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Phenobarbital Hama Pharma

Phenobarbital 15, 30, 60, 100 mg

COMPOSITION:

Each tablet contains: 15 mg, 30 mg, 60 mg or 100 mg of pheno-
barbital.

EXCIPIENTS:

Calcium stearate, Corn starch, Anhydrous lactose, Magnesium
stearate, Colloidal silicon dioxide, Microcrystalline cellulose,
Sodium stach glycolate, Sodium docusate, Lactose monohydrate.
MECHANISM OF ACTION:

Phenobarbital, a long-acting barbiturate, is a central nervous sys-
tem depressant. In ordinary doses, the drug acts as a sedative and
anticonvulsant.

PHARMACOKINETICS:

Its onset of action occurs within 30 minutes, and the duration of
action ranges from 5 to 6 hours. It is detoxified in the liver.
INDICATIONS:

Phenobarbital Hama Pharma is indicated for use as a sedative or
anticonvulsant.

CONTRAINDICATIONS:

Phenobarbital Hama Pharma is contraindicated in patients who
are hypersensitive to barbiturates. In such patients, severe hepat-
ic damage can occur from ordinary doses and is usually associat-
ed with dermatitis and involvement of parenchymatous organs. A
personal or familial history of acute intermittent porphyria repre-
sents one of the few absolute contraindications to the use of bar-
biturates. Phenobarbital is also contraindicated in patients with
marked impairment of liver function, or respiratory disease in which
dyspnea or obstruction is evident. It should not be administered to
persons with known previous addiction to the sedative/hypnotic
group, since ordinary doses may be ineffectual and may contribute
to further addiction.

SIDE EFFECTS:

CNS Depression: Sedation, drowsiness, lethargy, and vertigo.
Emotional disturbances and phobias may be accentuated. In some
persons, barbiturates such as phenobarbital repeatedly produce
excitement rather than depression. Like other nonanalgesic hyp-
notic drugs, barbiturates, such as phenobarbital, when given in the
presence of pain, may cause restlessness, excitement, and even
delirium. Symptoms may last for days after the drug is discontinued.
Respiratory/Circulatory: Respiratory depression, apnea, circula-
tory collapse.

Allergic: Acquired hypersensitivity to barbiturates consists chiefly
in allergic reactions that occur especially in persons who tend to
have asthma, urticaria, angioedema, and similar conditions.
Hypersensitivity reactions in this category include localized
swelling, particularly of the eyelids, cheeks, or lips, and erythema-
tous dermatitis. Rarely, exfoliative dermatitis (e.g., Stevens-
Johnson syndrome and toxic epidermal necrolysis) may be caused
by phenobarbital and can prove fatal. The skin eruption may be
associated with fever, delirium, and marked degenerative changes in the
liver and other parenchymatous organs. In a few cases, megaloblastic
anemia has been associated with the chronic use of phenobarbital.

(TABLETS)

Other: Nausea and vomiting; headache.

PRECAUTIONS & WARNINGS:

In small doses, the barbiturates may increase the reaction to
painful stimuli. Taken by themselves, the barbiturates cannot be
relied upon to relieve pain or even to produce sedation or sleep in
the presence of severe pain.

Barbiturates induce liver microsomal enzyme activity. This accel-
erates the biotransformation of various drugs and is probably part
of the mechanism of the tolerance encountered with barbiturates.
Phenobarbital, therefore, should be used with caution in patients
with decreased liver function. This drug should also be adminis-
tered cautiously to patients with a history of drug dependence or abuse.
Phenobarbital may decrease the potency of coumarin anticoagu-
lants; therefore, patients receiving such concomitant therapy
should have more frequent prothrombin determinations. As with
other sedatives and hypnotics, elderly or debilitated patients may
react to barbiturates with marked excitement, depression, or confusion.
The systemic effects of exogenous hydrocortisone and endoge-
nous hydrocortisone (cortisol) may be diminished by phenobarbital.
Thus, this

product should be administered with caution to patients with bor-
derline hypoadrenal function, regardless of whether it is of pituitary
or of primary adrenal origin.

Phenobarbital may impair the mental and/or physical abilities
required for the performance of potentially hazardous tasks, such
as driving a car or operating machinery. The patient should be cau-
tioned accordingly.

Pregnancy (Category B): Phenobarbital Hama Pharma should be
used during pregnancy only if clearly needed.

Nursing Mothers: Caution should be exercised when phenobar-
bital is administered to a nursing woman.

DRUG INTERACTIONS:

Phenobarbital in combination with alcohol, tranquilizers, and other
central nervous system depressants has additive depressant
effects, and the patients should be so advised. Patients taking this
drug should be warned not to exceed the dosage recommended by
their physician. Toxic effects and fatalities have occurred following
overdoses of phenobarbital alone and in combination with other
central nervous system depressants. Caution should be exercised
in prescribing unnecessarily large amounts of phenobarbital for
patients who have a history of emotional disturbances or suicidal
ideation or who have misused alcohol and other CNS drugs.
DOSAGE AND ADMINISTRATION:

Oral Sedative Dose:

Adults — 30 to 120 mg daily in 2 or 3 divided doses.

Children — 6 mg/kg of body weight daily in 3 divided doses.

Oral Hypnotic Dose:

Adults — 100 to 320 mg.

Oral Anticonvulsant Dose:

Adults — 50 to 100 mg 2 or 3 times daily.

Children — 15 to 50 mg 2 or 3 times daily.
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OVERDOSE:

The signs and symptoms of barbiturate poisoning are referable
especially to the central nervous system and the cardiovascular
system. Moderate intoxication resembles alcoholic inebriation. In
severe intoxication, the patient is comatose, the level of reflex
activity conforming in a general way to the intensity of the central
depression. The deep reflexes may persist for some time despite
coexistent coma. The pupils may be constricted and react to light,
but late in the courage of barbiturate poisoning they may show
hypoxic paralytic dilatation. Respiration is affected early. Breathing
may be either slow or rapid and shallow. The blood pressure falls.
The patient thus develops a typical shock syndrome, with a weak
and rapid pulse, cold and clammy skin, and a rise in the hemat-
ocrit. Respiratory complications and renal failure are much dread-
ed and not infrequent concomitant of severe barbiturate poisoning.
There is usually hypothermia, sometimes with temperatures as low
as 32°C.
Treatment: General management should consist of symptomatic
and supportive therapy, including gastric lavage, administration of
intravenous fluids, and maintenance of blood pressure, body tem-
perature and adequate respiratory exchange. Dialysis will increase
the rate of removal of barbiturates from the body fluids. Antibiotics
may be required to control pulmonary complications.
PRESENTATION:
3 Blisters, each contains 10 tablets of

Phenobarbital Hama Pharma-15 mg.
3 Blisters, each contains 10 tablets of

Phenobarbital Hama Pharma -30 mg.
3 Blisters, each contains 10 tablets of

Phenobarbital Hama Pharma -60 mg.
3 Blisters, each contains 10 tablets of

Phenobarbital Hama Pharma -100 mg.
STORAGE:
Store at room temperature, between 20°-25°C, away from
moisture and light.
Keep out of reach of children

160 THIS IS A MEDICAMENT

~ A medicament is a product but unlike any other products.

~ A medicament is a product which affects your health, and its consumption contrary to
instructions is dangerous for you

~ Follow strictly the doctor's prescription, the method of use and the instructions of the ~ phar-
macist who sold the medicament. The doctor and the pharmacist are experts in - medicine,
its benefits and risks.

~ Do not by yourself interrupt the period of treatment prescribed for you

— Do not repeat the same prescription without consulting your doctor.

KEEP MEDICAMENTS OUT OF REACH OF CHILDREN

(Council of Arab Health Ministers) (Arab Pharmacists Association)

Manufactured by: |
HAMA PHARMA Hama - Syria N7
Tel. +963 33 8673941 Fax: +963 338673043 M Hiama HARMA
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