CP Cough Syrup

DESCRIPTION

Brownish liquid with vanilla flavour
COMPOSITION

Each 5 ml contains:

Carbocisteine 100.0 mg
Promethazine HC/ 2.5mg

ACTIONS AND PHARMACOLOGY
Promethazine, a phenothiazine derivative, is a sedating
antihistamine with antimuscarinic, significant sedative, and
some serotonin-antagonist properties. It is usually given as
the hydrochloride or teoclate. Promethazine Hydrochloride
has anticholinergic actions of most antihistamines which
provide a drying effect on the nasal and oral mucosa. It is
commonly use in the preparation for symptomatic treatment
of coughs and the common cold.

Carbocisteine is used for its mucolytic activity in respiratory
disorders associated with productive cough. It is usually
given by mouth as the sodium or lysine salts.

PHARMACOKINETICS

Promethazine is well absorbed after oral administration.
Peak plasma concentrations have been observed 2 to 3
hours after administration. Onset of action occurs 15 to 60
minutes after oral administration and may have the duration
of action from 4 to 12 hours. Promethazine crosses the
blood-brain barrier and the placenta, and is distributed into
breast milk. Values ranging from 76 to 93% have been
reported for plasma-protein binding. It is excreted slowly via
the urine and bile. Elimination half-lives of 5 to 14 hours have
been reported.

Carbocisteine is rapidly and well absorbed from
gastrointestinal tract with peak plasma concentrations
occurring 90 to 120 minutes after oral dose. It appears to
penetrate into lung tissue and respiratory mucus.
Carbocisteine is excreted in the urine as unchanged drug and
metabolites. Acetylation, decarboxylation, and sulfoxidation
have been identified as the major metabolic pathways.
Sulfoxidation may be governed by genetic polymorphism.

INDICATIONS
Symptomatic treatment of troublesome, nonproductive
cough, particularly occurring at night.

+ This product contains Promethazine HC!. It should not be
used in pediatric patients less than 2 years of age
because of the potential for fatal respiratory depression.

CONTRAINDICATIONS
CP Cough Syrup is contraindicated in patients with
gastroduodenal ulcer.

* This medication should not be used in patients with
sensitivity to Promethazine HC/ and Carbocisteine.

« The presence of other medical problems may affect the
use of this medication. A doctor should be consulted
before using this medicine if any other medical problems
exist, especially: bladder neck obstruction, symptomatic
prostatic hypertrophy, urinary retention, bone marrow
depression, cardiovascular disease, coma, glaucoma,
jaundice, Reye’s syndrome, asthma, chronic bronchitis,
productive cough, emphysema, diabetes, hepatic function
impairment and respiration depression.

+ Use of this medicine is inadvisable in combination with
sultopride.

« Contraindicated in children below 2 years of age.

PRECAUTIONS

Caution should be exercised to patients sensitive to

promethazine or to other phenothiazine medications:

+ For pediatrics: Use of promethazine is not
recommended in newborn or premature infants because
this age group has an increased susceptibility to
anticholinergic side effects, such as central nervous
system (CNS) excitation, and an increased tendency
toward convulsions.

» For adolescents: Promethazine should not be used in
adolescents with signs and symptoms suggestive of
Reye’s syndrome since extrapyramidal symptoms may
occur.

« For geriatrics: Dizziness, sedative, confusion,
hypotension and paradoxidal reaction may be more likely
to occur in geriatric patients taking promethazine.

« Prolonged use of promethazine may decrease or inhibit
salivary flow. Involuntary orofacial muscle movements
may result from extrapyramidal effects.
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Carbocisteine which may disrupt the gastric mucosal barrier
should be used in caution in patients with a history of peptic
ulceration.

WARNING

This medicine may cause drowsiness and dizziness, less
alert than normal or to feel a false sense of well being.
Patients should know how they react to this medicine before
they drive, use machines or doing anything that could be
dangerous if they are dizzy or are not alert and clearheaded.
Children should be supervised to avoid potential harm in bike
riding or other dangerous activities. When used for treatment
of cough and cold: It should not be used in pediatric patients
less than 2 years of age because of the potential for fatal
respiratory depression. To be used with caution and
doctor's/pharmacist’s advice in children 2 to 6 years of age.

PREGNANCY AND LACTATION

Safety of use has not been established. Risk benefits should
be considered when using on pregnant or lactating mothers.

DRUG INTERACTIONS

Concurrent use of CP Cough Syrup and the following drugs

must be avoided or if necessary, use with care:

» Alcohol

« Other central nervous system depressants (sedatives
antidepressants, barbiturates, clonidine and related
substances, hypnotics, morphine derivatives (analgesics
and antitussives), methadone, neuroleptics, anxiolytics)

« Atropine and other atropine substances (imipramine
antidepressants,  anticholinergic  antiparkinsonians,
atropine antispasmodics, disopyramide, phenothiazine
neuroleptics)

» Sultopride

MAIN SIDE/ADVERSE EFFECTS

The side effects with this medication appear to be rare and
may include drowsiness, blood dyscrasias, nausea,
dizziness, gastrointestinal bleeding, gastric discomfort, and
other common side effects of sedating antihistamines like
headache, confusion, difficult or painful urination, dryness of
mouth, nose or throat, hypotension, increased sweating, loss
of appetite, paradoxical reaction, photosensitivity, ringing or
buzzing in ears, skin rash and tachycardia.

OVERDOSE
Symptoms of overdose: Convulsions, consciousness
disorders, coma.

» Treatment for overdose: Treatment is symptomatic and
should be initiated in a specialized unit.

DOSAGE AND ADMINISTRATION

For oral use.

Adult : 3 to 4 tablespoons daily
Children 12-15 years : 6to 9 teaspoons daily
Children 30 months-12 years : 4 to 6 teaspoons daily
Children 24-30 months : 3 to 4 teaspoons daily

This product contains Promethazine HCI. It should not be
used in pediatric patients less than 2 years of age because
of the potential for fatal respiratory depression.

This medication should be taken with food. Patients are
advised to use a calibrated measuring device as 5 ml is a
rough approximation of one teaspoon and different
teaspoons differ in their volume.

Note: The information given here is limited. For further
information, consult your doctor or pharmacist.

Storage:
Store below 30°C. Protect from light.

Presentation/Packing:
120 ml per amber glass bottle

Product Registration Holder/
Manufactured by: HOVID Bhd.
121, Jalan Tunku Abdul Rahman
(Jalan Kuala Kangsar),

30010 Ipoh, Perak, Malaysia.
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