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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 :ji'm nnix

Dexlansoprazole 30 mg / Dexlansoprazole 60 mg 7'y a'>n
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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 :j1am naiy

Dexlansoprazole 30 mg / Dexlansoprazole 60 mg :'7'vo 2y
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6 WARNINGS AND PRECAUTIONS

6.5 Severe cutaneous adverse reactions, including Stevens-Johnson syndrome (SJS)
and toxic epidermal necrolysis (TEN), drug reaction with eosinophilia and systemic
symptoms (DRESS), and acute generalized exanthematous pustulosis (AGEP) have
been reported in association with the use of PPIs [see Adverse Reactions (7.2)].
Discontinue DEXILANT at the first signs or symptoms of severe cutaneous adverse
reactions or other signs of hypersensitivity and consider further evaluation.

6.8 Hypomagnesemia and Mineral Metabolism

Hypomagnesemia, symptomatic and asymptomatic, has been reported rarely in
patients treated with PPIs for at least three months, in most cases after a year of
therapy. Serious adverse events include tetany, arrhythmias, and seizures.
Hypomagnesemia may lead to hypocalcemia and/or hypokalemia and may
exacerbate underlying hypocalcemia in at-risk patients. In most patients, treatment of
hypomagnesemia required magnesium replacement and discontinuation of the PPI.

For patients expected to be on prolonged treatment or who take PPIs with
medications such as digoxin or drugs that may cause hypomagnesemia (e.g.,
diuretics), health care professionals may consider monitoring magnesium levels prior
to initiation of PPI treatment and periodically [see Adverse Reactions (7.2)].

Consider monitoring magnesium and calcium levels prior to initiation of
DEXILANT and periodically while on treatment in patients with a preexisting risk of
hypocalcemia (e.g., hypoparathyroidism). Supplement with magnesium and/or
calcium as necessary. If hypocalcemia is refractory to treatment, consider
discontinuing the PPI.

7 ADVERSE REACTIONS

The following serious adverse reactions are described below and elsewhere in labeling:
* Acute Tubulointerstitial 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)]

e Severe Cutaneous Adverse Reactions [see Warnings and Precautions (6.5)]
«Cutaneous and Systemic Lupus Erythematosus [see Warnings and Precautions (6.6)]

*Cyanocobalamin (Vitamin B-12) Deficiency [see Warnings and Precautions (6.7)]

Takeda Israel Ltd.
25 Efal st., P.O.B 4140, Petach-Tikva 4951125
Tel:+972--3-33733140 Fax (local) : + 972-3-3733150
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» Hypomagnesemia and Mineral Metabolism [see Warnings and Precautions (6.8)]

+ Fundic Gland Polyps [see Warnings and Precautions (6.11)]

7.2 Postmarketing Experience

Immune System Disorders: anaphylactic shock (requiring emergency intervention),
exfoliative dermatitis, Stevens-Johnson syndrome (SJS), toxic epidermal necrolysis
(TEN) (some fatal), DRESS, AGEP.

Infections and Infestations: Clostridium difficile associated diarrhea

Metabolism and Nutrition Disorders: hypomagnesemia, hypocalcemia, hypokalemia,

hyponatremia
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