DROLATE®

DESCRIPTION

DROLATE is the of, Id, whichis B ption inhibitor.

Each DROLATE 5,10, 35and 70 tablet contains Alendronic acid 5,10, 35 and 70 mg, resp: y as Sodium
CHEMISTRY

Sodium Alendronate is: 4-amino-1-hyd i ic aci ium salttrihy

CLINICAL PHARMACOLOGY

Animal studies indicate that DROLATE (Alend ) shows p i ization to sites of bone resorption where it
inhibits osteoclast activity, but does not interfere with osteoclast recruitment or attachment. Studies in rats and mice showed
that normal bone mass was formed on top of thereby i Pt g in the bone matrix.
Al is not ph: activewheni itmustbe il to

osteoclasts on newly formed resorption surfaces. Studies in baboons and rats indicate that Alendronate treatment reduces
bone turnover (j.e. the number of sites at which bone is remodeled). In addition, bone formation exceeds bone resorption at
these remodeling sites, leading to increased bone mass. Data from long-term animal studies indicate that the bone formed
during Alendronate therapy is of normal quality.

Mean oral bioavailability of Alendronate in women was 0.7% for doses ranging from 5 to 40 mg and in men it was 0.59%
following administration of a 10-mg dose 2 hours before the first meal of the day, Concomitant administration with coffee or

orange juice reduced bi il by 60%. Al is highly bound to proteins (approximately 78% in
human plasma). The terminal half life is estimated to be exceed 10 years.
INDICATIONS

aT and prevention of p In postmenopausal women

— For the treatment of P is, DROLATE bone mass and reduces the incidence of fractures, including

those of the hip and spine ( vertebral compression fractures).

- For the prevention of osteoporasis, DROLATE may be considered in postmenopausal women who are al risk of
developing osteoporosis and for whom the desired clinical outcome is to maintain bone mass and 1o reduce the risk of
future fracture.

0 Treatmentto increase bone mass in men with osteoporosis.
a of id-induced P! is in men and women receiving glucocorticoids in a daily dosage
equivalentto 7.5 mg or greater of prednisone and who have low bone mineral density.

0 Treatment of Paget's disease of bone in men and women having alkaline phosphatase atleast two times the upper limit

of normal, or those who are symptomatic, or those at risk for future complications from their disease.
DOSAGE
Usualadultdose

aTm of is in women: one 70 mg tablet once weekly or one 10 mg tablet once daily.

0 Treatment to increase bone mass in men with osteoporosis: one 10 mg tablet once daily. Alternatively, one 70 mg tablet

once weekly may be considered.

0 Prevention of osteoporosis in postmenopausal women: one 35 mg tabletonce y 5mg dail:

diiced

y.

0 Treatment of g T is in men and women: one 5 mg tablet once daily, except for
1sal women not g ests forwhom the dosage fs one 10 mg tablet once daily.

0 Paget's disease of bone in men and women: 40 mg once a day for six months. Retreatment with DROLATE may be

i ing a si th post: ion period in patients who falled to normalize their serum

alkaline phosphatase.
Notes:

0O DROLATE must be taken at least one-half hour before the first food, beverage, or medication of the day with plain water
only. Other beverages (including mineral water), food, and some medications are likely to reduce the absorption of
DROLATE

0O DROLATE should only be taken upon arising for the day. To facilitate delivery to the stomach and thus reduce the
potential for esophageal irritation, a DROLATE tablet should be swallowed with a full glass of water.

0O Patients should not lie down for at least 30 minutes and until after their firstfood of the day. DROLATE should not be taken
atbedtime or before arising for the day.

Q Patients should receive supplemental calcium and vitamin D, ifdietary intake is inadequate.

0 No dosage adjustment is necessary for the elderly or for patients with mild-t renal i ini
clearance 35 to 60 mL/min). DROLATE is not recommended for patients with more sevare renal insufficiency (creatinine
clearance <35 mL/min) due to lack of experi Nod djustment i yIn hepaticil i

0 Safety and efficacy have not been established in pediatrics.

ADVERSE EFFECTS

More frequent effects

Abdominal pain.

Less frequent effects

Dysphagia, heartburn, irritation, pain or ulceration of the esophagus, muscle pain,
diarrhea, flatulence, headache, nausea.

USE IN PREGNANCY

Studies in animals showed decreased weight gain, i fetal ossification, di survival of the fetus, and delays
indelivery

There are no studies in pregnant women. Alendronate should be used during pregnancy only if the potential benefit justifies
the potential risk to the mother and fetus, FDA Pregnancy Category C.

USE IN LACTATION

Itis not known whether Alendronate is distributed into human breast milk. It should not be given to nursing women because
Alendronate is distributed in milk of rats.
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INTERFERENCE WITH CLINICAL AND LABORATORY TESTS
Serum calcium and serum phosphate: Alendronate has been reported to cause a 2% reduction In serum calcium
concentrations and a4 ho 8% reduction In serum phosphate concentrations in the first month after initiation of therapy; no

further bserved during the 3-yanr duration of therapy.
DRUG INTERACTIONS
O Dietary supplements (including calcium) or food and gos or oral ions (including

use may interfere with the absorption of Alendronate; patients should be advised to take Alendronate at Inlx 30 minutes
before taking other medications, food, or baverages.

O Ranitidine: intravenous ranitidine was shown o double the ty of oral s the clinical of
this increased bioavailability is not known
CONTRAINDICATIONS
a such as frequent

gastritis, gastroesophageal reflux disease, hlnlli h-mln or uloars: Alendronate may exacerbale these conditions.
D Hypersenslhvny mAlendmnate
which delay ing such
CI Inability to stand or sit upright for at least 30 minuten
0 Hypocalcemia.

WARNINGS
Risk: b i when the g medical i
Hypocalcemia or vitamin D y may these conditions; hypooaleemia and vitamin D
should be therapy

OVERDOSE

No specific is jle on the of ge with DROLATE . Hypocalcemia, hypophosphatemia,
and upper gastrointestinal advere events, such as upset stomach, heartburn, escphaalﬁs gastritis, or ulcer, may result
from oral overdosage. Milk or antacids should b given o bind . Due irritation, vomiting

should not be induced and the pationt should remain fully upright, Dialysis would not: he beneﬁual
PRECAUTIONS 4

O For Paget's disease sarum, flunn. is every 3 to 6 months and urinary
!varys to 12 months. Sarum calcium determinations is recommended
every 3to4 months, Urinary N oftype | i overy 310 6 months.

0 For postmenopausal osleoporosis: bone mineral density determinations is recommended avory 110 2 years (0 assoss
effectivenans of therapy,

0 Renal funation when is < 35 mL per mlnute (0.58 mlL/sec): use Is not recommended
because I y be reduced; greater falend Inthe bone may be axpected.
HOW SUPPLIED

1 Boxos of 0 blistered Tablets of DROLATE 5.

Q Boxes of 30 blistered Tablets of DROLATE 10.

0 Boxes of 4 bllstered Tablets oﬂDROLATE 35.

O Boxes of4 bilstared Tablets of DROLATE 70.

O Hosplial packs of dm-ruupveLemahcns
Store nceording to conditions specified on the package
Do not use after the expiry date shown on the package.

THIS IS A MEDICAMENT T

0O A medicament is a product which a"aus your health, and its consumption contrary to

instructions is dangerous for you.

0 Follow strictly the doctor's prescription, the method of use and the instructions of the pharmacist
who dispensed the medicament.

0 The doctor and the pharmacist are experts in medicine.

0 Do not by yourself interrupt the period of treatment prescribed for you.

0 Do not repeat the same prescription without consulting your doctor.

0 Keep medicaments out of the reach of children.
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