הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא 
(מעודכן 05.2013) 

 תאריך _____14.09.2016__________________

שם תכשיר באנגלית ומספר הרישום 057-17-21688-01 Nussidex Tablets 
שם בעל הרישום TEVA PHARMACEUTICAL INDUSTRIES LTD
טופס זה מיועד לפרוט ההחמרות בלבד !

	ההחמרות המבוקשות

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	contraindications
	Known hypersensitivity to either of the components of the preparation.

   Newborn and premature infants.

   Nursing mothers.

   Because of the antihistamine component, Nussidex is contraindicated in acute attacks of asthma, narrow-angle glaucoma (closed-angle glaucoma) , stenosing peptic ulcer, symptomatic prostatic hypertrophy, bladder neck obstruction, pyloroduodenal obstruction, concomitant use with monoamine oxidase (MAO) inhibitor therapy, or within 14 days of stoping MAO inhibitor treatment (also due to the pseudoepehdrine component), concomitant use with sympathomimetic decongestants, beta blockers .

   Because of the pseudoephedrine component, Nussidex is contraindicated in severe hypertension and severe coronary artery disease, phaeochromocytoma, hyperthyroidism, diabetes mellitus, severe renal impairment.

  Babies and children under the age of 2 years.


	· Known hypersensitivity to either of the components of the preparation.

· Newborn and premature infants.
· Nursing mothers.
· Pregnant women in third trimester.
· Children under 6 years of age.
· Because of the antihistamine component, Nussidex is contraindicated in acute attacks of asthma, narrow-angle glaucoma (closed-angle glaucoma) , stenosing peptic ulcer, symptomatic prostatic hypertrophy, bladder neck obstruction, pyloroduodenal obstruction, concomitant use with monoamine oxidase (MAO) inhibitor therapy, or within 14 days of stoping MAO inhibitor treatment (also due to the pseudoepehdrine component), concomitant use with sympathomimetic decongestants, beta blockers .

Because of the pseudoephedrine component, Nussidex is contraindicated in severe hypertension and severe coronary artery disease, phaeochromocytoma, hyperthyroidism, diabetes mellitus, severe renal impairment.

  Babies and children under the age of 2 years old.


	Special Warnings and Special Precautions for Use
	Precautions

   Since drowsiness may occur, patients should be cautioned against engaging in potentially hazardous activities requiring mental alertness, such as driving a car or operating machinery. The same precaution applies to childhood activities such as riding a bicycle or playing near traffic.

   Nussidex should be administered with caution to patients with a history of bronchial asthma, increased intraocular pressure, cardiovascular disease, hypertension seizures.

   The elderly are more likely to exhibit adverse reactions.

   Antihistamines may inhibit the cutaneous histamine response when performing skin tests using allergen extracts, thus producing false-negative results; it is therefore recommended   that   antihistamine-containing medication be discontinued at least 72 hours before testing begins.

  Due to the antihistaminic component, this product should be used with caution in patients with liver disease.

  Patients should be cautioned that the product may cause sensitivity to sunlight therefore they should avoid excessive exposure to the sun or UV light (eg, tanning booths) and to wear protective clothing and use sunscreens until tolerance is determined. 

   Nussidex Syrup contains 2.25 g sucrose in each teaspoonful (5ml); this should be taken into consideration when administered to diabetics.


	Precautions

Since drowsiness may occur, patients should be cautioned against engaging in potentially hazardous activities requiring mental alertness, such as driving a car or operating machinery. The same precaution applies to childhood activities such as riding a bicycle or playing near traffic.

Patient should be warned not to drinl alcoholic beverages while under treatment with this medicine
   Nussidex should be administered with caution to patients with a history of bronchial asthma, increased intraocular pressure, seizures, impaired function of the cardiovascular system (e.g. hypertension), kidney/urinary system, digestive system (e.g. ulcer, pyloroduodenal obstruction), nervous system (e.g. convulsions),

enlargement of the prostate gland, urinary bladder, neck obstruction or from peptic ulcer due to narrowing. 
   The elderly are more likely to exhibit adverse reactions: diziness, sedation, central nervous system depressive side effects (confusion) and hypotension.
   Antihistamines may inhibit the cutaneous histamine response when performing skin tests using allergen extracts, thus producing false-negative results; it is therefore recommended   that   antihistamine-containing medication be discontinued at least 48 72 hours before testing begins.

Due to the antihistaminic component, this product should be used with caution in patients with liver disease.

  Patients should be cautioned that the product may cause sensitivity to sunlight therefore they should avoid excessive exposure to the sun or UV light (eg, tanning booths) and to wear protective clothing and use sunscreens until tolerance is determined. 

   Nussidex Syrup contains 2.25 g sucrose in each teaspoonful (5ml); this should be taken into consideration when administered to diabetics.
The preparation contains lactose, therefore patients who are sensitive to lactose should not use it.



	Nussidex/MAO Inhibitors:  Concurrent use may prolong and intensify the anticholinergic effects of antihistamines and the effects of sympathomimetics. Severe hypertensive reactions may occur when sympathomimetics are administered to patients receiving MAO inhibitors, or within 14 days of stoping MAO inhibitor treatment. Concomitant use is therefore contraindicated (see Contraindications). 

Antihistamines/Oral Anticoagulants: Action of oral anticoagulants may be decreased by antihistamines.

Pseudoephedrine/SYMBOL 98 \f "Symbol"-Blockers:  SYMBOL 98 \f "Symbol"-Blockers increase the effects of sympathomimetics.

Pseudoephedrine/Methyldopa/Mecamylamine/Reserpine:  The antihypertensive effects of these drugs may be reduced by sympathomimetics.

Pseudoephedrine/Inhalation Anesthetics:  Administration of pseudoephedrine prior to or shortly after anesthesia may increase the risk of severe ventricular arrhythmias, especially in patients with pre-existing heart disease, because these anesthetics greatly sensitize the myocardium to the effects of sympathomimetics. Therefore caution is recommended in this situation.

Pseudoephedrine/Digitalis glycosides : Concurrent use with pseudoephedrine may increase the risk of cardiac arrhythmias; caution and electrocardiographic monitoring are very important if concurrent use is necessary.

Pseudoephedrine/Levodopa: Concurrent use with pseudoephedrine may increase the possibility of cardiac arrhythmias; dosage reduction of the sympathomimetic is recommended.

Pseudoephedrine//Nitrates:  Concurrent use with pseudoephedrine may reduce the antianginal effects of these medications.

Pseudoephedrine//Thyroid Hormones: Concurrent use may increase the effects of either these medications or pseudoephedrine; thyroid hormones enhance risk of coronary insufficiency when sympathomimetic agents are administered to patients with coronary artery disease; therefore dosage adjustment is recommended.

Pseudoephedrine//Sympathomimetics such as Decongestants, Appetite Suppressants and Amphetamine-like Psychostimulants): In addition to possibly increasing CNS stimulation, concurrent use may increase the cardiovascular effects of either the other sympathomimetics or pseudoephedrine. 

Pseudoephedrine/Sodium Bicarbonate: Interaction Effect: pseudoephedrine toxicity (agitation, hypertension, tachycardia) may result. The renal elimination of pseudoephedrine is urinary pH and flow dependent. By increasing the urinary pH above 7.5 the renal elimination of pseudoephedrine may decrease by more than 50%. The half-life of pseudoephedrine may be prolonged and an increase in toxicity may be observed. 

Pseudoephedrine/Urinary Acidifiers: Urinary acidifiers enhance the elimination of pseudoepehdrine.

Pseudoephedrine/Moclobemide: Risk of hypertensive crisis.

Pseudoephedrine/Ergot Alkaloids (Ergotamine and Methysergide):  Increaed risk of ergotism.

Pseudoephedrine/Oxytocin:: Risk of hypertension.


	Dexchlorpheniramine / Alcohol/CNS Depressants / Sedatives/Hypnotics / Opioid Analgesics / Tricyclic Antidepressants:

  Concurrent use may potentiate the effects of either these medications or antihistamines.

  Concomitant administration with tricyclic antidepressants may result in additive antimuscarinic activity 

Nussidex/MAO Inhibitors:  Concurrent use may prolong and intensify the anticholinergic effects of antihistamines and the effects of sympathomimetics. Severe hypertensive reactions may occur when sympathomimetics are administered to patients receiving MAO inhibitors, or within 14 days of stoping MAO inhibitor treatment. Concomitant use is therefore contraindicated (see Contraindications). 

Antihistamines/Oral Anticoagulants: Action of oral anticoagulants may be decreased by antihistamines.

Pseudoephedrine/SYMBOL 98 \f "Symbol"-Blockers:  SYMBOL 98 \f "Symbol"-Blockers increase the effects of sympathomimetics.

Pseudoephedrine/Methyldopa/Mecamylamine/Reserpine:  The antihypertensive effects of these drugs may be reduced by sympathomimetics.

Pseudoephedrine/Inhalation Anesthetics:  Administration of pseudoephedrine prior to or shortly after anesthesia may increase the risk of severe ventricular arrhythmias, especially in patients with pre-existing heart disease, because these anesthetics greatly sensitize the myocardium to the effects of sympathomimetics. Therefore caution is recommended in this situation.

Pseudoephedrine/Digitalis glycosides : Concurrent use with pseudoephedrine may increase the risk of cardiac arrhythmias; caution and electrocardiographic monitoring are very important if concurrent use is necessary.

Pseudoephedrine/Levodopa: Concurrent use with pseudoephedrine may increase the possibility of cardiac arrhythmias; dosage reduction of the sympathomimetic is recommended.

Pseudoephedrine//Nitrates:  Concurrent use with pseudoephedrine may reduce the antianginal effects of these medications.

Pseudoephedrine//Thyroid Hormones: Concurrent use may increase the effects of either these medications or pseudoephedrine; thyroid hormones enhance risk of coronary insufficiency when sympathomimetic agents are administered to patients with coronary artery disease; therefore dosage adjustment is recommended.

Pseudoephedrine//Sympathomimetics such as Decongestants, Appetite Suppressants and Amphetamine-like Psychostimulants): In addition to possibly increasing CNS stimulation, concurrent use may increase the cardiovascular effects of either the other sympathomimetics or pseudoephedrine. 

Pseudoephedrine/Sodium Bicarbonate: Interaction Effect: pseudoephedrine toxicity (agitation, hypertension, tachycardia) may result. The renal elimination of pseudoephedrine is urinary pH and flow dependent. By increasing the urinary pH above 7.5 the renal elimination of pseudoephedrine may decrease by more than 50%. The half-life of pseudoephedrine may be prolonged and an increase in toxicity may be observed. 

Pseudoephedrine/Urinary Acidifiers: Urinary acidifiers enhance the elimination of pseudoepehdrine.
Pseudoephedrine/Moclobemide: Risk of hypertensive crisis.

Pseudoephedrine/Ergot Alkaloids (Ergotamine and Methysergide):  Increaed risk of ergotism.

Pseudoephedrine/Oxytocin:: Risk of hypertension.


	

	Fertility,   pregnancy and Lactation
	Use in Pregnancy

   Safety of use in pregnancy has not been established.

Use in Breastfeeding

   See Contraindications.


	Use in Pregnancy

Use is contraindicated in third trimester.
Safety of use in pregnancy has not been established.

Use in Breastfeeding

   See Contraindications.
Caution should be exercised when administered in breastfeeding.



	Genitourinary

Urinary frequency; difficult urination; urinary retention; early menstruation.

Hematologic

Hemolytic anemia; hypoplastic anemia; thrombocytopenia; agranulocytosis.

Respiratory

Thickening of bronchial secretions; tightness of chest; wheezing.

Miscellaneous

Anaphylactic shock; photosensitivity; excessive perspiration; chills.

Adverser Reactions attributed to pseudoepehdrine component

Cardiovascular stimulation – elevated blood pressure, tachycardia or arrhythmias.

Central nervous system (CNS) stimulation – restlessness, insomnia, anxiety, irritability, excitability, tremors and (rarely) hallucinations, skin rashes and urinary retention, cross-sensitivity with other sympathomimetics. 

Other

Convulsions, hallucinations and paranoid delusion, shortness of breath or troubled breathing , nervousness, dizziness or lightheadedness, headache, increased sweating, nausea or vomiting unusual paleness, weakness
	Adverse reactions attributed to the antihistamine component (dexchlorpheniramine maleate)

Cardiovascular

Palpitations; tachycardia; extrasystoles; hypotension, hypertension.

Central Nervous System

Drowsiness; headache; sedation; dizziness; vertigo; disturbed coordination; fatigue; confusion; restlessness; excitation; nervousness; tremor; irritability; insomnia; euphoria; paresthesia; hysteria; neuritis; convulsions, depression, inability to concentrate, hyperreflexia, hyporeflexia, facial dyskinesia and seizures.
Dermatologic

Urticaria; drug rash.

Eye, Ear and Nose

Tinnitus; acute labyrinthitis; blurred vision; diplopia, dilated pupils, nasal stuffiness.

Gastrointestinal

Dryness of mouth (xerostomia)  , nose, and throat; epigastric distress; anorexia; nausea; vomiting; diarrhea; appetite stimulation, constipation.

Genitourinary

Urinary frequency; difficult urination; urinary retention; early menstruation.

Hematologic

Hemolytic anemia; hypoplastic anemia; thrombocytopenia; agranulocytosis.

Respiratory

Thickening of bronchial secretions; tightness of chest; wheezing.

Miscellaneous

Anaphylactic shock; photosensitivity; excessive perspiration; chills.

Adverser Reactions attributed to pseudoepehdrine component

Cardiovascular stimulation – elevated blood pressure, tachycardia or arrhythmias.

Central nervous system (CNS) stimulation – restlessness, insomnia, anxiety, irritability, excitability, tremors and (rarely) hallucinations, skin rashes and urinary retention, cross-sensitivity with other sympathomimetics. 

Other

Convulsions, hallucinations and paranoid delusion, shortness of breath or troubled breathing , nervousness, dizziness or lightheadedness, headache, increased sweating, nausea or vomiting unusual paleness, weakness
	

	Dosage and Administration
	Adults

   1-2 tablets or 1-2 teaspoonsful of syrup, twice daily.

Children 6-12 Years of Age

   1 tablet or 1 teaspoonful of syrup daily.

Children 2-6 Years of Age

   1/2-1 teaspoonful of syrup daily.


	Adults

   1-2 tablets or 1-2 teaspoonsful of syrup, twice a day, after/with meals.
Children 6-12 Years of Age

   1 tablet or 1 teaspoonful of syrup once a day ,after/with meals.

Children 2-6 Years of Age

   1/2-1 teaspoonful of syrup daily.



