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Active ingridient:
TOFACITINIB 5 mg

Indicated for:

Rheumatoid Arthritis

XELJANZ (tofacitinib) is indicated for the treatment of adult patients with moderately to severely active
rheumatoid arthritis who have had 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).

Limitations of Use: XELJANZ in combination with biologic DMARDs or with potent immunosuppressants
such as azathioprine and cyclosporine is not recommended.

Psoriatic Arthritis

XELJANZ (tofacitinib) is indicated for the treatment of adult patients with active psoriatic arthritis who have
had an inadequate response or intolerance to methotrexate or other disease-modifying antirheumatic drugs
(DMARD:S).

Limitations of Use: Use of XELJANZ in combination with biologic DMARDS or with potent
immunosuppressants such as azathioprine and cyclosporine is not recommended.
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1 INDICATIONS AND USAGE

1.2 Psoriatic Arthritis

o XELJANZ (tofacitinib) is indicated for the treatment of adult patients with active psoriatic arthritis who
have had an inadequate response or intolerance to methotrexate or other disease-modifying antirheumatic
drugs (DMARDS).

e Limitations of Use: Use of XELJANZ in combination with biologic DMARDs or with potent
immunosuppressants such as azathioprine and cyclosporine is not recommended.

2 DOSAGE AND ADMINISTRATION

e 2.2 Dosage in Psoriatic Arthritis
The recommended dose of XELJANZ is 5 mg twice daily, used in combination with nonbiologic
DMARD:s.
The efficacy of XELJANZ as a monotherapy has not been studied in psoriatic arthritis.

2.5 Dosage Modifications in Patients with Renal or Hepatic Impairment
e In patients with:

e moderate or severe renal insufficiency, or

e moderate hepatic impairment,

the recommended dose is XELJANZ 5 mg once daily.



For patients undergoing hemodialysis, dose should be administered after the dialysis session on dialysis
days. If a dose was taken before the dialysis procedure, supplemental doses are not recommended in
patients after dialysis.

o Use of XELJANZ in patients with severe hepatic impairment is not recommended.

5 WARNINGS AND PRECAUTIONS
5.1 Serious Infections

Viral Reactivation

Viral reactivation, including cases of herpes virus reactivation (e.g., herpes zoster), were observed in clinical
studies with XELJANZ. Postmarketing cases of hepatitis B reactivation have been reported in patients
treated with XELJANZ. The impact of XELJANZ on chronic viral hepatitis reactivation is unknown.
Patients who screened positive for hepatitis B or C were excluded from clinical trials. Screening for viral
hepatitis should be performed in accordance with clinical guidelines before starting therapy with XELJANZ.
The risk of herpes zoster is increased in patients treated with XELJANZ and appears to be higher in patients
treated with XELJANZ in Japan and Korea.

5.4 Hypersensitivity

Reactions such as angioedema and urticaria that may reflect drug hypersensitivity have been observed in
patients receiving XELJANZ. Some events were serious. If a serious hypersensitivity reaction occurs,
promptly discontinue tofacitinib while evaluating the potential cause or causes of the reaction [see Adverse
Reactions (6.2)].

6 ADVERSE REACTIONS

6.2 Postmarketing Experience

Immune system disorders: Drug hypersensitivity (events such as angioedema and urticaria have been
observed).

8 USE IN SPECIFIC POPULATIONS
8.2 Lactation

Risk Summary

There are no data on the presence of tofacitinib in human milk, the effects on a breastfed infant, or the effects
on milk production. Tofacitinib is present in the milk of lactating rats (see Data). When a drug is present in
animal milk, it is likely that the drug will be present in human milk. Given the serious adverse reactions seen
in adults treated with XELJANZ, such as increased risk of serious infections, advise patients that
breastfeeding is not recommended during treatment and for at least 18 hours after the last dose of

XELJANZ .

Infertility

Females

Based on findings in rats, treatment with XELJANZ may result in reduced fertility in females of reproductive
potential. It is not known if this effect is reversible [see Nonclinical Toxicology (13.1)].
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https://www.old.health.gov.il/units/pharmacy/trufot/index.asp?safa=h
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