JAKTWR

Tofacitinib Citrate INN

Composition

JAKTOR Tablet: Each film coated tablet contains Tofacitinib
Citrate INN equivalent to Tofacitinib 5 mg.

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

Pharmacology

Tofacitinib is a Janus kinase (JAK) inhibitor. 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 at the point of JAKSs,
preventing the phosphorylation and activation of STATs (Signal
Transducers and Activitors of Transcription).

Indication

Tofacitinib is indicated for the treatment of Rheumatoid arthritis and
Psoriatic arthritis in adult patients who have had an inadequate
response or intolerance to Methotrexate. It can be used as
monotherapy or in combination with Methotrexate or other
nonbiologic Disease Modifying Antirheumatic Drugs (DMARDs). It
also indicated for Ulcerative colitis who have had an inadequate
response or intolerance to TNF blockers.

Dose & Administration

Administration instruction: Do not initiate Tofacitinib if absolute
lymphocyte count <500 cells/mm?, an absolute neutrophil count
<1000 cells/mm? or hemoglobin <9 g/dL.

Rheumatoid arthritis and Psoriatic arthritis: 5 mg twice daily or 11
mg once daily.

Ulcerative colitis: 10 mg twice daily or 22 mg once daily for 8
weeks.

JAKTOR can be taken with or without food.

a) Route of administration: Tablet should be taken orally.

Contra-indication
Patients with hypersensitivity to Tofacitinib should avoid this
medication.

Warning & Precaution

Use of Tofacitinib should be avoided in patients with an active
infection, including localized infections. Patients with latent
tuberculosis should be treated with standard antimycobacterial
therapy before administering Tofacitinib.

Adverse Effects

a) Common: Increased risk of blood clots and death with the 10
mg twice daily dose. Upper respiratory tract infections,
diarrhea, nasopharyngitis, headache and hypertension may
occur.

b) Rare: Anemia, Diverticulitis & Dehydration may occur.

Use in Pregnancy & Lactation

Pregnancy Category C. 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 this medicine is excreted in
human milk. Caution should be exercised when this product is
administered to a nursing woman.

Use in children & adolescents
It is not known if Tofacitinib is safe and effective in children.

Drug Interactions

a) With medicine: Tofacitinib exposure is increased when
Tofacitinib is co-administered with potent inhibitors of cytochrome
P450 (CYP) 3A4 (e.g., ketoconazole) and CYP2C19 (e.g.,
fluconazole). Use of tofacitinib in combination with biologic
DMARDs or potent immune suppressants such as azathioprine
and cyclosporine is not recommended.

b) With food and others: It is best to avoid taking Tofacitinib with
grapefruit juice and to avoid grapefruit juice completely during
Tofacitinib treatment.

Overdose

There is no specific antidote for overdose with Tofacitinib. In case
of an overdose, it is recommended that the patient be monitored
for signs and symptoms of adverse reactions.

Storage
Store in a cool (below 25°C) and dry place, away from light. Keep
out of the reach of children.

Packing

JAKTOR Tablet: Each commercial box contains 30 tablets in
Alu-Alu blister pack.

JAKTOR XR Tablet: Each commercial box contains 10 tablets &
30 tablets in Alu-Alu blister pack.

Manufactured By ®

BEACON

Pharmaceuticals PLC
Bhaluka, Mymensingh, Bangladesh
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