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Nuvigil 50mg, 150mg, 250mg tablets nI"7av 1"n 250 ,2"n 150 ,a"n 50 *'aran
Contains: Armodafinil 50mg
Armodafinil 150mg
Armodafinil 250mg
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Indicated to improve wakefulness in adult patients with excessive sleepiness associated with
obstructive sleep apnea (OSA), narcolepsy, or shift work disorder (SWD).
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SUMMARY OF PRODUCT CHARACTERISTICS
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5.8 Excipients with known effects

Patients with rare hereditary problems of galactose intolerance, total lactase deficiency or glucose-
galactose malabsorption should not take this medicine.

This medicine contains less than 1 mmol sodium (23 mg) per tablet, that is to say essentially ‘sodium-
free’.

6. ADVERSE REACTIONS

(...)

6.2 Postmarketing Experience

The following adverse reactions have been identified during post approval use of NUVIGIL. Because
these reactions are reported voluntarily from a population of uncertain size, it is not always possible to
reliably estimate their frequency or establish a causal relationship to drug exposure.

Cardiovascular: Stroke

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It
allows continued monitoring of the benefit/risk balance of the medicinal product.

Any suspected adverse events should be reported to the Ministry of Health according to the National



https://sideeffects.health.gov.il/
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7. DRUG INTERACTIONS

Effects of NUVIGIL on CYP3A4/5 Substrates

(..

The effectiveness of steroidal contraceptives may be reduced when used with NUVIGIL and for ene
two months after discontinuation of therapy. Alternative or concomitant methods of contraception are
recommended for patients taking steroidal contraceptives (e.g., ethinyl estradiol) when treated
concomitantly with NUVIGIL and for ene- two months after discontinuation of NUVIGIL treatment.

(..

8. USE IN SPECIFIC POPULATIONS
8.1 Pregnancy

Pregnancy Registry Category€

Based on limited human experience from a pregnancy registry and spontaneous reporting armodafinil
is suspected to cause congenital malformations when administered during pregnancy.

Studies in animals have shown reproductive toxicity.

NUVIGIL should not be used during pregnancy.

Rlsk Summary

assoem%ed—nsleof—ad—vem&pﬁegﬂaﬂeyoﬂ%eomes Intrauterme growth restrlctlon and spontaneous

abortion have been reported in association with armodafinil and modafinil. Although the
pharmacology of armodafinil is not identical to that of the sympathomimetic amines, armodafinil
shares it-deoes-share-seme pharmacologic properties with this class [see Clinical Pharmacology (12.1
Some sympathomimetics have been associated with intrauterine growth restriction and spontaneous
abortions. In animal reproduction studies of armodafinil (R-modafinil) and modafinil (a mixture of R-
and S-modafinil) conducted in pregnant rats (armodafinil, modafinil) and rabbits (modafinil), during
organogenesis, evidence of developmental toxicity (increased embryofetal and offspring mortality,
decreased fetal growth) was observed at clinically relevant plasma exposures.

(..

Data
Studies in animals have shown reproductive toxicity.

Animal Data

(.-

Modafinil (50, 100, or 200 mg/kg/day) administered orally to pregnant rats throughout organogenesis
produced an increase in resorptions and an increased incidence of fetal variations in-the-offspring at
the highest dose tested. The higher no-effect dose for embryofetal developmental toxicity (100
mg/kg/day) was associated with a plasma armodafinil AUC less than that in humans at the MRHD of
NUVIGIL. However, in a subsequent rat study of up to 480 mg/kg/day of modafinil, no adverse
effects on embryofetal development were observed.

(..)

Modafinil administration to rats throughout gestation and lactation at oral doses of up to 200
mg/kg/day resulted in decreased viability in the offspring at doses greater than 20 mg/kg/day, a dose
resulting in a plasma armodafinil AUC less than that in humans at the MRHD of NUVIGIL. No
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effects on postnatal developmental and neurobehavioral parameters were observed in surviving
offspring.
NUVAGH-sheuld-netbe-used-during pregnaney-

8.3 Females and Males of Reproductive Potential

Women of childbearing potential have to use effective contraception. As armodafinil may reduce the
effectiveness of oral contraception alternative additional methods of contraception are required. The
effectiveness of hormonal contraceptives may be reduced when used with NUVIGIL and for-ene two
month after discontinuation of therapy. Advise women who are using a hormonal method of
contraception to use an additional barrier method or an alternative non-hormonal method of
contraception during treatment with NUVIGIL and for ene two month after discontinuation of
NUVIGIL treatment [see Drug Interactions (7) and Clinical Pharmacology (12.3)].

¢..)
12. CLINICAL PHARMACOLOGY

12.3 Pharmacokinetics

(...)

Specific Populations

Ethnicity

The influence of race/ethnicity on the pharmacokinetics of armodafinil has not been studied.

(..)
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