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Januet XR 50/500 mg Tablets 151-31-33932
Januet XR 50/1000 mg Tablets 151-32-33933
Januet XR 100/1000 mg Tablets 151-33-33934
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There have been reports of incompletely

dissolved JANUET XR tablets being eliminated in 2 DOSAGE AND
the feces. It is not known whether this material ADMINISTRATION
seen in feces contains active drug. If a patient 21 Recommended
reports repeatedly seeing tablets in feces, the Dosing

healthcare provider should assess adequacy of
glycemic control [see Patient Counseling
information (17.1)].

Metformin hydrochloride
6 ADVERSE
Flatulence, indigestion, asthenia REACTIONS
6.1 Clinical Trials
Experience
pruritus
6 ADVERSE
REACTIONS
6.2 Postmarketing
Experience
Patients should be informed that incompletely
; o ; 17  PATIENT
dissolved JANPET XR tab'lets may be eliminated in the COUNSELING
feces. Tell patients that, if they repeatedly see tablets INFORMATION

in feces, they should report this finding to their 17.1 Instructions
healthcare provider. If a patient reports repeatedly
observing tablets in feces, the healthcare provider

should assess adequacy of glycemic control.
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