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 תאריך _______February 25, 2015 __

שם תכשיר באנגלית ומספר הרישום
LEUCOVORIN Powder for Solution for Injection 50 mg 

מספרי רישום     032 59 22206 05 
שם בעל הרישום        _Salomon, Levin & Elstein Ltd, POBox 3696, Petach Tikva 49133
טופס זה מיועד לפרוט החמרות בלבד

	ההחמרות המבוקשות

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Indication
	
	

	contraindications
	Known hypersensitivity to calcium folinate or to one of the excipients.
-Pernicious anaemia or other anaemias as a result of a vitamin B12 deficiency.
	-
Known hypersensitivity to calcium folinate or to one of the excipients.
-
The combination with fluorouracil is not indicated in:
- existing contraindications against fluorouracil, in particular pregnancy and lactation,
-
- severe diarrhoea.
Therapy in combination with fluorouracil must not be initiated or continued in patients who have symptoms of gastrointestinal toxicity of any severity until those symptoms have completely resolved. Patients with diarrhoea must be monitored with particular care until the diarrhoea has resolved, as rapid clinical deterioration leading to death can occur.
-
Pernicious anaemia or other anaemias as a result of a vitamin B12 deficiency.

	Posology, dosage  & administration
	
	

	Special Warnings and Special Precautions for Use
	
	In the treatment of accidental overdose of folic acid antagonists, leucovorin should be administered as promptly as possible. With increasing time interval between antifolate administration (e.g. methotrexate) and leucovorin rescue the effectiveness of leucovorin in counteracting toxicity decreases. Monitoring of the serum methotrexate concentration is essential in determining the optimal dose and duration of treatment with leucovorin. Delayed methotrexate excretion may be caused by third space fluid accumulation (i.e., ascites, pleural effusion), renal insufficiency, inadequate hydration or non steroidal anti inflammatory or salicylates drug administration. Under such circumstances, higher doses of leucovorin or prolonged administration may be indicated.

Leucovorin has no effect on non-haematological toxicities of methotrexate such as the nephrotoxicity resulting from drug and/or metabolite precipitation in the kidney.


	Interaction with Other Medicaments and Other Forms of Interaction
	
	Leucovorin is an antidote of folic acid antagonists - e.g. methotrexate. Following the use of methotrexate, leucovorin overdose may lead to a loss of the effect of methotrexate therapy ("over-rescue").

Concomitant use of leucovorin counteracts the antineoplastic activity of methotrexate and increases the cytotoxic effects of fluorouracil.


	Adverse events
	
	Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It allows continued monitoring of the benefit/risk balance of the medicinal product. Healthcare professionals are asked to report any suspected adverse reactions to the Ministry of Health according to the National Regulation by using an online form 

(http://forms.gov.il/globaldata/getsequence/getsequence.aspx?formType=AdversEffectMedic@moh.health.gov.il ) or by email (adr@MOH.HEALTH.GOV.IL ).


	Pharmacodynamic properties
	
	

	Pharmacokinetic properties
	
	

	Overdose
	
	

	Preclinical safety data
	
	


