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Indication
Inability to stand or sit upright for at Special warnings and
least 30 minutes special precautions for
use

Thus caution
should be used:

—In patients who are
unable to stay in the
upright position for at least
30 minutes after taking
the tablet

contraindicatio

ns




Posology,
dosage &
administration

Gastrointestinal

doctors should therefore be alert to any signs
or symptoms signalling a possible
oesophageal reaction, especially in patients
with a history of upper Gl disease or who are
using NSAIDS or aspirin concomitantly.

Atypical Stress Fractures

Patients with suspected stress fractures
should be evaluated, including evaluation for
known causes and risk factors (e.g., vitamin
D deficiency, malabsorption, glucocorticoid
use, previous stress fracture, lower extremity
arthritis or fracture, extreme or increased
exercise, diabetes mellitus, chronic alcohol
abuse), and receive appropriate orthopaedic
care.

Special
Warnings and
Special
Precautions for
Use

There are no clinical data concerning the

Interaction with

concomitant medication with 2 or more Other
bisphosphonates and such concomitant Medicaments
medication is not recommended. and Other
Forms of
Interaction

Over dose

Table 7: Adverse Events occurring in
2 2% of Patients in either treatment
group in the 5 mg Daily vs. 150 mg
Once a Month (1-year data):

Gastrointestinal disorders:
Flatulence

Abdominal distension
Hiatus hernia

Dry mouth

Adverse events




Infections and infestations:
Influenza

Nasopharyngitis

Urinary tract infection
Bronchitis

Gastroenteritis

Upper respiratory tract infection
Cystitis

Musculoskeletal and connective tissue
disorders

Back pain

Arthralgia
Osteoarthritis

Pain in extremity
Muscle spasms
Musculoskeletal pain:
Neck pain

General disorders and administration site
conditions

Asthenia

Chest pain

Pyrexia

Nervous system disorders:
Dizziness

Injury, poisoning and procedural
complications

Fall
Vascular disorders
Hypertension

Respiratory, thoracic and mediastinal
disorders




Cough

Psychiatric disorders

Depression

Metabolism and nutrition disorders

Hypercholesterolaemia

Table 8 Adverse Events Reported In >
5% Of Actonel Treated Patients:

Metabolic & Nutritional:
Peripheral Oedema
Musculoskeletal:

Arthralgia

Skin and subcutaneous tissue disorders:
Hypersensitivity and skin reactions,
including angioedema, generalised rash,
and bulbous skin reactions, some severe
including isolated reports of Stevens-
Johnson syndrome, toxic epidermal
necrolysis and leukocytoclastic vasculitis.

frequency rare:

Atypical subtrochanteric and diaphyseal
femoral fractures (bisphosphonate class
adverse reaction).

Skin and subcutaneous
tissue disorders:
Hypersensitivity and skin
reactions, including
angioedema, generalised
rash, and bulbous skin
reactions, some severe
including isolated reports of
Stevens-Johnson
syndrome and toxic
epidermal necrolysis.
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