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Norvasc 5 mg Tablets

Norvasc 10 mg Tablets
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Amlodipine (as besylate)
NN

Mild to moderate hypertension.
Vasospastic angina ( Prinzmetal's or variant angina).
Chronic stable angina.
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4.5 Interaction with other medicinal products and other forms of interaction

CYP3A4 inducers

Upon co-administration of known inducers of the CYP3A4, the plasmaconcentration of amlodipine
may vary. Therefore, blood pressure should be monitored and dose requlation considered both during
and after concomitantmedication particularly with strong CYP3A4 inducers (e.a. rifampicin,

hypericum perforatum).

Mechanistic Target of Rapamycin (mTOR) Inhibitors

MTOR inhibitors suchas sirolimus, temsirolimus, and everolimus are CYP3A substrates. Amlodipine
is a weak CYP3A inhibitor. With concomitant use of mTOR inhibitors, amlodipine may increase
exposure of mTOR inhibitors.

4.6 Fertility, pregnancy and lactation

Breast-feeding

Hk-Amlodipine is excreted in human milk.
The proportion of the maternal dosereceived by the infant has been estimated with an interquartile
range of 3—7%, with a maximum of 15%. The effectof amlodipine on infants is unknown.

4.8 Undesirableeffects

Skin and subcutaneous
tissue disorders

Not known Toxic epidermal necrolysis
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