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extended release - 11mg tablets

B Pharmacokinetic equivalence
« XELJANZ XR 11 mg once daily is pharmacokinetically equivalent to XELJANZ 5 mg BID?

« Half-life is ~6 hours with XELJANZ XR 11 mg once daily and ~3 hours with XELJANZ 5 mg BID'

How to take XELJANZ/XELJANZ XR

- Take orally with or without food. Swallow tablets whole and intact.
Do not crush, split, or chew’ YI @

- Store below 30°¢'

@'I) Recommended dosing

- Patients treated with XELJANZ 5 mg BID may be switched y y XELJANZ 5 mg
to XELJANZ XR 11 mg once daily the day following the last & & twice dail
dose of XELJANZ 5 mg' )

+ Both XELJANZ and XELJANZ XR can be taken with and without ant XELJANZ XR 11 mg
MTX. No dose adjustment of MTX is necessary when combined w once dailv

with XELJANZ/XELJANZ XR'
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SOME PATIENTS MAY REQUIRE DOSE ADJUSTMENTS
DURING TREATMENT WITH XELJANZ®/XELJANZ XR'

Dose adjustments for patients taking XELJANZ 5 mg BID or XELJANZXR11

Laboratory Values

confirmed by repeat testing within 7 days Recommendations

Lymphncyt]es Lyr.nphocyte count <50.0 e (e e
(cells/mm?3) (confirmed by repeat testing)

ANC 500-1000 Interrupt dosing until ANC >1000
Neutrophils
(cells/mmm?) ANC <500

(confirmed by repeat testing) DRI RSt nent

Haemoglobin Hb <9.0 or decrease >2

(g/dL) o e [am—_a Interrupt treatment until values have normalized

The following patients should be initiated on XELJANZ 5 mg once daily™:
* Patients with severe renal insufficiency or moderate hepatic impairment

« Patients receiving potent inhibitors of cytochrome P450 (CYP3A4) (eg, ketoconazole) or receiving one or more concomitant medications that
result in both moderate inhibition of CYP3A4 and potent inhibition of CYP2C19 (eg, fluconazole)

?If drug-induced liver injury is suspected, the administration of XELJANZ/XELJANZ XR should be interrupted until this diagnosis has been excluded.’
ANC=absolute neutrophil count; BID=twice daily; Hb=hemoglobin.
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