הודעה על החמרה  ( מידע בטיחות)  

תאריך:
November 18, 2012
שם תכשיר באנגלית:PAPAVERINE HYDROCHLORIDE INJECTION 40mg/2ml
מספר רישום:
21 22028 68 027
שם בעל הרישום: Teva Pharmaceutical Industries Ltd. ,P.O. Box 3190 Petach Tikva.
השינויים בעלון מסומנים על רקע צהוב
בעלון לרופא
	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Warnings

	
	

	Precautions 

	
	

	Contraindications
	Known hypersensitivity to the preparation.
  Complete AV heart block. 

	  Known hypersensitivity to the preparation.
  Complete AV heart block. When conduction is depressed, the drug may produce transient ectopic rhythms of ventricular origin, either premature beats or paroxysmal tachycardia.
  Papaverine hydrochloride Injection is contraindicated in patients who have conditions that might predispose them to priapism such as sickle cell anaemia, multiple myeloma or leukaemia 



	Adverse events
	 General discomfort,  nausea, abdominal distress, anorexia, sweating, intensive flushing of face, malaise, vertigo, drowsiness, excessive sedation, headache, skin rash, constipation or diarrhea, increase in heart rate and depth of respiration, slight increase in blood pressure. 

hepatitis, probably related to an immune mechanism, has been reported infrequently. Rarely, this has progressed to cirrhosis.


	 General discomfort,  nausea, abdominal distress, anorexia, sweating, intensive flushing of face, malaise, vertigo, drowsiness, excessive sedation, headache, skin rash, constipation or diarrhea, increase in heart rate and depth of respiration, slight increase in blood pressure. 

  Symptoms/ signs resulting from vasodilation include headache, flushing, a sensation of heat in the pelvis, dizziness, photopsia, tachycardia, hypotension and syncope .

Liver function abnormalities , hepatitis, probably related to an immune mechanism, has been reported infrequently. Rarely, this has progressed to cirrhosis.

Other 

Vasovagal reactions, cardiac events, allergic reactions, urticaria,  impaired ejaculation,  death (one report)




	Drug Interactions
	Papaverine/  Levodopa:  The antiparkinsonism effectiveness of levodopa may be decreased by concomitant administration of papaverine, due to possible blockade of dopamine receptors. Papaverine/  Diazoxide:   I.V.  injection should not be administered within 6 hours of the administration of papaverine-like compounds. Potentiation of antihypertensive effects may occur.

Papaverine/ CNS Depressants/Morphine

	Papaverine/  Levodopa:  The antiparkinsonism effectiveness of levodopa may be decreased by concomitant administration of papaverine, due to possible blockade of dopamine receptors. Several Parkinsonian patients maintained on levodopa have developed worsening of their Parkinsonism following papaverine administration. The therapeutic response to levodopa returned 5 to 10 days after the papaverine was stopped. The use of papaverine in these patients should be avoided .

Papaverine/  Diazoxide:   I.V.  injection should not be administered within 6 hours of the administration of papaverine-like compounds. Potentiation of antihypertensive effects may occur.

Papaverine/ CNS Depressants/Morphine: The effects of papaverine may be slightly potentiated by CNS depressants and a synergism may result from combination with morphine .



	Effect on laboratory tests

	
	Effect on Laboratory Tests 

Liver function test results (serum ALT, AST and bilirubin concentrations as well as eosinophil count) may be altered during intravenous papaverine therapy.



	Drug abuse & dependence

	
	Drug Abuse and Dependence 

Drug dependence resulting from the abuse of many of the selective depressants, including papaverine hydrochloride, has been reported.




