Linadus®
Linagliptin INN

Description

Linagliptin (Linadus®) is an anti-diabetic drug
belongs to the class of dipeptidyl peptidase-4
(DPP-4) inhibitors.

Mode of action

Linagliptin inhibits DPP-4 enzyme & exerts its
action by slowing the inactivation of incretin
hormones. Incretin hormones, including glucagon
like peptide-1 (GLP-1) and glucose dependent
insulinotropic polypeptide (GIP) are released by
the intestine throughout the day and levels are
increased in response to a meal.

Pharmacokinetics

Linagliptin is rapidly absorbed and the peak
plasma concentration occur between 1.5 hours.
The absolute bioavailability is approximately
30%. (70 - 80)% is protein bound. It is not
extensively metabolized, 90% of dose is excreted
unchanged. It is eliminated via the feces 80%
and urine 5%.

Composition
Linadus® 5 mg Tablet: Each film coated tablet
contains Linagliptin INN 5 mg.

Indications

Linagliptin is indicated in the treatment of type-2
diabetes to improve glycemic control in adults:

as monotherapy-

e In patients inadequately controlled by diet and
exercise alone and to whom metformin is
inappropriate due to intolerance, or
contraindicated due to renal impairment.

as combination therapy-

e In combination with sulphonylurea and
metformin when diet and exercise plus dual
therapy with this medicinal products do not
provide adequate glycemic control.

@ In combination with insulin with or without
metformin, when this regimen alone, with diet
and exercise, does not provide adequate
glycemic control.

Dosage & administration

Linagliptin (Linadus® 5 mg once daily. Linagliptin
can be taken with or without food at any time of
the day. If a dose is missed, it should be taken as
soon as the patient remembers. A double dose
should not be taken on the same day.

When linagliptin is added to metformin, the dose
of metformin should be maintained, and

linagliptin administered concomitantly. When
linagliptin is used in combination with a
sulphonylurea or insulin, a lower dose of the
sulphonylurea or insulin may be considered to
reduce the risk of hypoglycemia.

For patients with renal impairment no dose
adjustment is required. Pharmacokinetics studies
suggest that no dose adjustment is required for
patients with hepatic impairment.

Contraindications
Patients should not be used, if known to have
hypersensitivity to linagliptin.

Side effects

Hypoglycemia may occur when patients treated
with the combination of linagliptin and
sulphonylurea or insulin and metformin.

Use in pregnancy & lactation

Pregnancy: USFDA- Pregnancy category B.
Linagliptin is not established with adequate and
well controlled studies in pregnant woman.
Lactation: It is not known whether this drug is
excreted in human milk, caution should be
exercised when linagliptin is administered to a
nursing woman.

Precautions
When used linagliptin  with sulphonylurea,
consider lowering the dose of sulfonylurea.

Drug interactions

The efficacy of linagliptin may be reduced when
administered in combination with
P-glycoprotein/CYP3A4 inducer (Rifampin).

Over dosage

With single dose of linagliptin up to 600 mg, there
were no dose related clinical adverse reactions.
In the event of an overdose, contact with
specialist doctor or hospital.

Storage
Keep out of reach of children. Store in a dry
place, below 25°C temperature and protected
from light.

Packaging
Linadus® 5 mg Tablet: Each carton contains
14X2 tablets in blister pack.
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Opsonin Pharma

Ideas for healthcare

609-02

Manufactured by

Opsonin Pharma Limited
Rupatali, Barishal, Bangladesh.
® Registered Trade Mark.



