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ALENDRONIC ACID (as sodium alendronate trihydrate) 70mg :'7'y9 2n

TABLETS EFFERVESCENT (M NI

TNMYVIRN A'1IINN
For the treatment of osteoporosis in postmenopausal women to prevent fractures, including those
of the hip and spine (vertebral compression fractures).
Treatment to increase bone mass in men with osteoporosis
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4.4 Special warnings and precautions for use
[...]

The following risk factors should be considered when evaluating an individual’s risk of developing
osteonecrosis of the jaw:

[..]

e cancer, chemotherapy, radiotherapy, corticosteroids, angiogenesis inhibitors, smoking.

[...]

This medicinal product contains 603 mg sodium per dose equivalent to 30 % of the WHO
recommended maximum daily intake of 2 g sodium for an adult. Binosto is considered high in sodium.
This should be particularly taken into account for those patients on a low sodium diet.

4.6 Fertility, pregnancy and lactation

Pregnancy
There are no ad-eq-uaate or limited data from the use of alendronate in pregnant women. Animal-studies

pest—nat—aJ—develepment—Studles n ammals have shown reproductlve tox101ty AIendronate given durmg
pregnancy in rats caused dystocia related to hypocalcemia (see section 5.3). Binosto should not be used
during pregnancy.

Breastfeeding
It is unknown whether alendronate is/metabolites are excreted into human breast milk. A risk to the
newborns /infants cannot be excluded. Binosto should not be used by breast-feeding women.
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In a one-year post-authorization safety study the investigators reported related to Binosto, an oral

4.8 Undesirable effects

buffered alendronate solution, the following adverse events occurring in 2 0.5 % of the patients:

ONE-YEAR, single arm, observational study
in post- menopausal women with osteoporosis

alendronate, oral buffered solution
Once weekly 70 mg
(n=1028) %

Gastro-intestinal

gastroesophageal 2.4
reflux disease

nausea 2.2
[...]

gastritis 0.9
[..]

6.5 Nature and contents of container
The appearance of the product after dissolution is a clear eeleurless to slightly cloudy solution.
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