Xelnib®
Tofacitinib INN

Description

Tofacitinib is a Janus Kinase (JAK) inhibitor used in
the treatment of moderate to severe active
rheumatoid arthritis.

Mode of action

It is an inhibitor of Janus Kinase (JAK). JAKs are
intracellular enzymes which transmit signals arising
from cytokine or growth factor-receptor interactions on
the cellular membrane to influence cellular processes
of hematopoiesis and immune cell function. Tofacitinib
modulates the signaling pathway of cytokine at the
point of JAKs, preventing the phosphorylation and
activation of Signal Transducers and Activators of
Transcription (STATs) which inhibits gene expression
and cytokine production.

Pharmacokinetics

The absolute bioavailability of Tofacitinib is 70%.
Clearance  mechanism  for Tofacitinib  are
approximately 70% hepatic metabolism and 30%
renal excretion of the parent drug. The metabolism of
Tofacitinib is primarily mediated by CYP3A4 with
minor contribution from CYP2C19.

Composition

Xelnib® 5 mg Tablet: Each film coated tablet contains
Tofacitinib Citrate INN 8.075 mg equivalent to
Tofacitinib 5 mg.

Xelnib® 11 mg XR Tablet: Each extended release
tablet contains Tofacitinib Citrate INN 17.765 mg
equivalent to Tofacitinib 11 mg.

Xelnib® 100 ml Oral Solution: Each 5 ml Oral
Solution contains Tofacitinib Citrate INN 8.075 mg
equivalent to Tofacitinib 5 mg.

Indications

Tofacitinib is indicated for the treatment of adult
patients with moderate to severe active rheumatoid
arthritis who have an inadequate response or
intolerance to Methotrexate. It may be used as
monotherapy or in combination with Methotrexate or
other nonbiologic disease-modifying antirheumatic
drugs (DMARDs).

Dosage & administration

Tablet:

* Recommended dose of Tofacitinib is 11 mg XR once
daily or 5 mg twice daily.

* Recommended dose in patients with moderate and
severe renal impairment and moderate hepatic
impairment is Tofacitinib 5 mg once daily.

¢ Use of Tofacitinib in patients with severe hepatic
impairment is not recommended.

Oral Solution: Can be given from 2 years of age.

Body weight (Kg) Dose regimen

10-20 3.2 ml of oral solution twice daily

20-40 4 ml of oral solution twice daily

Contraindications
Hypersensitibity to Tofacitinib or any other ingredients
of this product.

Side effects

The most commonly reported side effects are upper
respiratory tract infections, headache, diarrhea and
nasopharyngitis.

Use in pregnancy & lactation

There are no adequate and well-controlled studies in
pregnant women. Tofacitinib should be used during
pregnancy only if the potential benefit justifies the
potential risk to the fetus.

It is not known whether Tofacitinib is excreted in
human milk. Precaution should be taken before taking
Tofacitinib in lactating mother.

Precautions

Tofacitinib should not be administered in patients with
an active infection, including localized infections. The
risks and benefits of treatment should be considered
prior to initiating Tofacitinib in patients with previous
history or risk of tuberculosis or serious infections.
Tofacitinib should not be initiated in patients with a
lymphocyte count less than 500 cells/mm3, an
absolute neutrophil count (ANC) less than 1000
cells/mm?3 or who have hemoglobin levels less than 9
gm/dL. Live vaccines should not be given
concurrently with Tofacitinib.

Drug interactions

Potent inhibitors of Cytochrome P450 3A4 (CYP3A4)
(e.g. Ketoconazole): recommended dose is Tofacitinib
5 mg once daily; One or more concomitant
medications that result in both moderate inhibition of
CYP3A4 and potent inhibition of CYP2C19 (e.g.
fluconazole): recommended dose is Tofacitinib 5 mg
once daily; Potent CYP3A4 inducers (e.g.Rifampin):
may result in loss of or reduced clinical response;
Concomitant use with potent immunosuppressant
(e.g azathioprine, cyclosporine) is not recommended.

Overdosage
There are not enough available evidence of Tofacitinib
overdose.

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

Packaging

Xelnib® 5 mg Tablet: Each carton contains 10X1
tablets in alu-alu blister pack.

Xelnib® 11 mg XR Tablet: Each carton contains
10X1 tablets in alu-alu blister pack.

Xelnib® 100 ml Oral Solution: Each bottle
contains 100 ml oral solution.
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Manufactured by
Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh.
ideas for healthcare ® Registered Trade Mark.



