Inmit"

Doxylamine Succinate BP and Pyridoxine Hydrochloride BP

Composition:

Inmit™ 20/20 Tablet: Each extended release tablet
consists of an enteric coated core containing
Doxylamine Succinate BP 10 mg and Pyridoxine
Hydrochloride BP 10 mg, and an immediate release
coating of Doxylamine Succinate BP 10 mg and
Pyridoxine Hydrochloride BP 10 mg.

Inmit™ 10/10 Tablet: Each delayed release tablet
contains Doxylamine Succinate BP 10 mg and
Pyridoxine Hydrochloride BP 10 mg.

Pharmacology:

Doxylamine is an antihistamine that blocks
Histamine (H:) receptor. It indirectly affects the
vestibular system & decreases the stimulation of the
vomiting center. Its muscarinic receptor inhibition
may also play a role in antihistamine antiemetic
activity. Pyridoxine is one form of vitamin Be. It is a
pro-drug primarily metabolized in the liver to its
metabolites that contribute to the anti-nauseant and
anti-emetic pharmacological activity.

Indication:

Inmit™ is indicated for the treatment of nausea and
vomiting of pregnancy in women who do not
respond to conservative management.

Dose and Administration:

Inmit™ 20/20 Tablet: Take one tablet daily at
bedtime in an empty stomach. If symptoms are not
adequately controlled, the dose can be increased to
a maximum recommended dose of two tablets daily
(one in the morning, and one at bedtime).

Inmit™ 10/10 Tablet: Take two tablets daily at
bedtime in an empty stomach. If symptoms are not
adequately controlled, the dose can be increased to
a maximum recommended dose of four tablets
daily (one in the morning, one mid-afternoon and
two at bedtime)

Contraindication:

This combination is contraindicated in women with
known hypersensitivity to doxylamine succinate,
other ethanolamine derivative antihistamines,
pyridoxine hydrochloride, or any inactive ingredient in
the formulation. It is also contraindicated in women
who are taking monoamine oxidase (MAQ) inhibitors.

Warning & Precaution:

This combination may cause somnolence due to the
anticholinergic properties of Doxylamine Succinate
as antihistamine. Women should avoid engaging in
activities requiring complete mental alertness, such
as driving or operating heavy machinery. Use of this
drug is not recommended if a woman is concurrently
using central nervous system (CNS) depressants
including alcohol. Use this combination with
caution in patients with asthma, increased
intraocular pressure, narrow angle glaucoma,
stenosing peptic ulcer, pyloroduodenal obstruction
and urinary bladder-neck obstruction. This drug
may interfere with urine screening for methadone,
opiates and PCP.

Side effects:
The most common side effect may
somnolence.

include

Use in Pregnancy & Lactation:

Inmit™ is intended for the treatment of nausea and
vomiting of pregnancy in women who do not
respond to conservative management. No
increased risk for congenital malformations has
been reported in epidemiologic studies in pregnant
women. Women should not breastfeed while using
Inmit™.

Use in Children & adolescents:

The safety and effectiveness of Doxylamine and
Pyridoxine in patients under 18 years of age have
not been established.

Drug Interaction:

Use of this drug is contraindicated in women who
are taking Monoamine Oxidase Inhibitors (MAQIs),
which prolong and intensify the anticholinergic
effects of antihistamines. Concurrent use of alcohol
and other CNS depressants (such as sedative
hypnotics and tranquilizers) with this combination is
not recommended.

Overdose:

Signs and symptoms of overdose may include
restlessness, dryness of mouth, sleepiness, vertigo,
mental confusion and tachycardia.

Storage:

Do not store above 30°C, protect from light &
moisture.

Keep out of reach of children.

Packing:
Inmit™ 20/20 Tablet: Each box contains 30 (3x10’s)
tablets in Alu-Alu blister pack.

Inmit™ 10/10 Tablet: Each box contains 50 (5x10’s)
tablets in Alu-Alu blister pack.
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