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Raloxifene Hydrochloride 60 mg per tablet :7'yvo a5 n
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-Evista is indicated for the treatment of osteoporosis in post menopausal women
-Evista is indicated for the prevention of osteoporosis in post menopausal women

-Evista is indicated for the reduction in risk of invasive breast cancer in postmenopausal women
with osteoperosis

-Evista is indicated for the reduction in risk of invasive breast cancer in postmenopausal women
at high risk of invasive breast cancer
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WARNING: INCREASED RISK OF VENOUS THROMBOEMBOLISM AND DEATH FROM STROKE
* Increased risk of deep vein thrombosis and pulmonary embolism have been reported with EVISTA-(5:-1)see
Warnings and Precautions (5.1)]. . Women with active or past history of venous thromboembolism should
not take EVISTA{4:1) [see Contraindications (4.1)]..
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* Increased risk of death due to stroke occurred in a trial in postmenopausal women with documented coronary
heart disease or at increased risk for major coronary events. Consider risk-benefit balance in women at risk
for stroke-(5-2-14-5)[see Warnings and Precautions (5.2) and Clinical Studies (14.5)].

4 CONTRAINDICATIONS
4.1 Venous Thromboembolism
EVISTA is contraindicated in women with active or past history of venous thromboembolism (VTE),
including deep vein thrombosis, pulmonary embolism, and retinal vein thrombosis [see Warnings and Precautions

G.1)].

4.2  Pregnancy ;W i
EVISTA is contralndlcated for use |n pregnancy as |t Mmay cause fetal harm —amremcnehon choce e

5 WARNINGS AND PRECAUTIONS

5.4 Premenopausal Use

There is no indication for premenopausal use of EVISTA. Safety of EVISTA in premenopausal women has
not been established and its use is not recommended. Additionally, there is concern regarding inadvertent drug
exposure in pregnancy in women of reproductive potential who become pregnant, due to risk of fetal harm [see Use
in Specific Populations (8.1)].

6.2 Postmarketing Experience

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.

Adverse reactions reported very rarely since market introduction include retinal vein occlusion, stroke, and
death associated with venous thromboembolism (VTE).

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 Regulation by

using an online form
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https://sideeffects.health.gov.il

8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

Risk Summary

EVISTA is contraindicated for use in pregnant women, and is not indicated for use in females of reproductive
potential. Based on mechanism of action, EVISTA may block the important functions that estrogen has
during all stages of pregnancy [see Clinical Pharmacology (12.1)]. Limited data with EVISTA use in pregnant
women are insufficient to inform any drug associated risks for births defects or miscarriage.

In rabbits and rats dosed during organogenesis or during gestation and lactation, EVISTA produced multiple
adverse reproductive and developmental effects, including abortion; fetal anomalies; and delayed or
disrupted parturition leading to maternal and neonatal mortality, at doses less than or similar to the
maximum recommended human dose (based on human body surface area comparison).

Data
Animal Data

In the developmental and reproductive toxicity studies conducted with EVISTA, numerous adverse effects
were observed in multiple animal species. In rabbits dosed during organogenesis, abortion and a low rate of
fetal heart anomalies (ventricular septal defects) occurred at doses >0.1 mg/kg (>0.04 times the human dose
based on surface area, mg/m?). In rats dosed during organogenesis, retardation of fetal growth and
developmental abnormalities (wavy ribs, Kidney cavitation) occurred at doses >1 mg/kg (>0.2 times the
human dose based on surface area, mg/m?). Treatment of rats during gestation and lactation with doses of 0.1
to 10 ma/kg (0.02 to 1.6 times the human dose based on surface area, mg/m?) produced effects that included
delayed and disrupted parturition, decreased neonatal survival and altered physical development, sex- and
age-specific reductions in growth and changes in pituitary hormone content, and decreased lymphoid
compartment size in offspring. At 10 mg/kg, the disruption of parturition resulted in maternal and progeny
morbidity and death. Effects in adult offspring (4 months of age) included uterine hypoplasia and reduced
fertility; however, no ovarian or vaginal pathology was observed.

8.2 Lactation
8.2  Lactation

Risk Summary

EVISTA is not indicated for use in females of reproductive potential. There is no information on the presence
of raloxifene in human milk, the effects on the breastfed child, or the effects on milk production. However,
based on mechanism of action, EVISTA may block the important functions that estrogen has in mammary
tissue during lactation [see Clinical Pharmacology (12.1)].
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16.1 How Supplied
EVISTA 60 mg tablets are white, elliptical, andfilm coated and imprinted with 4165 one side in blue ink
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