2021 Wxnr
,N/Ta21 n/njzin ,n/N9N

Dexilant 30mg & 60mg :pIman
A"n 60 -12"n 30 va'ropT

DTYNN [ITIAY 1'WIONN 7Y DIX7I XDIN7 DI175N D DOV TINY NWan n'ya 7RY N TR0 NNan
2021 axnna

Vo7V ,[INNN Ij7 DV DITXA [AI0A OIY VO;70) TWNNA D'V'DIN D'P'WA DTV 01D
DM N, (2NY¥2 WATIN NN DINNAN V070 ,AMAHZ-BY-#AD D070 (110N VNIYINY
.0'9011 DIDTY

'YONN DIV A7 DIfMAN

Dexilant 30 is indicated in adults and in adolescents aged 12 to 17 years for the following:

= Maintenance of healed erosive reflux oesophagitis and maintenance of relief of heartburn.

= Short-term treatment of heartburn and acid regurgitation associated with symptomatic
non-erosive gastro-oesophageal reflux disease (GORD).

Dexilant 60 is indicated in adults and in adolescents aged 12 to 17 years for the following:
= Treatment of erosive reflux oesophagitis

Modified release capsules :jam nix

Dexlansoprazole 30 mg / Dexlansoprazole 60 mg :7'vo a1 n
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5 CONTRAINDICATIONS

« DEXILANT is contraindicated in patients with known hypersensitivity to any component
of the formulation [see Description (11)]. Hypersensitivity reactions, ineluding

anaphylaxis-have-beenreperted{see may include anaphylaxis, anaphylactic shock,

angioedema, bronchospasm, acute tubulointerstitial nephritis and urticaria [see Warning

and Precautions (6 2) Adverse Reactlons (7) 1—7—29} Aeu{&mfee;stmaknephnm%AJrN}

e PPIs, including DEXILANT, are contraindicated with rilpivirine-containing products [see
Drug Interactions (8)].

6 WARNINGS AND PRECAUTIONS

6.1 Presence of Gastric Malignancy

In adults, symptomatic response to therapy with DEXILANT does not preclude the
presence of gastric malignancy. Consider additional follow-up and diagnostic testing
in adult patients who have a suboptimal response or an early symptomatic relapse
after completing treatment with a PPI. In older patients, also consider an endoscopy.

6.2 Acute taterstitial Tubulointerstitial Nephritis

Acute interstitial tubulointerstitial nephritis (TIN) has been observed in patients taking

PPls includingtansoprazele-Acute-interstitial-nephritis and may occur at any point
during PPI therapy. and is generally attributed to an idiopathic hypersensitivity
reaction. Discontinue DEXILANT if acute interstitial nephritis develops

present with varying signs and symptoms from symptomatic hypersensitivity
reactions to non-specific symptoms of decreased renal function (e.g., malaise, nausea,
anorexia). In reported case series, some patients were diagnosed on biopsy and in the
absence of extra-renal manifestations (e.g., fever, rash or arthralgia).

Discontinue DEXILANT and evaluate patients with suspected acute TIN [see
Contraindications (5)].

7 ADVERSE REACTIONS

The following serious adverse reactions are described below and elsewhere in labeling:
« Acute Tubulointerstitial taterstitial Nephritis [see Warnings and Precautions (6.2)]
* Clostridium difficile Associated Diarrhea [see Warnings and Precautions (6.3)]
* Bone Fracture [see Warnings and Precautions (6.4)]
«Cutaneous and Systemic Lupus Erythematosus [see Warnings and Precautions (6.5)]
«Cyanocobalamin (Vitamin B-12) Deficiency [see Warnings and Precautions (6.6)]
» Hypomagnesemia [see Warnings and Precautions (6.7)]
« Fundic Gland Polyps [see Warnings and Precautions (6.10)]
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