Dotiric’

Dotinurad INN 0.5 mg Tablet

COMPOSITION:
Dotiric Tablet: Each
Dotinurad INN 0.5 mg.

film-coated tablet contains

PHARMACOLOGY:

Dotinurad, a novel selective urate reabsorption inhibitor
(SURI), reduces serum uric acid levels by selectively
inhibiting urate transporter 1 (URAT1), which is
expressed on the proximal renal tubules and is responsi-
ble for the reabsorption of uric acid.

INDICATION:
Dotinurad is indicated for the treatment of gout and
hyperuricemia.

DOSE AND ADMINISTRATION:

Adult Dose: For adults, starting dose is 0.5 mg once a
day. The dosage may gradually increase according to
the blood uric acid level as needed.

Maintenance Dose: For maintenance, the dose may be
increased to 1 mg at a time, once a day after two weeks,
and then 2 mg at a time, once a day after six weeks. The
dosage may be adjusted according to the patient’s
condition.

Maximum Dose: The maximum dose should not exceed
4 mg at a time, once a day.

Missed Dose: In case of a missed dose, the patient
should take the dose as soon as possible. However, if it
is almost time for the next dose, the patient should skip
the missed dose and continue the regular dosing
schedule.

CONTRAINDICATION:

Dotinurad is contraindicated in the following conditions:
* Any hypersensitivity to Dotinurad

® Pregnant or breastfeeding

WARNING & PRECAUTION:

e Caution should be taken in patients with earlier
symptoms of urinary stones, consequential hematuria,
and renal colic. For prevention, the patient should drink
plenty of water to increase urinary volume and alkalize
urine.

® Because serious liver disorders have been reported in
other uricosuric agents, the condition of the patient
should be thoroughly observed, such as periodic liver
function tests, etc.

e Severe renal impairment (éGFR <30mL/min/1.73m?): In
patients, the administration of this product should be
avoided because efficacy would not be optimum. In
addition, in clinical trials, patients with eGFR less than
30mL/min/1.73m? were excluded.

Sverest

SIDE EFFECT:

The most reported side effects include arthritis, and
discomfort in limbs. Also, patients may experience
diarrhea, nausea, rash, pruritus & fatigue. The most
uncommon side effects may include kidney stones,
nephrocalcinosis.

USE IN PREGNANCY AND LACTATION:

Pregnant women or women who may be pregnant should
only be administered if the therapeutic benefit outweighs
the risk.

Animal studies have reported that Dotinurad is excreted
in breast milk, so it should be avoided in lactating
mothers.

USE IN CHILDREN & ADOLESCENTS:

PEDIATRIC USE

The safety and efficacy of Dotinurad have not been
established in patients < 18 years of age.

GERIATRICS

There are studies conducted on elderly (>65 years)
Japanese male and female patients that prove the safety
and efficacy of Dotinurad in geriatric patients.

DRUG INTERACTION:

Pyrazinamide: The effect of this drug may be attenuated.
Pyrazinamide is known to suppress uric acid secretion in
renal tubules and may antagonize the promotion of uric
acid excretion by Dotinurad.

Salicylic acid preparations such as Aspirin etc.: Salicylic
acid preparations are known to suppress the excretion of
uric acid. It may antagonize the promotion of uric acid
excretion.

OVERDOSE:

Patients should never take two doses at one time. If
patients accidentally take more than the prescribed
dose, they should seek emergency medical attention.

STORAGE:
Protect from light. Store below 30°C. Keep all the
medicine out of reach of children.

HOW SUPPLIED:
Dotiric Tablet: Each box contains 3x10 tablets in Alu-Alu
blister.

Manufactured by: ;
Everest Pharmaceuticals Ltd.
BSCIC I/A, Kanchpur, Narayanganj, Bangladesh
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