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Chlorambucil is an active cytotoxic agent
for use only under the direction of
physicians experienced in the
administration of such agents.
*kkkkkkkkkkk

SPECIAL POPULATIONS

Renal impairment

hlemmbuslr e s n e b e

e Ea it

Dose adjustment is not considered
necessary in renal impaired patients.
Patients with evidence of impaired renal
function should be carefully monitored as
they are prone to additional
myelosuppression associated with
azotaemia.
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Use-in-the-elderly: Older people

No specific studies have been carried out
in the-elderly older people, however, it
may be advisable to monitor renal or
hepatic function and if there is serious
impairment then caution should be
exercised.

While clinical experience has not
revealed age-related differences in
response, drug dosage generally should
be titrated carefully in older patients,
usually initiating therapy at the low end of
the dosage range.

Method of administration

Chlerambuecil Leukeran tablets are

administered orally High-gastricpH-has
it

bioavailability-of Leukeran-therefore and

should be taken daily on an empty

stomach (at least one hour before meals

or three hours after meals).

Renal impairment

Chlorambucil has an extremely low
urinary excretion and hence renal
excretion is not considered an important
pathway in chlorambucil elimination.
However no formal studies of the effects
of renal insufficiency on the
pharmacokinetics of chlorambucil have
been carried out.
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Use in the elderly:

No specific studies have been carried out
in the elderly, however, it may be
advisable to monitor renal or hepatic
function and if there is serious
impairment then caution should be
exercised.
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Method of administration

Leukeran is taken orally. High gastric pH
has been shown to significantly decrease
the bioavailability of Leukeran therefore
ingestion on an empty stomach (one hour
before a meal or 3 hours after) is
advised.

Posology and
Method of
Administration

: ot -
Hypersensitivity to chlorambucil or to any
of the excipients listed in section 6.

Use in the management of patients with
non-malignant disease.

Hypersensitivity to chlorambucil or to any
of the excipients.

Contraindications
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AND-AFTER-ADMINISTRATION:
Continued treatment with Leukeran
should be assessed if a rash develops
since there have been reports of
Stevens-Johnson Syndrome in patients
receiving Leukeran (see section 4.8).
khkkkkkkkkkk

Patients who will potentially have
autologous stem cell transplantation
should not be treated with
chlorambucil long term.
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Mutagenicity and carcinogenicity:

Chlorambucil has been shown to cause
chromatid or chromosome damage in
man. and -has been shown to be
NG 1088 Ef animans.—ne BQS.SBB ©
e
managementof the patient-Acute s
Secondary haematelegic malignancies,
most commonly acute secondary
haematologic malignancies (especially
leukaemia and myelodysplastic
syndrome) have been reported,
particularly after long term treatment (see

LEUKERAN IS AN ACTIVE CYTOTOXIC
AGENT AND SHOULD ONLY BE
ADMINISTERED UNDER THE
DIRECTION OF A SPECIALIST
ONCOLOGY SERVICE HAVING THE
FACILITIES FOR REGULAR
MONITORING OF CLINICAL
BIOCHEMICAL AND
HAEMATOLOGICAL EFFECTS DURING
AND AFTER ADMINISTRATION.

K*kkkkkkkkkkk
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Mutagenicity and carcinogenicity:

Chlorambucil has been shown to cause
chromatid or chromosome damage in
man and has been shown to be
carcinogenic in animals. The possibility of
a similar effect should be borne in mind
when designing the long-term
management of the patient. Acute
secondary haematologic malignancies,
(especially leukaemia and
myelodysplastic syndrome) have been
reported, particularly after long term
treatment (see section 4.8 Undesirable
Effects’).

Special Warnings
and Precautions for
Use

section 4.8 Undesirable Effects’).
khkkkkkkhkkk F*kkkkkkkkkkk
KhAFIIAAFIIE KEAAFIIAAKKK Undesirable Effects
Body System Side effects
K*kkkkkkkkkkk Not Amenorrhoea
Reproductive Known | azoospermia
system
and
breast
disorders
*kkkkkkkkkkk
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