
ABBREVIATED PRESCRIBING INFORMATION: PRESENTATION: film-
coated tablets contain the equivalent of: Actonel 35 mg (light-orange
tablet): 32.5mg risedronic acid, Actonel 5 mg (yellow tablet): 4.64mg
risedronic acid; Effervescent Granules (in Actonel Plus Ca + D): Each
sachet contains: 2500mg calcium carbonate equivalent to 1000mg
calcium and 22 micrograms (880 IU) colecalciferol (vitamin D3)
INDICATIONS: Actonel 5mg, 35mg, and Combi: Treatment of
postmenopausal osteoporosis, to reduce the risk of vertebral fractures.
Treatment of established postmenopausal osteoporosis, to reduce the
risk of hip fractures. 5mg only: Prevention of osteoporosis in
postmenopausal women with increased risk of osteoporosis. To
maintain or increase bone mass in postmenopausal women undergoing
long-term (more than 3 months), systemic corticosteroid treatment at
doses �7.5mg/day prednisone or equivalent. 35mg only (not Actonel
Combi): Treatment of osteoporosis in men at high risk of fractures.
Actonel Combi: is only intended for use in assessed patients for whom
the amount of calcium and vitamin D3 included is considered to provide
adequate supplementation. DOSAGE AND ADMINISTRATION: Actonel
5mg: once a day orally. Actonel 35mg: once a week orally. Actonel
Combi: Take one Actonel 35mg tablet on the first day followed on the
next day by one sachet of effervescent granules daily for 6 days. The 7
day sequence is then repeated each week. Actonel 5mg or 35mg: Take
at least 30 minutes before the first food, other medicinal product or drink
(other than plain water) of the day. Do not suck or chew the tablets.
Actonel is to be taken while in an upright position with a glass of plain
water (�120 ml). Do not lie down for 30 minutes after taking Actonel.
Effervescent granules (in Actonel Combi): the contents of the sachet
should be poured into a glass of plain water, stirred and drunk
immediately once the fizzing has subsided. Children: Safety and efficacy
has not been established in children and adolescents.
CONTRAINDICATIONS: Actonel 5mg and 35mg: Known hypersensitivity
to risedronate sodium, or to any of the excipients, hypocalcaemia,
pregnancy and lactation, severe renal impairment (creatinine
clearance <30ml/min). Actonel Combi (in addition to those for Actonel):
Hypersensitivity to calcium carbonate, colecalciferol or to any of the
excipients (in particular soya-bean oil), hypercalcaemia, hypercalciuria,
diseases associated with hypercalcaemia and/or hypercalciuria,
nephrolithiasis, hypervitaminosis D. PRECAUTIONS: Actonel 5mg and
35mg: Caution should be used in patients who have a history of
oesophageal disorders which delay oesophageal transit or emptying
(e.g. stricture or achalasia) or who are unable to stay in the upright
position for at least 30 minutes after taking the Actonel tablet.
Hypocalcaemia should be treated before starting Actonel therapy.
Other disturbances of bone and mineral metabolism should be treated
at the time of starting Actonel therapy. This medicine contains lactose.
Patients with rare hereditary problems of galactose intolerance, the
Lapp lactase deficiency or glucose-galactose malabsorption should not
take this medicine. Foods, drinks (other than plain water) and medicinal
products containing polyvalent cations (such as calcium, magnesium,
iron and aluminium) may interfere with the absorption of Actonel. Strict
adherence to dosing recommendations is necessary. Osteonecrosis of
the jaw has also been reported in patients with osteoporosis receiving
oral bisphosphonates. A dental examination with appropriate
preventive dentistry should be considered prior to treatment with
bisphosphonates in patients with concomitant risk factors (e.g. cancer,
chemotherapy, radiotherapy, corticosteroids, poor oral hygiene). While
on treatment, these patients should avoid invasive dental procedures if
possible. Limited evidence to support the efficacy of Actonel in very
elderly women (>80 years) Actonel Combi (in addition to those for
Actonel): In patients with mild to moderate renal impairment or history
of absorptive or renal hypercalciuria, nephrolithiasis, kidney stone
formation or hypophosphataemia, renal function, serum and urinary
calcium and phosphate should be monitored regularly. Vitamin D3

should be used with caution in patients with impairment of renal
function and the effect on calcium and phosphate levels should be
monitored. In patients with severe renal insufficiency, vitamin D in the
form of colecalciferol is not metabolised normally and another form of
vitamin D should be used During long-term treatment, serum and

urinary calcium levels should be followed and renal function should be
monitored through measurement of serum creatinine. In case of
hypercalcaemia or signs of impaired renal function, treatment with
calcium/vitamin D3 sachets should be discontinued. The dose of vitamin
D3 in the sachets should be considered when prescribing other drugs
containing vitamin D. Calcium/vitamin D3 sachets should be used with
caution in patients suffering from sarcoidosis because of the risk of
increased metabolism of vitamin D to its active metabolite.
Calcium/vitamin D3 sachets should be used with caution in immobilised
patients with osteoporosis due to the increased risk of hypercalcaemia.
This medicinal product contains sorbitol and sucrose. Patients with rare
hereditary problems of fructose intolerance, glucose-galactose
malabsorption or sucraseisomaltase insufficiency should not take this
medicinal product. INTERACTIONS: Actonel 5mg and 35mg: No formal
interaction studies have been performed, however no clinically relevant
interactions with other medicinal products were found during clinical
trials. Risedronate is not systemically metabolised. Actonel Combi (in
addition to those for Actonel): Thiazide diuretics can increase risk of
hypercalcaemia and if used concomitantly serum calcium should be
monitored. Systemic corticosteroids reduce calcium absorption.
Calcium carbonate may interfere with absorption of tetracycline
preparations. These should be taken at least 2 hours before or 4 to 6
hours after oral calcium intake. Hypercalcaemia may increase toxicity
of cardiac glycosides and such patients should be monitored by ECG
and serum calcium levels. If sodium fluoride is used concomitantly, this
preparation should be administered at least 3 hours before the intake
of calcium carbonate/vitamin D. Oxalic acid and phytic acid (found in
some foods) may inhibit calcium absorption. Simultaneous treatment
with ion exchange resins such as cholestyramine or laxatives such as
paraffin oil may reduce the gastrointestinal absorption of vitamin D. USE
IN PREGNANCY AND LACTATION: Actonel 5mg, 35mg and Combi must
not be used during pregnancy or by breast-feeding women. SIDE
EFFECTS: Actonel 5mg and 35mg: The majority of undesirable effects
observed in clinical trials were mild to moderate in severity. The
following common adverse reactions were reported by the
investigators as possibly or probably related to the medicinal product
in �1%, <10% of patients and at an incidence greater than placebo in
placebo controlled trials of Actonel 5mg or in trials of 35mg vs 5mg:
common (�1%,<10%): constipation, dyspepsia, nausea, gastrointestinal
disorder, abdominal pain, diarrhoea, musculoskeletal pain and
headache. The following uncommon adverse reactions associated with
bisphosphonates were reported by the investigators as possibly or
probably medicinal product related in �0.1%, <1% of patients: iritis,
gastritis, oesophagitis, dysphagia, duodenitis, oesophageal ulcer. Rare
(�0.01%,<0.1%): abnormal liver function tests, oesophageal stricture,
glossitis. Early, transient, asymptomatic and mild decreases in serum
calcium and phosphate levels have been observed in some patients.
Reported during post-marketing use (frequency unknown):
osteonecrosis of the jaw, iritis, uveitis, hypersensitivity and skin
reactions, including angioedema, generalised rash and bullous skin
reactions, some severe. Actonel Combi (in addition to the above for
Actonel): The following additional adverse events have been described;
Uncommon: hypercalcaemia and hypercalciuria. Rare: flatulence. Rare:
pruritus, rash and urticaria. PACK QUANTITY: 5mg: 28 tablets, 35mg: 4
tablets, 12 tablets. Actonel Combi: 4 Actonel Once a week tablets and
24 effervescent granules sachets. BASIC COST in UK: 5mg: £19.10,
35mg: 4 tablets £20.30, 12 tablets £60.90, Actonel Combi: £20.30
MARKETING AUTHORISATION NUMBERS: 5mg: PL 00364/0070, 35mg:
PL 00364/0080, Actonel Combi: PL00364/0085 LEGAL CATEGORY: POM
MARKETING AUTHORISATION HOLDER: Procter & Gamble
Pharmaceuticals (UK) Ltd, Rusham Park, Whitehall Lane, Egham,
Surrey,TW20 9NW, UK. Date of preparation Nov 2007. ACT3652
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1. Actonel Combi 35mg film-coated tablets + 1000mg/880IU
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Actonel® 5mg or Actonel® Once a Week 35mg film-coated tablets or Actonel® Combi (risedronate
sodium 35mg Once a Week film-coated tablets + 1000mg / 880 IU effervescent granules)

Information about adverse event reporting can be found 
at www.yellowcard.gov.uk. 

In the UK adverse events should also be reported to 
Procter & Gamble Pharmaceuticals UK on 01784 474900. 
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Nephrotic syndrome is associated
with malignancy, particularly of the
lung and large intestine.

Investigations are used to assess the
patient’s current clinical status and to
determine the underlying cause (see
table 2, below).

Assessment of renal function,
including serum urea, creatinine and
estimated glomerular filtration rate
(eGFR) is important. Patients should
have dipstick urinalysis to identify any
haematuria (suggesting
glomerulonephritis) and proteinuria
(3-4+ protein suggests possible
nephrotic syndrome). Protein loss
should be quantified.

A spot urine sample to determine
protein:creatinine ratio is almost as
accurate, less prone to error and
provides a quicker result than 24-hour
urine collection. A protein:creatinine
ratio >300-350mg/mmol indicates
possible nephrotic syndrome.

Renal ultrasound is used to assess
renal size and morphology. It should be
performed early, and urgently if renal
vein thrombosis is suspected.

Specific immunological tests are not
essential in primary care but are of great
value in pinpointing an underlying cause.

Table 2 

Investigations in patients with nephrotic syndrome
Haematology

Chemistry

Microbiology

Immunology

Radiology

• Full blood count
• Coagulation screen
• ESR

• Urea and electrolytes, including
eGFR
• LFT including albumin
• Bone profile
• Lipid profile
• Glucose
• CRP
• Spot urine for protein:creatinine ratio
(preferably taken early morning)

• Hepatitis B and C and HIV serology
(after appropriate consent process)
• MSU
• Blood cultures if fever >38oC

• Antinuclear antibody (ANA)
• Antidouble-stranded DNA antibody
(dsDNA)
• Complement levels (C3 and C4)
• Serum immunoglobulins and
electrophoresis
• Urine for Bence-Jones protein

• Renal ultrasound
• Chest x-ray (dependent on clinical
signs and suspicion of malignancy)
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