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Mepenzolate Bromide (BAN, rINN)

Bromuro de mepenzolato; Mepentsolaattibromidi; Mepenzolat-
bromid; Mépenzolate, Bromure de; Mepenzolate Methylbro-
mide; Mepenzolati Bromidum; Mepenzolone Bromide. 3-Ben-
ziloyloxy-1,1-dimethylpiperidinium bromide.
Мепензолата Бромид
C21H26BrNO3 = 420.3.
CAS — 25990-43-6 (mepenzolate); 76-90-4 (mepen-
zolate bromide).
ATC — A03AB12.
ATC Vet — QA03AB12.

Pharmacopoeias. In Jpn.
Profile
Mepenzolate bromide is a quaternary ammonium antimuscarinic
with peripheral actions similar to those of atropine (p.1219). It
has been used in the relief of gastrointestinal disorders associated
with smooth muscle spasm and as an adjunct in the treatment of
peptic ulcer disease. Up to 200 mg daily may be given orally in
divided doses.
Preparations
Proprietary Preparations (details are given in Part 3)
Jpn: Trancolon†; Swed.: Cantil†; USA: Cantil.
Multi-ingredient: Jpn: Trancolon P†.

Mesalazine (BAN, rINN)

5-Aminosalicylic Acid; 5-ASA; Fisalamine; Mesalamine (USAN);
Mesalatsiini; Mesalazin; Mesalazina; Mesalazinas; Mésalazine; Me-
salazinum. 5-Amino-2-salicylic acid.
Месалазин
C7H7NO3 = 153.1.
CAS — 89-57-6.
ATC — A07EC02.
ATC Vet — QA07EC02.

NOTE. Distinguish from 4-aminosalicylic acid (Aminosalicylic
Acid, p.201) which is used in the treatment of tuberculosis.
Pharmacopoeias. In Eur. (see p.vii) and US. 
Ph. Eur. 6.2 (Mesalazine). An almost white or light grey or light
pink powder or crystals. Very slightly soluble in water; practical-
ly insoluble in alcohol. It dissolves in dilute solutions of alkali
hydroxides and in dilute hydrochloric acid. Store in airtight con-
tainers. Protect from light. 
USP 31 (Mesalamine). Light tan to pink needle-shaped crystals,
odourless or with a slight characteristic odour. The colour may
darken on exposure to air. Slightly soluble in water; very slightly
soluble in dehydrated alcohol, in acetone, and in methyl alcohol;
practically insoluble in butyl alcohol, in chloroform, in dichlo-
romethane, in ether, in ethyl acetate, in n-hexane, and in propyl
alcohol; soluble in dilute hydrochloric acid and in dilute alkali
hydroxides. A 2.5% suspension in water has a pH of 3.5 to 4.5.
Store in airtight containers. Protect from light.

Adverse Effects and Precautions
Mesalazine may cause headache and gastrointestinal
disturbances, such as nausea, diarrhoea, and abdominal
pain. Hypersensitivity reactions may occasionally oc-
cur. Some patients may experience exacerbation of
symptoms of colitis. There are some reports of myo-
carditis, pericarditis, pancreatitis, interstitial nephritis,
nephrotic syndrome, allergic lung reaction, increased
liver enzyme values, hepatitis, lupus-like syndrome,
skin reactions, alopecia, peripheral neuropathy, myal-
gia, and arthralgia. There have been rare reports of
blood disorders including aplastic anaemia, agranulo-

cytosis, leucopenia, neutropenia, thrombocytopenia,
and methaemoglobinaemia. 
Mesalazine should not be given to patients with severe
renal or hepatic impairment, or salicylate hypersensi-
tivity. It should be used with caution in the elderly, and
in mild to moderate renal or hepatic impairment, active
peptic ulceration, or sulfasalazine allergy. 
If a blood dyscrasia is suspected treatment should be
stopped immediately and a blood count performed. Pa-
tients or their carers should be told how to recognise
signs of blood toxicity and should be advised to seek
immediate medical attention if symptoms such as fe-
ver, sore throat, mouth ulcers, bruising, or bleeding de-
velop. It is recommended that renal function is moni-
tored before and during therapy (see Effects on the
Kidneys, below).
◊ Many of the adverse effects associated with sulfasalazine (sul-
fapyridine linked to mesalazine) therapy have been attributed to
the sulfapyridine moiety and most patients unable to tolerate sul-
fasalazine because of hypersensitivity or adverse reactions can
be transferred to mesalazine without adverse effects occurring.1-4

However, a small number of patients also have adverse effects
while taking mesalazine and these are often very similar to those
seen with sulfasalazine.1-4 They may include nausea, abdominal
discomfort or pain, exacerbation of diarrhoea, headache, fever,
and rashes. Mesalazine is not generally associated with sulfasala-
zine’s adverse effects on sperm (although there has been a case
of reversible male infertility attributed to mesalazine—see under
Sulfasalazine, p.1774). An analysis of adverse reactions reported
to the UK CSM between 1991 and 1998 found no evidence of a
significant difference in the frequency of serious adverse effects
for mesalazine and sulfasalazine in the treatment of inflammato-
ry bowel disease.5 Reports of pancreatitis and interstitial nephri-
tis (see Effects on the Kidneys, below), were more common with
mesalazine. However, it has been pointed out that 80% of pa-
tients intolerant to sulfasalazine will tolerate mesalazine without
problems.6 
Mesalazine therapy should be started cautiously in patients with
a history of sulfasalazine hypersensitivity and it should be with-
drawn if signs of sensitivity develop or if there is diarrhoea or
rectal bleeding. It has been suggested2 that patients with a history
of sulfasalazine hypersensitivity should be given test doses of
mesalazine before starting a full course.
1. Dew MJ, et al. Treatment of ulcerative colitis with oral 5-ami-

nosalicylic acid in patients unable to take sulphasalazine. Lancet
1983; ii: 801. 

2. Campieri M, et al. 5-Aminosalicylic acid as rectal enema in ul-
cerative colitis patients unable to take sulphasalazine. Lancet
1984; i: 403. 

3. Donald IP, Wilkinson SP. The value of 5-aminosalicylic acid in
inflammatory bowel disease for patients intolerant or allergic to
sulphasalazine. Postgrad Med J 1985; 61: 1047–8. 

4. Rao SS, et al. Clinical experience of the tolerance of mesalazine
and olsalazine in patients intolerant of sulphasalazine. Scand J
Gastroenterol 1987; 22: 332–6. 

5. Ransford RAJ, Langman MJS. Sulphasalazine and mesalazine:
serious adverse reactions re-evaluated on the basis of suspected
adverse reaction reports to the Committee on Safety of Medi-
cines. Gut 2002; 51: 536–9. 

6. D’Haens G, van Bodegraven AA. Mesalazine is safe for the treat-
ment of IBD. Gut 2004; 53: 155.

Breast feeding. The concentrations of mesalazine in maternal
plasma and breast milk in a woman taking 500 mg three times
daily, were 410 and 110 nanograms/mL respectively.1 Although
it was considered that the amount of mesalazine distributed into
breast milk was small and that it was safe during breast feed-
ing,2,3 maternal use of mesalazine 500 mg suppositories twice
daily has been associated with watery diarrhoea in a breast-fed
infant2 and for this reason the American Academy of Pediatrics
considers that mesalazine should be given with caution to breast-
feeding mothers.4
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Effects on the blood. Although uncommon, mesalazine-asso-
ciated adverse effects on the blood have been reported, including
thrombocytopenia,1,2 neutropenia,3 severe aplastic anaemia,4,5

and pancytopenia.6 In July 1995 the UK CSM stated that it had
been notified of 49 haematological reactions suspected of being
associated with mesalazine,7 including 5 reports of aplastic anae-
mia, 1 of agranulocytosis, 11 of leucopenia, and 17 of thrombo-
cytopenia. There had been 3 fatalities. They recommended a
blood count and immediate withdrawal of the drug if a dyscrasia
was suspected. Intensive immunosuppressive treatment has been

used in the management of mesalazine-associated aplastic anae-
mia.5,8
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Effects on the cardiovascular system. Myocarditis associ-
ated with chest pain and ECG abnormalities has been reported1,2

in 2 patients taking mesalazine; 1 patient died in cardiogenic
shock.2 It has been suggested that mesalazine or sulfasalazine
should be replaced by glucocorticoids if cardiac symptoms arise
during treatment.2 Pericarditis3,4 with fever, rash, dyspnoea,
pleural and pericardial effusions, and arthritis, has been de-
scribed, and is considered to constitute a drug-induced lupus-like
syndrome. Constrictive pericarditis with an absence of other lu-
pus-like symptoms developed in a patient taking mesalazine for
inflammatory bowel disease.5 Based on reported cases of me-
salazine-induced pericarditis, symptoms of this potentially life-
threatening adverse effect have tended to arise 2 to 4 weeks after
starting mesalazine, although symptom onset may be delayed by
concurrent corticosteroid treatment.6 Mesalazine cardiotoxicity
presenting as an acute coronary syndrome, without myocarditis
or pericarditis, has also been reported.7
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Effects on fertility. For a report of reversible male infertility
occurring with mesalazine, see under Sulfasalazine, p.1774.
Effects on the hair. For a report of accelerated loss of scalp
hair in 2 patients receiving mesalazine enemas, see under Sul-
fasalazine, p.1774.
Effects on the kidneys. Between February 1988 and Decem-
ber 1990 the UK CSM1 received 9 reports of serious nephrotoxic
reactions associated with the use of Asacol, a modified-release
mesalazine preparation. The reactions included 4 cases of inter-
stitial nephritis, 3 of severe renal failure, and 2 cases of nephrotic
syndrome. A subsequent case report2 indicated that by Septem-
ber 1998 the number of such reports for mesalazine totalled 104,
including 35 cases of interstitial nephritis. The authors consid-
ered that monitoring of renal function was required in patients
receiving mesalazine. A protocol for such monitoring was subse-
quently suggested,3 and a similar protocol has been adopted in
UK licensing information for mesalazine, with serum creatinine
being estimated: 
• before treatment 
• every 3 months for the first year 
• every 6 months for the next 4 years 
• annually thereafter 
The nephrotic syndrome4 and interstitial nephritis5 have also
been reported with sulfasalazine, and interstitial nephritis with
olsalazine (see p.1752). A large UK epidemiologic study found
no difference in risk of renal disease between mesalazine and sul-
fasalazine. The study also concluded that the risk of renal disease
associated with mesalazine and related compounds is low and
may be partly attributable to the underlying disease.6 Overall
nephrotoxicity has been estimated to occur in about 1 in 4000
UK patients per year taking aminosalicylate-based therapy.7
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