Lendomax®
Alendronic Acid Tablets 70 mg

Composition:

Each tablet coniains: Alendronate Sodium Trihydrate equivalent to
Alendronic Acld 70 mg.

Exclplents: Microcrystalline celiulose, lactose anhydrous, croscarmet-
lose sodium and magnesium stearate.

Properties:

Alendronate Sodium Trihydrate Is a bisphosphonate that Inhibits
osteoclast bone resorption with no direct effect on bone {ormation.
Predinicai studies have shown preferential jocalisation of alendronate
to sites of active resorplion. Adtivity of osteoclasts Is Inhibited, but
recrutiment or attachment of osteoclasts ks not affected. The bone
formed during treatment with alendronate s of normal quality.
Distribution: 28 L (exclusive of bone}. Pratein binding: ~ 78%.
Metabolism: there is no evidencs that alendronate is metaboiized in
humans. Bioavallability: Fasting: Female: 0.7%, reduced 60% with
food or drink. Hall-Ble ebmination: Exceeds 10 years.

Excretion: urine, leces (as unabsorbed drug).

Indications:

Lendomax 5 indkated for the trealment of postmenopausal
osteoporosls.

Lendomax reduces the risk of verlebral and hip tractures.

Contraindications:

Lendomax Is contraindicated for patients with known hypersensitivity
to any ot #ts component.

Abnormalities of the oesophagus and other factors which delay
oesophageal emptying such as stricture or achalasla.

inability to stand or sft upright for at teast 30 minutes.

Hypocaicemia.

Precautions:

There aie no adequate data lor the use of alendronate In pregnant
and lactating women, therefore # shouki not be used.

No eftects on ability to drive and use machines have been observed.

Interaction with other drugs:

If taken at the same lime, it Is itkely that 1ood and beverages {Including
mineral water), calclum supplement, antacids, and some oral
medicinal products will Interfere with absorption of alendronate.
Therelors, patlents must walt al letast 30 minutes after taking
alendronate before taking any other oral medicinal products.
increased risk of hypocalcaermia when bisphosphonates glven with
aminoglycosides. .

Absorption of bisphosphonates reduced by oral fron.

Wamings:

Cautlon shoutd be used when alendronate Is given to patlents with
acllve upper gastro-intestinal problems, such as dysphagla,
symptomatic oesophageal disease, gastritls, duodenitis, ulcars, or
with a recent history {within the previous year} of major gastrointesti-
nal disease such as peptic uicer, or active gastro-intestinal bleeding,
or surgery of the upper gastrointestinal tract other than pyloroplasty.
Comrect disturbances of caiclum and mineral metabolism (e.g.
vitamin-D deficiency, hypocalcaemia) belore starting and monitor
serum-calcium concentration during treatment, consider dental
check-up belore Initlating bisphiosphonate (risk of osteonecrosis of the
jaw), exclude other causes of osteoporosis, atypical stress fractures
reported (discontinue unless benefits ot continued treatment clearly
outwelgh risks).

it Is very imporiant that the fulf dosing Instructions are provided to and
understood by the patients, because faillure to follow these
instructions may increase thelr risk of oesophageal problems.
Patlents should be Instructed thal # they miss a dose of Lendomax
once weekly, they should take one tablet in the moming after they
remember. They should not take two tablets on the same day bul
shouid return to taking one tablet once a week, as originally scheduled
on their chosen day.

Alendronate Is not recommended for patients with renal impairment
where GFR Is less than 35 m¥min.

Dosage and Administration:

The recommended dosage s one 70 mg tablet once weekly,
Lendomax must be laken at Jeast 30 minutes before the first {ood,
beverages, or medicinal product of the day with plain water only.
Lendomax shoukd only be swallowed upon arising for the day with a
full glass of water.

Patlents should not chew the tablat or allow the tablet to dissoive in
their mouths because of a potential tor oropharyngeal ukceration.
Patients shoukd not ile down until after their first food of the day
which should be at least 30 minutes after taking the tablets.
Patlents should not lle down for at least 30 minutes afler laking
Lendomax.

Lendomax should not be taken at bedtime or belore arising for the
day.

Patlents should lake supplemental calclum and vitamin D # dietary
Intake ls Inadequate.

No dosage adjustments I8 necessary for the elderly, and for renal
impalred patients with GFR greater than 35 miimin,

Overdosage:

Hypocalcemia, hypophosphatemia, and  upper gasirointestinal
adverse avents, such as upset stomach, heartburn, oesophagiis,
gastritis, or ulcer, may result from oral over dosage.

Milk or antacid should be given to bind alendronate. Owing 1o the risk
of cesophagea! kritation, vomiting should not be induced and the
patient should remalin fully upright.

Side Effects:

Qescphageal  reactions  (Severe  oesophageal  reactions
{oesophagltis, oesophageal ulcers, oesophageal siricture and
oesophageal erosions) have been reported, patients should be
advised fo stop taking the tablets and to seek medical attention # they
develop symptoms of oesophageal iritation such as dysphagia, new
of worsening heariburn, paln on swallowing or retrosternal painj,
abgominal pain and distension, dyspepsia, regurgitation, melaena,
diarrhoea or constipation, flatulence, musculoskeletal pain, headache,
rarely rash, pruritus, erythema, photosensittvity, uveitis, scleritis,
franstent decrease In serum calcium and phosphate, nausea.
vomiting, gastltis, peptic uleceration, hypersensitivity reactions
{including urticarla and angloedema). and atypical stress fractures
with long-term use aiso reported, myalgla, malalse, and fever at
initiation of treatment, very rarely severe skin feactions (including
Stevens-Johnson Syndrome), osteonecrosis of the Jaw.

Consult your Pharmacist or Physician il any side effect is observed.

Pharmacsutical Precautions:

Keep at room termperature {15-30°C).

Do not use beyond the expiry date or it the product shows any sign of
deterioration.

Presentations:

Lendomax Tablets are available as packs of 4 tablets each.
Hospital packs are avallable.

@ is a rademark,

THIS IS A MEDICAMENT

- Medicament is a product which aftects your heafth and its consumption
contrary o instructions is dangerous for you.

- Stictty lollew the doctor's prescription, the method of use and the
Instructions of the pharmacist who soki the medicament.

- The doctor and the phiarmacist are experts in medicine, its benefits and
rske

- Do not by yoursell internupt the pariod of treatment prescribed for you,

- Do niot repeal the same prescrption wathout consuling your doctor.

Keep medicament out ot reach of children.
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Manufactured by:
TABUK PHARMACEUTICAL MANUFACTURING COMPANY,
P.C. Box 3633, TABUK-SAUDI ARABIA.
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