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XAPRINE
Tablets

Prescription Only Medicine

Composition:
Xaprine 10:

Each film coated tablet contains:
Cyclobenzaprine HCI 10 mg

Xaprine 5:
Each film coated tablet contains:
Cyclobenzaprine HCI 5 mg

Therapeutic Activity:
Skeletal muscle relaxant.

Indications:

Xaprine is used as an adjunct to rest and physical therapy for the relief of muscular spasm
associated with acute and painful musculoskeletal conditions.

Improvement is manifested by relief of muscle spasm and its associated signs and symptoms,
namely, pain, limitation of motion, and restriction in activities of daily living.

Xaprine should be used only for short periods (up to two or three weeks) because adequate
evidence of effectiveness for more prolonged use is not available and because muscle spasm
associated with acute, painful musculoskeletal conditions is generally of short duration and
specific therapy for longer periods is seldom warranted.

Xaprine has not been found effective in the treatment of spasticity associated with cerebral or
spinal cord disease, or in children with cerebral palsy.

When Should Not This Preparation Be Used:

Xaprine is contraindicated in the following conditions:

Hypersensitivity to the drug

Concomitant use of monoamine oxidase inhibitors or within 14 days after their discontinuation
Acute recovery phase of myocardial infarction and patients with arrhythmias, heart block or
conduction disturbances or congestive heart failure

Hyperthyroidism

For children under 15 years of age

In patients with moderate or severe hepatic impairment.
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How Will This Medicine Affect Your Daily Life:

Use of this medicine may impair alertness and make you drowsy, therefore caution should be
exercised when engaging in activities such as driving a car, operating dangerous machinery and
in any other activities that require alertness

Precautions and Warnings:

Xaprine should be used with caution in patients with a history of urinary retention, angle-closure
glaucoma, increased intraocular pressure, and in patients taking anticholinergic medication.
Because of its atropine-like action

Impaired Hepatic Function

The plasma concentration of cyclobenzaprine is increased in patients with hepatic impairment.
These patients are generally more susceptible to drugs with potentially sedating effects,
including cyclobenzaprine. Xaprine should be used with caution in subjects with mild hepatic
impairment starting with a 5 mg dose and titrating slowly upward.

In elderly patients caution is advised when using this drug because they may be more sensitive to
its side effects, especially drowsiness, mental/mood changes which could lead to fall the patient,
so Xaprine tablets should be initiated with a 5 mg dose and titrated slowly upward.

To minimize dizziness, get up slowly when rising from a seated or lying position

If you are pregnant or during breast-feeding

This medicine contains lactose so it is not recommended for patients with lactose intolerance.
Avoid alcoholic drinks while taking Xaprine.

Xaprine may cause dry mouth, sucking a hard candy, chewing gum, or melting ice chips in your
mouth can provide temporary relief.

Drug Interactions:

If you are taking another medicine concomitantly or if you have just finished treatment with
another medicine, inform your physician in order to prevent hazards or lack of efficacy resulting
from drug interactions. This is especially important for the following drugs:

Monoamine Oxidase Inhibitors

Xaprine may have life-threatening interactions with MAO inhibitors (SEROTONIN
SYNDROME). Hyperpyretic crisis seizures, and deaths have occurred in patients receiving
cyclobenzaprine (or structurally similar tricyclic antidepressants) concomitantly with MAO
inhibitor drugs.

Xaprine may enhance the effects of alcohol, barbiturates, and other CNS depressants.
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Side Effects:

In addition to the desired effects of Xaprine, some side effects may occur during the course of

treatment .

The most common side effects of Xaprine include:

- Drowsiness

- Dry mouth

- Dizziness

The less common side effects are :

- Fatigue /tiredness, asthenia/dyspepsia, nausea, constipation, diarrhea, unpleasant taste, blurred
vision, headache, nervousness and confusion, abdominal pain, acid regurgitation, pharyngitis
and upper respiratory infection.

If any of these effects persist or worsen, notify your physician promptly.
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To Avoid Poisoning:

. Keep the medicine out of the reach of children
. If an excessive dose is taken or if a child swallowed the medication accidentally, seek help at an

emergency and take the remaining medicine with you

. Do not induce vomiting without consulting the physician
. Do not take your medication in the dark, always read the label and make sure you are taking

the right medication

. Always notice the expiry date and never use the medicine after the mentioned date
. Avoid exposure of the drug to excessive heat and humidity during storage
. Use the drug only as prescribed. In the case any adverse effect not mentioned in this leaflet

develops, discontinue use and consult your physician.

Dosage And Directions For Use:

Dosage

For most patients, the recommended dose of Xaprine is 5 mg three times a day. Based on
individual patient response, the dose may be increased to 10 mg three times a day. Use of
Xaprine for periods longer than two or three weeks is not recommended. Less frequent dosing
should be considered for hepatically impaired or elderly patients (See precautions and warning,
impaired hepatic function, and use in elderly).

Directions For Use

Xaprine may be taken with or without food

Tablets should not be chewed or crushed

Do not increase your dose or take it more often than prescribed because the risk of side effects
may increase

Missed Dose:

Take the missed dose as soon as you remember, unless it is the time for your next dose, skip the
missed one and continue as your regular dose schedule

Do not double the dose to make up the missed dose.
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Storage:
Store at temperature below 30°C, a way from the reach of children.

Presentation:
30 film coated tablets in (HDPE 30ml Round Plastic Bottle with plastic cap (PP))

B
Beit Jala Pharmaceutical Co.
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