NAPO TINCOVULES
Clindamycin, Clotrimazole and Tinidazole Vaginal
Soft Gelatin Capsules

COMPOSITION
Each Vaginal Soft Gelatin Capsule Contains:
Clindamycin Phosphate =~ BP

Eq. to Clindamycin 100 mg
Clotrimazole BP 100 mg
Tinidazole BP 100 mg
Excipients q.s

Approved colours used in soft gelatin capsule shell.

DESCRIPTION

NAPO TINCOVULES is used to treat vaginal yeast
infections. Clotrimazole reduces vaginal burning, itching
and discharge that may occur with this condition. This
medicine is an azole antifungal. It works by stopping the
growth of yeast that causes the infection.

PHARMACODYNAMICS
CLINDAMYCIN+CLOTRIMAZOLE+TINIDAZOLE
is used to treat vaginal infections like bacterial vaginosis
(BV), candidiasis, and trichomoniasis. It comprises three
medicines: 'Clindamycin' (antibiotic), 'Tinidazole'
(antibiotic), and 'Clotrimazole' (antifungal). Clindamycin
is an antibiotic drug and works by inhibiting bacterial
protein synthesis, which inhibits bacterial growth. It
shows a bacteriostatic effect, which stops bacterial
reproduction. Clotrimazole is an imidazole antifungal
medication that prevents fungal growth by causing
damage and leakage to the fungal cell membrane.
Together
CLINDAMYCIN+CLOTRIMAZOLE+TINIDAZOLE
treats vaginal infections caused by bacteria, yeast, and
parasites preventing white discharge, itchiness, and
inflammation in the genitourinary area.

PHARMACOKINETICS

Clindamycin Phosphate:

Absorption: Rapidly absorbed after oral administration
with peak serum concentrations observed after about 45
minutes. Absorption of an oral dose is virtually complete
(90%) and the concomitant intake of food does not
appreciably modify the serum concentrations; serum
levels have been uniform and predictable from person to
person and dose to dose. Clindamycin does

not penetrate the blood brain barrier.

Protein Binding: 92-94%

Metabolism: Hepatic.

Route of Elimination: Approximately 10% of the
bioactivity is excreted in the urine and 3.6% in the feces;
the remainder is excreted as bio inactive metabolites.
Clotrimazole:

Absorption: Negligible through intact skin (topical); 3-
10% (vaginal).

Metabolism Hepatic; converted to inactive metabolites.
Excretion Urine, facces (as metabolites).

Tinidazole:

Absorption: Rapidly and completely absorbed under
fasting conditions. Administration with food results in a
delay in Tmax of approximately 2 hours and a decline in

Cmax of pproximately 10%

Distribution: Tinidazole is distributed into virtually all
tissues and body fluids and also crosses the blood-brain
barrier. The apparent volume of distribution is about 50
liters. Plasma protein binding of tinidazole is 12%.
Tinidazole crosses the placental barrier and is secreted in
breast milk.

Protein Binding: Plasma protein binding of tinidazole is
12%.

Metabolism: Hepatic, mainly via CYP3A4. Tinidazole,
like metronidazole, is significantly

etabolized in humans prior to excretion. Tinidazole is
partly metabolized by oxidation, hydroxylation and
conjugation. Tinidazole is the major drug-related
constituent in plasma after human treatment, along with a
small amount of the 2-hydroxymethyl metabolite.

Route of Elimination: Tinidazole is excreted by the liver
and the kidneys. Tinidazole is excreted in the urine mainly
as unchanged drug.

THERAPEUTIC INDICATIONS

» Treatment of vaginal infections

« vaginal mycoses secondarily infected with bacteria
+ Vaginal and vulvo-vaginal infections

POSOLOGY AND METHOD OF
ADMINISTRATION

One softgel capsule should be inserted into the vagina
at night preferably before retiring to bed. Treatment
should be timed so as to avoid the menstrual period.
Only For Vaginal Insertion. Not For Oral Use.
Treatment of Bacterial Vaginosis and other
gynecological infection: 1 Capsule a day for 7 days
before sleep.

Profilaxis before gynecological procedures: 1 capsule
a day for 3 days before the planned gynecological
procedures and 4 days after the procedures.

CONTRAINDICATION

» Blood dyscrasias

» Decreased neutrophils
 Epileptic seizure

 First trimester of pregnancy
» Hypersensitivity

SPECIAL WARNING AND PRECAUTION FOR
USE

Please inform your doctor if you use any prescription,
non-prescription medicines, including vitamin and herbal
supplements before using
Clindamycin+Clotrimazole+Tinidazole.

Do not use Clindamycin+Clotrimazole+Tinidazole if you
are allergic to Clindamycin+Clotrimazole+Tinidazole or
any of its components. Let your doctor know if have any
liver, kidney and gastrointestinal diseases (diarrhoea and
colitis, an inflammation of the colon), allergic conditions
(asthma, hay fever, eczema), diabetes, and immune system
problems (HIV-AIDS). It is advised to use
Clindamycin+Clotrimazole+Tinidazole under your
doctor's supervision if you use other azole antifungal
medicines. Clotrimazole and mineral oil additive in
Clindamycin+Clotrimazole+Tinidazole may weaken

rubber product's activity (such as latex condoms,
diaphragms, cervical caps).

INTERACTION WITH OTHER MEDICINAL
PRODUCTS AND OTHER FORMS OF
INTERACTION

Drug-Drug Interaction:
Clindamycin+Clotrimazole+Tinidazole may interact with
anaesthetic agents/skeletal muscle relaxants (atracurium,
cisatracurium, doxacurium, mivacurium, pancuronium,
pipecuronium, rapacuronium, rocuronium, vecuronium,
succinylcholine, tubocurarine, and metocurine) and
respiratory drugs (budesonide, formoterol).

Drug-Food Interaction: No interaction
found/established.

Drug-Disease Interaction: Before taking
Clindamycin+Clotrimazole+Tinidazole, let your doctor
know if have any liver, kidney, and gastrointestinal
diseases (diarrhoea and colitis, an inflammation of the
colon), allergic conditions (asthma, hay fever, eczema),
diabetes, and immune system problems (HIV-AIDS).

PREGNACY & LACTATION

There are limited studies on how
Clindamycin+Clotrimazole+Tinidazole affect the unborn
baby during pregnancy. It is advised to use
Clindamycin+Clotrimazole+Tinidazole after consulting
your doctor.

BREAST FEEDING:

There is limited data on how
Clindamycin+Clotrimazole+Tinidazole affects
breastfeeding infants. However, systemic absorption of
Clindamycin+Clotrimazole+Tinidazole is negligible after
topical and vaginal administration. Consult your doctor
for further advice

EFFECTS ON ABILITY TO DRIVE AND USE
MACHINES
None reported.

UNDESIRABLE EFFECTS

Clindamycin phosphate

Genital itching or burning, irritation, vaginal pain.

Seek medical attention right away if any of these Severe
side effects occur:

Severe allergic reactions (rash, hives, itching, difficulty
breathing, tightness in the chest, swelling of the mouth,
face, lips, or tongue), blood/mucus in stools, diarrhea, new
or worsening vaginal or vulvar itching, painful sex, severe
stomach cramps, white vaginal discharge.

Clotrimazole:

Pruritus, erythema, stinging, blistering, peeling, edema,
urticaria, burning, general skin irritation, rash.
Tinidazole:

Upset stomach, bitter taste, diarrhea, and itchiness. Other
side effects that occur are headache, physical fatigue, and
dizziness.

OVERDOSE:
Symptoms of overdose may include: severe headache,
tiredness, dizziness, mental/mood changes (such as

irritability, depression), vision changes (such as double
vision, blurred vision), dry/peeling skin, bone/joint pain,
loss of appetite, yellowing skin/eyes, dark urine, severe
stomach/abdominal pain.

INCOMPATIBILITY:
Not applicable.

SHELF LIFE:
36 months

PACKAGING

7 softgels are packed in Alu-PVC blister. such 1 blister is
packed in printed monocarton along with applicator &
pack insert; such 10 monocartons are packed in printed
outer carton.

STORAGE:

Store at a temperature below 30°C. Protect from direct
sunlight, heat and moisture.

Keep the medicine out of reach of children.
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