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Bisacodyl

Each suppository Bisacodyl-Najo 5 contains:
5 mg Bisacodyl.

CATEGORY

Laxative, Stimulant

MECHANISM OF ACTION

Stimulates peristalsis by directly irritating the smooth
muscle of the intestine, possibly the colonic intramural
plexus; alters water and electrolyte secretion
producing net intestinal fluid accumulation and
laxation.

INDICATIONS

Constipation: Temporary relief of occasional
constipation and irregularity..

PRECAUTIONS TO CONSIDER

Route of administration: Enema and suppository
formulations are intended for rectal use only. In the
event of rectal bleeding or absence of bowel
movement following administration, treatment should
be discontinued and the patient should be clinically
evaluated.

Clinical considerations prior to use: Patients
presenting with abdominal pain, nausea, vomiting, or
a sudden and persistent change in bowel habits
lasting more than two weeks should be assessed prior
to initiation of therapy. Prolonged use of stimulant
laxatives (including bisacodyl) beyond one week
requires medical supervision due to the potential risk
of fluid and electrolyte imbalance and dependence.
Causing disturbances of electrolyte and mineral
balances. Sodium, potassium, magnesium, and
phosphorus are electrolytes and minerals that are
present in very specific amounts necessary for proper

functioning of the nerves and muscles, including
those of the colon and heart. Upsetting this delicate
balance can cause incorrect functioning of these vital
organs.Severe dehydration may cause tremors,
weakness, blurry vision, fainting, kidney damage,
and, in extreme cases, death. Dehydration often
requires medical treatment. Overuse of laxatives must
be avoided as it may harm the intestinal function.Be-
fore prescribing laxatives, be sure that the patients is
constipated and that the constipation is not secondary
to an underlying undiagnosed complaint.

As with all laxatives, Bisacodyl should not be used on
a continuous daily for extended priod without
investigating the cause of constipation.

Patients may experience haematochezia that is
generally mild and self-limiting.

The use of suppositories may lead to painful
sensations and local irritation, especially in patients
with anal fissures and ulcerative proctitis.

For rectal use only.

Possible adverse effects include abdominal discom-
fort, mild cramping, rectal burning sensation,
dizziness, or faintness. If continued therapy beyond
one week is considered necessary, further diagnostic
evaluation is recommended.

Special populations:

Pregnancy: Systemic exposure following maternal
use of bisacodyl is limited.

Use of bisacodyl should be limited during pregnancy
due to an increased risk of adverse events, such as
electrolyte abnormalities.

When dietary changes and lifestyle modifications are
insufficient, agents other than bisacodyl are
recommended for the treatment of constipation in
pregnant women.

Breastfeeding: It is not known if bisacodyl is present
in breast milk.

Systemic exposure following maternal use is limited.
Neither bisacodyl nor its active metabolite (BHPM)

were detectable in breast milk following administration
of bisacodyl 10 mg once daily for 7 days to eight
breastfeeding women.

INTERACTIONS

Dichlorphenamide: Laxatives may enhance the
hypokalemic effect of Dichlorphenamide. Risk C:
Monitor therapy

Polyethylene Glycol-Electrolyte Solution: Laxatives
(Stimulant) may enhance the adversef/toxic effect of
Polyethylene Glycol- Electrolyte Solution. Specifically,
the risk of colonic mucosal aphthous ulcerations may
be increased. Management: Consider avoiding this
combination due to a potential for increased risk of
colonic mucosal aphthous ulcerations. Risk D:
Consider therapy modification

Sodium Sulfate: Laxatives (Stimulant) may enhance
the adverse/toxic effect of Sodium Sulfate. Specifical-
ly, the risk of mucosal ulceration or ischemic colitis
may be increased. Risk X: Avoid combination
Contraindications:

Bisacodyl is contraindicated in patients with ileus,
acute abdominal conditions including appendicitis,
acute inflammatory bowel diseases and sever
abdominal pain associated with nausea and vomiting
which may be indicative of the aforementioned sever
conditions.

Bisacodyl is also contraindicated in sever dehydration
and in patients with known hypersensitivity to
bisacodyl or hypokalaemia.

Bisacodyl-Najo suppositories should not be used
when anal fissures or ulcerative proctitis with mucosal
damage, ulcerated haemorrhoids and rectal bleeding
are present.

SIDE EFFECTS

Those indicating need for medical attention:
Signs of an allergic reaction, like 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.

Colitis (inflammation of the large intestine which
causes abdominal pain and diarrhea).

Dehydration

Blood in the stools

Vomiting

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

Stomach pain or cramps

Rectal burning

DOSAGE AND DIRECTION

Children 2 to <10 years: Limited data available in ages
<6 years: 5 mg once daily.

Children >10 years and Adolescents: Rectal: 5 to 10
mg once daily.

STORAGE

Store below 30°C. Protect from light and moisture and
protect from freezing.

Keep the medication out of reach of children.

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

PACKAGING

Each package of Bisacodyl — Najo 5 contains 10
rectal suppositories.

REFRRENCE
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