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Film coated tablets
24-hour Relief From Cold & Fiu
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Composition:

Each oblong white sustained-release tablet (for day-time) contains:
Paracetamol 00 mg.
Pseudoephedrine hydrochloride 90 mg.
Each round yellow film-coated tablet (for night-time) contains:

Paracetamol 500 mg.
Diphenhydramine hydrochloride 25mg.
Properties:

*Day- tablet:

Paracetamol:

Pharmacodynamics: The mechanism and site of action is unclear and may be related to inhibition of
prostaglandin synthesis in the CNS.

Antipyretic action: Paracetamol is believed to exert its antipyretic effect by direct action on the hypothalamic heat-
regulation center, resulting in increased heat dissipation through sweating and vasodilatation.

Analgesic action: its analgesic effect may be related to an elevation of pain threshold.

Pharmacokinetics:

Absorption: Paracetamol is absorbed rapidly and completely via the Gl tract. Peak plasma concentrations occurin
half to two hours.

Distribution: Paracetamol is 25% protein-bound.

Metabolism: Approximately 90% to 95% is metabolized in the liver.

Excretion: Paracetamol is excreted in urine. The average elimination half-life ranges from 1 to 4 hours.
Pseudoephedrine:

Pharmacodynamics: Pseudoephedrine directly stimulates alpha-adrenergic receptors of respiratory mucosa.
This includes vasoconstriction, shrinkage of swollen nasal mucous membranes, reduction of nasal congestion, an
increase in airway (nasal) patency, drainage of sinus excretions, and opening of obstructed eustachian ostia.
Relaxation of bronchial smooth muscle may result from direct stimulation of beta-adrenergic receptors.
Pharmacokinetics:

Absorption: Pseudoephedrine is rapidly absorbed and nasal decongestion occurs within 30 minutes after an oral
dose. Effects persist up to 12 hours after taking the white sustained-release tablet.

Distribution: Pseudoephedrine is widely distributed throughout the body.

Metabolism: Pseudoephedrine is incompletely metabolized in liver to inactive metabolites.

Excretion: 55% to 75% of a dose is excreted unchanged in urine.

 Night- tablet:

Diphenhydramine:

Pharmacodynamics: Diphenhydramine competes for histamine H1-receptor sites on the smooth muscles of the
bronchi and blood vessels to prevent access of histamine and suppress histamine-induced allergic symptoms. Itis
considered the drug of choice for allergic rhinitis, vertigo and prevention of motion sickness. Its remarkable
sedative effect helps to provide a calm nice sleep at night.

Paracetamol: as above.

Indications:

*Common cold.

«Influenza.

« Spring catarrh, rhinorrhea, hay fever, blocked eustachian ostia and sinusitis.

» Other nasal congestive inflammatory conditions such as allergic rhinitis.

Contraindications:

*Hypersensitivity to any component of the preparation.

» Concurrent treatment with monoamine oxidase inhibitors.

*Pregnantand lactating women.

Adverse reactions:

Very rarely (and usually mild) skin rashes and palpitations. Sedation and dizziness may occur after the intake of the
yellow (night) tablet, which should be taken at bedtime and not advisable for patients who drive or operate
machinery at night.

Precautions:

Caution should be taken with patients having hyperthyroidism, hypertension, coronary insufficiency and diabetes.
Dosage: To be taken by mouth.

Aduits: one oblong sustained-release white tablet for day-time, preferably after breakfast and one round yellow
tablet at bedtime.

Children: notrecommended for children under 12 years of age.
Storage:

Store at a temperature not exceeding 30°C.

Keep out of reach of children.

How supplied:

Blister-strip pack containing 5 oblong white tablets for day-time
and 5round yellow tablets for night-time.

Product of:

Medical Union Pharmaceuticals,

Abu-Sultan, Ismailia, Egypt.

Issue date:...., Revision date: --/--/2013
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