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

 תאריך _________April 27, 2014 __

שם תכשיר באנגלית ומספר הרישום _____________OLICLINOMEL N7-1000E: 139 44 30709 21
שם בעל הרישום _טבע מדיקל שיווק בע"מ, האורגים 8, אשדוד 77100____
טופס זה מיועד לפרוט ההחמרות בלבד !

	ההחמרות המבוקשות

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Indication
	
	

	contraindications
	
	

	Posology, dosage  & administration
	
	

	Special Warnings and Special Precautions for Use
	The infusion must be stopped immediately if any signs or symptoms of an allergic reaction (such as sweating, fever, chills, headache, skin rashes or) develop. This medicinal product contains soybean oil and egg phosphatide. Soybean and egg proteins may cause hypersensitivity reactions. Cross-allergic reactions between soybean and peanut proteins have been observed.

Fat overload syndrome has been reported with similar products.  Reduced ability to  remove the lipids contained in Oliclinomel may result in a "fat overload syndrome" which may be caused by overdose, however, the signs and symptoms but  may also occur when the product is administered according to instructions (see also section 4.8).

Hepatic Insufficiency

Use with caution in patients with hepatic insufficiency because of the risk of developing or worsening neurological disorders associated with hyperammonaemia. Regular clinical and laboratory tests are required particularly , blood glucose, electrolytes and triglycerides. 


	The infusion must be stopped immediately if any signs or symptoms of an allergic reaction (such as sweating, fever, chills, headache, skin rashes or dyspnea or bronchospasm) develop. This medicinal product contains soybean oil and egg phosphatide. Soybean and egg proteins may cause hypersensitivity reactions. Cross-allergic reactions between soybean and peanut proteins have been observed.
Fat overload syndrome has been reported with similar products. The rReduced or limited  ability to metabolize remove the lipids contained in Oliclinomel may result in a "fat overload syndrome" which may be caused by overdose, however, the signs and symptoms but of this syndrome may also occur when the product is administered according to instructions (see also section 4.8).

Hepatic Insufficiency

Use with caution in patients with hepatic insufficiency because of the risk of developing or worsening neurological disorders associated with hyperammonaemia. Regular clinical and laboratory tests are required particularly liver function parameters, blood glucose, electrolytes and triglycerides. 

Extravasation

Catheter site should be monitored regularly to identify signs of extravasation. If extravasation occurs, the administration should be stopped immediately, keeping the inserted catheter or cannula in place for immediate management of the patient. If possible, aspiration should be performed through the inserted catheter/ cannula in order to reduce the amount of fluid present in the tissues before removing the catheter/ cannula.
Depending on the extravasated product (including the product(s) being mixed with Oliclinomel, (if applicable) and the stage/extent of any injury, appropriate specific measures should be taken. Options for management may include non-pharmacologic, pharmacologic and/or surgical intervention. If there is any deterioration of the affected area (continued pain, necrosis, ulceration, suspected compartment syndrome), surgery should be consulted immediately.

The extravasation site should be monitored at least every 4 hours during the first 24 hours, then once daily 

The infusion should not be restarted in the same peripheral or central vein.



	Interaction with Other Medicaments and Other Forms of Interaction
	Ceftriaxone must not be co-administered  with calcium-containing IV solutions,  because of the risk of precipitation of ceftriaxone-calcium salt. 
Due to the potassium content of Oliclinomel, special care should be taken in patients treated with potassium- saving diuretics (e.g, amiloride, spironolactone, triamterene) angiotensin converting enzyme (ACE) inhibitors, angiotensin II receptor antagonists or the immunosuppressants tacrolimus or cyclosporine in view of the risk of hyperkalemia.


	Ceftriaxone must not be co-administered simultaneously with intravenous calcium-containing IV solutions, including Oliclinomel, through the same infusion line because of the risk of precipitation of ceftriaxone-calcium salt. 

If the same infusion line is used for sequential administration, the line must be thoroughly flushed between infusions with a compatible fluid (e.g. physiological salt solution) to avoid precipitation
Due to the potassium content of Oliclinomel, special care should be taken in patients treated with potassium-sparing saving diuretics (e.g, amiloride, spironolactone, triamterene) angiotensin converting enzyme (ACE) inhibitors, angiotensin II receptor antagonists or the immunosuppressants tacrolimus and or cyclosporine in view of the risk of hyperkalemia.



	Fertility,   pregnancy and Lactation
	
	

	Adverse events
	At the beginning of the infusion, any abnormal signs or symptoms of an allergic reaction (e.g. sweating, fever, shivering, headache, skin rashes, dyspnoea) should be cause for immediate discontinuation of the infusion
Fat Overload Syndrome (very rare)

Fat overload syndrome has been reported with similar products. Reduced ability to remove the lipids contained in OliClinomel 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. and is characterised by: hyperlipidaemia, fever, liver fatty infiltration, hepatomegaly, anaemia, leucopaenia, thrombocytopaenia, coagulation disorders, and coma requiring hospitalization. These symptoms are reversible when the lipid emulsion infusion is stopped.

Pediatric population

Thrombocytopenia has been reported in children receiving lipid infusions.


	At the beginning of the infusion, any abnormal signs or symptoms of an allergic reaction (e.g. sweating, fever, shivering, headache, skin rashes, dyspnoea, bronchospasm) should be cause for immediate discontinuation of the infusion.
IMMUNE SYSTEM DISORDERS

Hypersensitivity

commonb
Bronchospasm (as part of allergic reaction)

Not known c
General Disorders & Administratin site Conditions 

Necrosis/ulcer

Not known

Fat Overload Syndrome (very rare)

Fat overload syndrome has been reported with similar products. This may be caused by inappropriate administration (e.g. overdose and/or infusion rate higher than recommended; 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. The reduced or limited ability to metabolize the lipids contained in OliClinomel, accompanied by prolonged plasma clearance may result in a "fat overload syndrome".  
This syndrome is associated with a sudden deterioration in the patient's clinical condition and is characterised by findings such as hyperlipidaemia, fever, liver fatty infiltration (hepatomegaly), deteriorating liver function, anaemia, leucopoenia, thrombocytopenia, coagulation disorders, and central nervous system manifestations (e.g. coma), requiring hospitalization. The syndrome is  usually reversible when the infusion of the lipid emulsion is stopped.
Fat overload syndrome has been reported with similar products. Reduced ability to remove the lipids contained in OliClinomel 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. and is characterised by: hyperlipidaemia, fever, liver fatty infiltration, hepatomegaly, anaemia, leucopaenia, thrombocytopaenia, coagulation disorders, and coma requiring hospitalization. These symptoms are 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.



	Overdosage
	A reduced ability to remove lipids may result in a fat overload syndrome, the effects of which are usually reversible after the lipid infusion is stopped (see also section 4.8.).


	The reduced or limited ability to metabolize lipids may result in a "fat overload syndrome", the results of which are usually reversible after the infusion of the lipid emulsion is stopped (see also section 4.8)

A reduced ability to remove lipids may result in a fat overload syndrome, the effects of which are usually reversible after the lipid infusion is stopped (see also section 4.8.).



	Incompatibilties
	Do not add other medicinal products  or substances to any components of the bag  or to the reconstituted emulsion without first confirming their compatibility and the stability of the resulting preparation (in particular the stability of the lipid emulsion 
Incompatibilities may be produced for example by excessive acidity (low pH) or inappropriate content of divalent cations (Ca2+ and Mg2+), which may destabilise the lipid emulsion.

Calcium-containing IV solutions such as Oliclinomel must not be co-administered with ceftriaxone. (See section 4.5)


	Do not add other medicinal products  or substances to any components of the bag  or to the reconstituted emulsion without first confirming their compatibility and the stability of the resulting preparation (in particular the stability of the lipid emulsion or formation of precipitates) (see section 6.6). 

As with any parenteral nutrition admixture, calcium and phosphate ratios must be considered. Excess addition of calcium and phosphate, especially in the form of mineral salts, may result in formation of calcium phosphate precipitates

Incompatibilities may be produced for example by excessive acidity (low pH) or inappropriate content of divalent cations (Ca2+ and Mg2+), which may destabilise the lipid emulsion.

Ceftriaxone must not be administered simultaneously with intravenous calcium-containing solutions, including Oliclinomel, through the same infusion line because of the risk of precipitation of ceftriaxone-calcium salt (see section 4.5)

Calcium-containing IV solutions such as Oliclinomel must not be co-administered with ceftriaxone. (See section 4.5)

Oliclinomel N7-1000E contains calcium ions which pose additional risk of coagulation precipitates in citrate anticoagulated/preserved blood or components




