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CLO-GYN® 1%

Vaginal Cream
Clotrimazole

Each 100g vaginal cream CLO-GYN®1%
contains: CLOTRIMAZOLE 1g
CATEGORY

Antifungal Agent

MECHANISM OF ACTION

It Binds to phospholipids in the fungal cell
membrane altering cell wall permeability
resulting in loss of essential intracellular
elements.

INDICATIONS

Treatment of vaginal candidiasis and yeast
infections.

PRECAUTIONS TO CONSIDER

« If irritation/sensitivity develops, discontinue
therapy and institute appropriate alternative
therapy.

» Amild increase in vaginal itching, burning,
orirritation may occur with use; a health care
provider should be consulted before switching
to another agent if patient does not
experience complete relief.

« Discontinue use and contact a health care
provider if symptoms do not improve in 3
days or last more than 7 days, or if symptoms
of a more serious condition occur (eg,
abdominal pain, back/shoulder pain, fever,
chills, nausea, vomiting, foul-smelling vaginal
discharge) or if symptoms return within 2
months.

» Protecting clothing because of possible
soiling with vaginal cream.

» Using hygienic measures to cure infection
and prevent reinfection: Wearing cotton
panties instead of synthetic underclothes.

» Wearing only freshly washed underclothes.
* Routine treatment of sexual partner is
unnecessary unless male partner is
experiencing symptoms of local itching or
skin irritation of the penis.

» Understanding that some vaginal products
may contain oils that damage latex; avoiding
concurrent use of latex products, such as
condoms, diaphragms, and cervical caps,
during treatment and for 3 days after
discontinuing medication.

* Checking with doctor before using
applicatore if pregnant.

» Checking with doctor before douching
between doses to obtain recommendation
for use and advice for proper procedure.
 For vaginal use only.

Special populations

Pregnancy: Clotrimazole is minimally
absorbed following topical or vaginal
administration. Based on available data,
vaginal use of Clotrimazole in the second
and third trimester is not associated with an
increased risk of adverse pregnancy
outcomes. A decision to use antifungal
vaginal agents during the first trimester should
be based on risk- benefit status and on
advice of the physician.

Breastfeeding: It is not known if Clotrimazole
is present in breast milk; however,
Clotrimazole is minimally absorbed following
topical or vaginal administration.
Pediatrics: No information is available on
the relationship of age to the effects of vaginal
azoles in pediatric patients. Safety and
efficacy have not been established in children
up to 12 years of age.

INTERACTIONS

Progesterone: Antifungal Agents may
diminish the therapeutic effect of
Progesterone. Risk X: Avoid combination
Sirolimus: Clotrimazole may increase the
serum concentration of Sirolimus. Risk C:
Monitor therapy

Tacrolimus: Clotrimazole may increase the
serum concentration of Tacrolimus. Risk C:
Monitor therapy

MEDICAL CONSIDERATIONS:
Risk-benefit should be considered when
the following medical problem exists:

* Allergy to azoles.

SIDE EFFECTS

Those indicating need for medical
attention

Signs of an allergic reaction: rash hives,
itching, red, swollen, blistered, or peeling skin
with or without fever, wheezing, tightness in
the chest or throat, trouble breathing,
swallowing, or talking, unusual hoarseness,
or swelling of the mouth, face, lips, tongue,
or throat.

« Irritation where this drug was used.

« Blisters or sores that ooze, drain, or crust
over.

* Burning.

» Swelling where this drug is used.

» Upset stomach or throwing up.

» Bad-smelling vaginal discharge.

» Stomach pain.

Those indicating need for medical
attention only if they continue or are
bothersome

Vaginal burning and itching.

DOSAGE AND DIRECTION

Adults and children 12 years of age and
older

Insert 1 applicatorful once daily (at bedtime)
for 7 days. May also apply externally twice
daily for 7 days, as needed, for itching and
irritation.

Missed dose

Inserting as soon as possible; not inserting
if almost for next dose.

STORAGE

Store in controlled room temperature below
30°C and protect from freezing.
PACKAGING

Each package of CLO-GYN® 1% Vaginal
Cream contains 1 tube of 50 gram with 1
applicator.
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