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

 תאריך ________March 8, 2015    ___

שם תכשיר באנגלית ומספר הרישום _  CLINOLEIC 20%
 Emulsion for infusion Reg No: 122 09 30186 21                                        

שם בעל הרישום  Teva Medical (Marketing) Ltd., Haorgim St  8, Ashdod 77100
טופס זה מיועד לפרוט ההחמרות בלבד !

	ההחמרות המבוקשות

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Indication
	
	

	Contra-indications
	
	

	Posology, dosage  & administra-tion
	
	Method of administration 
The administration flow rate must be adjusted taking into account the dose being administrated, the daily volume intake, and the duration of the infusion (see Section 4.9).


	Special Warnings and Special Precau-tions for Use
	
	

	Precau-tions 
	As other lipid emulsions, ClinOleic 20% should be used in extremely premature and/or very low birth-weight infant under the close supervision of a neonatologist. There is clinical experience for ClinOleic 20% infusion time, up to 7 days in neonates and up to 2 months in children.

ClinOleic 20% should be administered with caution in case of neonatal hyperbilirubinemia (total serum bilirubin > 200 µmol/ l). Total bilirubin levels should be monitored closely.


	Use of a vented intravenous administration set with the vent in the open position could result in air embolism.
Parenteral nutrition should be used with caution in patients with pre-existing liver disease or liver insufficiency. Liver function parameters should be closely monitored in these patients (see below).

Hepatobiliary disorders including cholestasis, hepatic steatosis, fibrosis and cirrhosis, possibly leading to hepatic failure, as well as cholecystitis and cholelithiasis are known to develop in some patients on parenteral nutrition. The etiology of these disorders in thought to be multifactorial and may differ between patients. Patients developing abnormal laboratory parameters or other signs of hepatobiliary disorders should be assessed early by a clinician knowledgeable in liver diseases in order to identify possible causative and contributory factors, and possible therapeutic and prophylactic interventions.

Use in paediatric population

ClinOleic 20% should be administered with caution in case of neonatal hyperbilirubinemia (total serum bilirubin > 200 µmol/l). Total bilirubin levels should be monitored closely.

As other lipid emulsions, ClinOleic 20% should be used in extremely premature and/or very low birth-weight infant under the close supervision of a neonatologist. There is clinical experience for ClinOleic 20% infusion time, up to 7 days in neonates and up to 2 months in children.
As other lipid emulsions, ClinOleic 20% should be used in extremely premature and/or very low birth-weight infant under the close supervision of a neonatologist. There is clinical experience for ClinOleic 20% infusion time, up to 7 days in neonates and up to 2 months in children.

ClinOleic 20% should be administered with caution in case of neonatal hyperbilirubinemia (total serum bilirubin > 200 µmol/ l). Total bilirubin levels should be monitored closely.


	Inter-action with Other Medica-ments and Other Forms of Inter-action
	
	

	Fertility,   pregnancy and Lactation
	
	

	Adverse events
	Fat overload syndrome 
Fat overload syndrome has been reported with similar products. Reduced ability to remove the lipids contained in ClinOleic 20% may result in a "fat overload syndrome", which may be caused by overdose, however, the signs and symptoms of this syndrome may also occur at the start of an infusion when the product is administered according to instructions. This syndrome is associated with a sudden deterioration in the patient's clinical condition as is characterised by hyperlipidemia, fever, liver fatty infiltration hepatomegaly, anemia, leukopenia, thrombocytopenia, coagulation disorders and coma, requiring hospitalization. These symptoms are usually reversible when the lipid emulsion infusion is stopped.


	Fat overload syndrome (very rare) :
Fat overload syndrome has been reported with similar products. Reduced ability to remove the lipids contained in ClinOleic 20% may result in a "fat overload syndrome", which may be caused by overdose, however, the signs and symptoms of this syndrome may also occur at the start of an infusion when the product is administered according to instructions. This syndrome is associated with a sudden deterioration in the patient's clinical condition as is characterised by hyperlipidemia, fever, liver fatty infiltration hepatomegaly, anemia, leukopenia, thrombocytopenia, coagulation disorders and coma, requiring hospitalization. These symptoms are usually reversible when the lipid emulsion infusion is stopped.
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 ).


	Overdosage
	
	

	Incompa-tibilities 
	
	

	Special precautions for disposal and other handling advice
	Lipids present only one component in parenteral nutrition. For a complete parenteral nutrition the concomitant substitution with amino acids, carbohydrates, electrolytes, vitamins, and trace elements is necessary. Before administration to the patient, the compatibility of the components and stability of the admixture must be checked. Admixing should be accompanied by gentle agitation during preparation under strict aseptic conditions.


	Lipids present only one component in parenteral nutrition. For a complete parenteral nutrition the concomitant substitution with amino acids, carbohydrates, electrolytes, vitamins, and trace elements is necessary. Before administration to the patient, the compatibility of the components and stability of the admixture must be checked. Admixing should be accompanied by gentle agitation during preparation and should only occur under strict aseptic conditions.

Do not use the product if particles or agglomerates are observed in the solution. 




