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As an aid to smoking cessation and for the relief of nicotine withdrawal symptoms.
In smokers currently unable or not ready to stop smoking abruptly the gum may also be used as
part of a program to reduce smoking prior to stopping completely
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o Posology and method of administration

+* Renal and hepatic impairment:

% Use with caution in patients with moderate to severe renal impairment and/or moderate to severe
hepatic impairment as the clearance of nicotine or its metabolites maybe decreased with the
potential fr increased adverse effects

o Special warnings and precautions for use

“ Cardiovascular disease: smokers with a recent myocardial infarction, unstable or worsening
angina including Prinzmetal's angina, severe cardiac arrhythmias, uncontrolled hypertensions or
recent cerebrovascular accident should be encouraged to stop smoking with nonpharmacological
interventions (such as counselling). If this fails, Nicotinell lozenges may be considered but as data
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on safety in this patient group are limited, initiation should only be under close medical
supervision. If there is a clinically significant increase in cardiovascular or other effects
attributable to nicotine, the nicotine lozenges dose should be reduced or discontinued.
¢ Nicotinell lozenges should be used with caution in patients with hypertension, stable angina
pectoris, cerebrovascular disease, occlusive peripheral arterial disease, heart failure,
hyperthyroidism or pheochromocytoma.
¢ Diabetes mellitus:blood glucose levels may be more varible dusring smoking cerssation, with or
without nicotine replacement therapy. So, it is important for diabetics to closely monitor their
blood glucose levels while using this product.
Renal and hepatic impairment: moderate to severe hepatic and/or severe renal impairment.
Seizures: Potential risks and benefits of nicotine should be carefully evaluated before use in
subjects taking anti-convulsant therapy or with a history of epilepsy as cases of convulsions have
been reported in association with nicotine.
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Fertility, pregnancy and lactation

Pregnancy

Smoking during pregnancy is associated with risks such as intra-uterine growth retardation, premature
birth or stillbirth. Stopping smoking is the single most effective intervention for improving the health of
both the pregnant smoker and her baby. The earlier abstinence is achieved the better. Nicotine passes to
the foetus and affects its breathing movements and circulation. The effect on the circulation is dose-
dependent.

Women who are pregnant should first be advised to stop smoking without the assistance of nicotine
replacement therapy. If this fails, the use of nicotine replacwement therapy should be used after advice
from a phisician.

Lactation

Nicotine is excreted in breast milk in quantities that may affect the child even in therapeutic doses. The
lozenge, like smoking itself, should therefore be avoided during breast-feeding.

Should smoking withdrawal not be achieved, use of the lozenge by breast feeding smokers should only be
initiated after advice from a physician. Where nicotine replacement therapy is used whilst breast-feeding,
the lozenge should be taken just after breast-feeding and not during the two hours before breast-feeding.

Fertility

Smoking increases the risk for infertility in women and men. Both in humans and in animals it has been
shown that nicotine can adversely affect sperm quality. In animals, reduced fertility has been shown.
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Undesirable effects
Nervous system disorders:
Common: dizziness*, headache*
Gastrointestinal disorders:

Very common: nausea

Common:, Hiccups, gastritis symptoms e.g. flatulence, vomiting, stomatitis, oral discomfort, abdominal
pain, upper diarrhea, dry mouth, constipation

Cardiac disorders:
Uncommon: palpitations

Rare: atrial arrhythmia_(e.g. atrial fibrillation)

Immune system disorders:

Rare: hypersensitivity, angioneurotic oedema and anaphylactic reactions.
Psychiatric disorders:

Common: Insomnia*

Respiratory, thoracic and mediastinal disorders:

Common: pharyngitis, cough*, pharyngolaryngeal pain.

* These events may also be due to withdrawal symptoms following smoking cessation.
Post marketing data:

The following adverse reactions which were identified from a post marketing experience of nicotine oral
forms. As these reactions are reported voluntarily from a population of uncertain size, the frequency of
these reactions is unknown.

Immune system disorders:_Hypersensitivity, angioedema, urticaria, ulcerative stomatitis, and very rare
anaphylactic reactions.
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Nervous system disorders: Tremor

Cardiac disorders: Palpitations, tachycardia, arrhythmias.

Respiratory, thoracic and mediastinal disorders: Dyspnoea

Gastrointestinal disorders: Dysphagia, eructation, salivary hypersecretion

General disorders and administration site conditions: Asthenia**, Fatigue**, malaise**, influenza
type illness**

** These events may also be due to withdrawal symptoms following smoking cessation.
1.1  Overdose

In overdose, symptoms corresponding to heavy smoking may be seen.

Even small quantities of nicotine are dangerous in children and may result in severe symptoms of
poisoning which may prove fatal. If poisoning is suspected in a child, a doctor must be consulted
immediately.

Overdose with Nicotinell lozenges may only occur if many pieces are sucked simultaneously. Nicotine
toxicity after ingestion will most likely be minimised as a result of early nausea and vomiting that occur
following excessive nicotine exposure.

Signs and symptoms of an overdose from nicotine lozenges would be expected to be the same as those of
acute nicotine poisoning, including:

weakness, perspiration, pallor, heperhidrosis, salivation, throat burn, nausea, vomiting, diarrhoea,
abdominal pain, hearing and visual disturbances (sensory disturbance), headache, tachycardia and cardiac
arrhythmia, dyspnoea, dizziness, tremor, confusional state and asthenia. Prostration, hypotension,
circulatory collapse, coma, respiratory failure and terminal convulsions may ensue with large overdose

Treatment of overdose:

In the event of an overdose (e.g., too many lozenges ingested) medical attention should be sought
immediately. All nicotine intake should cease immediately, and the patient be treated symptomatically,
and vital signs monitored.

Further management should be as clinically indicated or as recommended by the national poisons centre,
where available.
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