert the
plungerinto the cylinder.

SYMPTOMS AND TREATMENT FOR OVERDOSAGE
AND ANTIDOTE (S):

Acute overdose with vaginal application of Clotrimazole
is unlikely and it is not expected to lead to a life
threatening situation. In the event of accidental oral
ingestion, routine measures such as gastric lavage
should be performed as soon as possible after ingestion.

PACKING /PACK SIZES : Tube of 30g with applicator.

STORAGE CONDITIONS, USER INSTRUCTIONS
AND PHARMACEUTICAL PRECAUTIONS:
Store below 30°C. Protect from freezing & light.
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COMPOSITION:
Clotrimazole USP 2%

Preservatives:
Benzyl Alcohol USP-NF 2%
Chlorocresol USP-NF 0.1%

THERAPEUTIC CLASS: T0130

DESCRIPTION: A printed carton with an insert,
applicator and a printed aluminium collapsible tube
containing white, smooth, semi-solid gel.

ACTIONS AND MODE OR MECHANISM OF ACTION :
The active substance of CANDID is Clotrimazole which
is bis-phenyl-(2-chlorophenyl)-1-dazolylmethane.
CANDID 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 ).
CANDID acts on the cell membrane of the fungus. It
appears that it inhibits protein synthesis and influences
the utilisation and incorporation of the acylated amino
acids essential to fungi.

PHARMACOLOGY (SUMMARY OF
PHARMACODYNAMICS AND
PHARMACOKINETICS):

PHARMACODYNAMICS:

Clotrimazole is a broad-spectrum antifungal agent that is
used for treatment of dermal infections caused by
various species of pathogenic dermatophytes, yeasts
and Malassezia furfur. The primary action of
Clotrimazole is against dividing any growing organisms.
In vitro Clotrimazole exhibits fungistatic and fungicidal
activity against isolates Trichophytonrubrum,
Trichophyton mentagrophytes, Epidermophyton
flocossum, Microsporum canis and Candida species
including Candida albicans. In general, the in vitro
activity of Clotrimazole corresponds to that of tolnaftate
and griseofulvin against the mycelia of dermatophytes
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(Trichophyton, Microsporum and Epidermophyton), and
to that of polyenes (amphotericin B and nystatin),
against budding fungi (Candida). Using as in vitro
Clotrimazole was effective in preventing the growth of
pseudomycelia and mycelia of Candida albicans.
Strains of fungi having a natural resistance to
Clotrimazole are rare. Only single isolate of Candida
guilliermondi has been reported to have primary
resistance to Clotrimazole. No single step or multiple-
sleep resistance to Clotrimazole had developed during
successive passages of Candida albicans and
Trichophyton metagrophytes.

No appreciable change in sensitivity was detected after
successive passages of isolates of Candida albicans,
Candida Krusei or Candida Pseudotropicals in liquid or
solid media containing Clotrimazole.

Also, resistance could not be developed in chemically
induced mutant strains of polyene-resistant isolates of
Candida albicans.

In studies of the mechanism of action, the minimum
fungicidal concentration of Clotrimazole caused leakage
of intracellular phosphorus compounds into the ambient
medium with concomitant breakdown of cellular nucleic
acids and accelerated potassium efflux. Both these
events began rapidly and extensively for addition of the
drug.

PHARMACOKINETICS :

Clotrimazole appears to be well absorbed in humans
following oral administration and is eliminated mainly as
inactive metabolites. Following topical and vaginal
administration, however, clotrimazole appears to be
minimally absorbed. Six hours after the application of
radioactive clotrimazole 1% cream and 1% solution into
intact and acutely inflamed skin, the concentration of
clotrimazole varied from 100 mcg/cm3 in the stratum
corneum to 0.5 to 1 mcg/cma3 inthe stratum reticulare,
and 0.1 mcg/cm3 in the subcutis. No measurable
amount of radioactivity (< 0.001 mcg/ml ) was found in
the serum within 48 hours after application under
occlusive dressing of 0.5 ml of the solution or 0.8 g of the
cream. Only 0.5% or less of the applied radioactivity was
excretedinthe urine.

INDICATIONS :
Forthe treatment of vulvovaginal candidiasis.

CONTRAINDICATIONS:

Except for rare cases of hypersensitivity no other cases
of contraindications have been reported with the use of
Candid V gel. Candid V gel is contraindicated in
individuals who have shown hypersensitivity to any of
the ingredients of the preparation.

SIDE EFFECTS/ADVERSE REACTIONS :

This is virtually no absorption of the active ingredients
through the vaginal mucosa. No systemic effects are
therefore to be expected. Candid V gel is well tolerated

locally. Local mild burning or irritation, immediately after
application Hypersensitivity reactions may occur.

DRUGINTERACTIONS :
None reported.

PRECAUTIONS /WARNINGS:

If irritation or sensitivity develops with the use of
Clotrimazole, treatment should be discontinued and
appropriate therapy instituted. Animal studies have not
shown any evidence or carcinogenicity or mutagenicity.

Pregnancy

There are no adequate and well-controlled studies in
pregnant women during first trimester although in clinical
trials, use of vaginally applied Clotrimazole in pregnant
women in their second and third trimester has not been
associated with il effects. Candid V gel should be used
during pregnancy only if clearly needed.

Lactation

It is not known whether this drug is excreted in human
milk because many drugs are excreted in human milk,
caution should be exercised when Candid V gel is used
by nursing women.

Candid V gel contains propylene glycol as one of the
inactive ingredients, which may cause hypersensitivity
to any of the ingredients of the preparation.

Candid V gel may reduce the efficacy and safety of latex
contraceptive such as condom & diaphragm.

RECOMMENDED DOSAGE, DOSAGE SCHEDULE
AND ROUTE OF ADMINISTRATION :

To be applied intravaginallly, once a day at bedtime for 3
days using the application provided.

DIRECTIONS FOR USE OF THE APPLICATOR:

1. Remove the cap from the tube and

attach the applicatorinits place.

2. Squeeze the tube from
the bottom to fill the Gelinto
the cylinder and push out

from the bottom to \g:
allow easy filling of the

the plunger as far outtill
Applicator and complete utilisation of the contents.

the cylinderis filled.
3. Always roll the tube

4. Remove the filled Applicator from the tube and close
the tube with the cap.

5. Hold the filled Applicator by the

cylinder and gently insert the Applicator

into the vagina as deeply as possible.

Press the plunger completely to empty

the contents of the Applicator. With the 7
plunger still depressed, remove the

Applicator from the vagina, hold it by the cylinder.
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