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Tucatin

Tucatinib INN

COMPOSITION

Tucatin 150 Tablet: Each film coated tablet contains Tucatinib
INN 150 mg.

PHARMACOLOGY
Mechanism of Action:

Tucatinib is a tyrosine kinase inhibitor of HER2. In vitro, Tucatinib
inhibits phosphorylation of HER2 and HERS, resulting in inhibition
of downstream MAPK and AKT signaling and cell proliferation, and
showed anti-tumor activity in HER2 expressing tumor cells.

INDICATION

Tucatinib is indicated in combination with trastuzumab and
capecitabine for treatment of adult patients with advanced
unresectable or metastatic HER2-positive breast cancer including
patients with brain metastases, who have received one or more
prior anti-HER2-based regimens in the metastatic setting.

DOSAGE AND ADMINISTRATION

Recommended Dosage:

The recommended dosage of Tucatinib is 300 mg taken orally
twice daily in combination with trastuzumab and capecitabine until
disease progression or unacceptable toxicity with or without a
meal.

CONTRAINDICATION
None.

WARNING AND PRECAUTION

Tucatinib can cause severe diarrhea including dehydration,
hypotension, acute kidney injury, and death. ALT, AST, and
bilirubin should be monitored prior to starting Tucatinib, every 3
weeks during treatment, and as clinically indicated. Based on the
severity of hepatotoxicity, dose should be reduced, interrupted or
permanently discontinued Pregnant women and females of
reproductive potential should be informed about the potential risk
of Tucatinib to a fetus. Females of reproductive potential should be
advised to use effective contraception during treatment with
Tucatinib and for at least 1 week after the last dose. Male patients
with female partners of reproductive potential should be advised to
use effective contraception during treatment with Tucatinib and for
at least 1 week after the last dose.

SIDE EFFECTS

The most common side effects in patients who received Tucatinib
(=20%) were diarrhea, palmar-plantar erythrodysesthesia,
nausea, fatigue, hepatoxicity, vomiting, stomatitis, decreased
appetite, abdominal pain, headache, anemia, and rash.

DRUG INTERACTIONS

Concomitant use of Tucatinib with a strong CYP3A or moderate
CYP2CB inducer decreased Tucatinib plasma concentrations,
which may reduce Tucatinib activity. Effects on Tucatinib on
Others Drugs. Concomitant use of Tucatinib with a CYP3A
substrate increased the plasma concentrations of CYP substrate,
which may increase the toxicity associated with a CYP3A
substrate.Concomitant use of Tucatinib with a P-gp substrate
increased the plasma concentrations of P-gp substrate which may
increase the toxicity associated with a P-gp substrate.

USE IN SPECIFIC POPULATIONS
Pregnancy:

Based on findings in animal studies and its mechanism of action,
Tucatinib can cause fetal harm when administered to a pregnant
woman.

Lactation:

There are no data on the presence of Tucatinib or its metabolites
in human or animal milk or its effects on the breastfed child or on
milk production.

Females and Males of Reproductive Potential:

Tucatinib can cause fetal harm when administered to a pregnant
woman.

Pediatric Use:

The safety and effectiveness of Tucatinib in pediatric patients have
not been established.

Geriatric Use:

There were no observed overall differences in the effectiveness of
Tucatinib in patients > 65 years compared to younger patients.

Renal Impairment:

No dose adjustment is recommended for patients with mild or
moderate renal impairment.

Hepatic Impairment:

Tucatinib dose reduction is recommended for patients with severe
(Child-Pugh C) hepatic impairment.

No dose adjustment for Tucatinib is required for patients with mild
(Child-Pugh A) or moderate (Child- Pugh B) hepatic impairment.

PHARMACEUTICAL INFORMATION

Storage:

Store below 30°C, in a cool and dry place. Keep away from light.
Keep out of the reach of children.

Commercial Pack:

Tucatin 150 Tablet: Each commercial box contains 28 tablets in
Alu-Alu blister pack.

Manufactured By:

BEACON Pharmaceutical PLC
Bhaluka, Mymensingh, Bangladesh
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