CLO-GYN®200

Clotrimazole
Vaginal Suppository

Each CLO-GYN®200 vaginal suppository
contains: Clotrimazole 200 mg
CATEGORY

Antifungal

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 vulvovaginal candidiasis
PRECAUTIONS TO CONSIDER

« When vaginal suppositories used for
self-medication (OTC), consult a health
care provider before use if experiencing
vaginal itching and discomfort for the
first time, frequent vaginal yeast
infections (eg, monthly, 3 in 6 months),
or exposure to HIV.

e A mild increase in vaginal itching,
burning, or irritation 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.

- If irritation /sensitivity develops,
discontinue therapy and institute

appropriate alternative therapy.
+ Recurrent vulvovaginal candidiasis
may indicate underlying conditions

such as diabetes mellitus or
immunodeficiency. In  cases of
complicated infection  (including

recurrent or severe episodes, infections
caused by non-albicans Candida
species, pregnancy, or
immunocompromised  patients) a
prolonged treatment course of up to 14
days may be warranted. or appropriate
systemic antifungal therapy may be
indicated.
+ Not
glabrate.
« If there is no response to therapy, the
course of therapy may be repeated
after other pathogens have been ruled
out by potassium hydroxide (KOH)
smears and cultures.

« Protecting clothing because of
possible soiling with vaginal azoles.

« 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
douching between doses to obtain

effective against Candida

recommendation for use and advice for
proper procedure.

« Unmedicated tampons may absorb
vaginal suppositories and are not
recommend for use concurrently with
vaginal azole antifungal agents.

« Avoid vaginal intercourse during
treatment.

« Compliance with full course of
therapy, even if menstruation begins.

« For vaginal use only.

Missed dose

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

FDA pregnancy category B
Clotrimazole is minimally absorbed
following vaginal administration.

Based on available data, vaginal use of
clotrimazole 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.

Vaginal azole therapies with 7-days
regimens are recommended in
pregnant patients in the second and
third trimesters with vulvovaginal
candidiasis. Shorter courses of vaginal
azoles are less effective.

Breastfeeding

It is not known whether vaginal azoles
are distributed into breast milk.
However, problems in humans have not
been documented.

Pediatrics

Safety and efficacy have not been
established in pediatric patients less
than 12 years of age.

Geriatrics

Appropriate studies on the relationship
of age to the effects of vaginal azoles
have not been performed in the
geriatric population. However, no
geriatrics-specific problems have been
documented to date.

Labor

Vaginal azoles have been shown in
some studies to cause dystocia when
given through labor.

INTERACTIONS
Drug
Antifungal agents (Vaginal) may

diminish the therapeutic effect of
Progesterone; Avoid combination.
Clotrimazole may increase the serum
concentration  of  Sirolimus and
Tacrolimus; 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

«Incidence less frequent

Vaginal burning, itching, discharge, or
other irritation not present before
therapy.

«Incidence rare

Hypersensitivity (Skin rash or hives)
Those indicating need for medical
attention only if they continue or are
bothersome

« Incidence less frequent or rare
Abdominal or stomach cramps or pain;
burning or irritation of penis of sexual
partner; headache.

DOSAGE AND DIRECTION
Nonpregnant patients

Intravaginal, 200 mg once a day,
preferably at bedtime, for three
consecutive days.

Pregnant patients

The three-day regimen is not effective
in pregnant women.

STORAGE

Store at controlled room temperature
below 30°C. Protect from freezing.

Care should be taken to ensure that the
suppository is not heated above 30°C
since this may cause softening and
deformation. Keep out of reach of
children.

PACKAGING

Each package of CLO-GYN ® 200
contains 3 vaginal suppositories and 1
applicator and a patient information
leaflet.

REFERENCE

USP DI, 2007, Page: 324-327. Uptodate
2024

Issue date: 09.2025
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