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ClinOleic® 20%, emulsion for intravenous infusion

Contains: 22994 49907 P oV

Composition per 100 ml

20.00 G .uuuveiieeeeiireee e Refined olive oil and refined soybean oil*

0 I - U corresponding to a content of essential fatty acids

* Mixture of refined olive oil (approximately 80%) and refined soybean oil (approximately 20%)
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Source of lipids during parenteral nutrition in situations where oral or enteral feeding is
impossible, insufficient or contra-indicated.
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4.3. Contra-indications

The use of ClinOleic is contra-indicated in the following sitnations:

- hypersensitivity to egg protein, sova protein or peanut protein or to any of the active substances or
excipients

- severe hvpetlipidaemiadyshpidensia and severe disorders of lipid nencemectedmetabolism diserders
including lactic acidesischaracterised by hvpertriglvceridemia. Lipoid nephrosis and acute
pancreatitis if accompanied by hyperlipaemiauncompensated diabetes.

4.4. Special warnings and precautions for use
WARNINGS

[..]

Patients at risk of refeeding syndrome include those with anorexia nervosa. chronic malnutrition
{dueto age or carcinoma). chronic alcoholism. prolonged fasting, or postoperative patients.

Baxter has not performed anv compatibility studies of additions made directly to the ClinOleic 20%
emulsion container. Destabilization of the lipid emulsion may result from such additions. If
admixture into the ClinOleic 20% emulsion container is deemed necessary, insure that additives are
compatible with the emulsion. Anv additions to the container should be performed under strict
aseptic conditions.

PRECAUTIONS

Eeg&eab&&a—@s&d—e&]’a:emeral Nutrition Associated Liver Diseases (PNALD) including cholestasis,
hepatic steatosis, fibrosis and cirrhosis, pnssﬂ:l}r leading to hepauc failure, as well as cholecystitis and
cholelithiasis are known to develop in some patients on parenteral nutrition. The etiology of these disorders
isa thought to be multifactorial and may differ between patients. Patients developing abnormal laboratory
parameters or other signs of hepatobiliary disorders should be assessed earlv by a clinician knowledgeable in
liver diseases in order to identify possible causative and contributorv factors, and possible therapeutic and
prophvlactic interventions.

Light exposure of solutions for intravenous parenteral nutrition, especially after admixture with trace
elements and/or vitamins, mav have adverse effects on clinical outcome in neonates, due to generation of
peroxides and other degradation products. When used in neonates and children below 2 vears, ClinOleic 20%

should be protected from light until administration is completed (see sections 6.3 and 6.6). UPsein paediatic
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4.8. Undesirable effects
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Clinical Trial and Post-Marketing Adverse Drug Reactions Reported for ClinOleic 20%

BLOOD AND LYMPHATIC Leukopaenia Uncommeon
SYSTEM DISORDERS Thrombocytopaenia Unknown
IMMUNE SYSTEM DISORDERS | Hypersensitivity Unknown
Hyvperglvcaemia Common
METABOLISM AND NUTRITION : .
DISORDERS Hvpoproteinaemia Common
Hyperlipidaemia’ Common
Mean arterial pressure C
ommon
decreased -
VASCULAR DISORDERS Circulatory collapse Uncommon
Hvpotension Uncommon
Hot flush Uncommon
RESPIRATORY, THORACIC AND Dvspno U
MEDIASTINAL DISORDERS yspnosa neommon
Nausea -Vomiting Common
GASTROINTESTINAL Abdominal distension Common
DISORDERS Abdominal pain Uncommon
Epigastric discomfort Uncommon
T e
Cholestasis Common
Cvtolytic hepatitis Uncommeon
HEPATOBILIARY DISORDERS —
Cholecystitis Unknown

Cholelithiasis Unknown
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SEIN AND SUBCUTANEOUS . .
DISORDERS Ustiearia_Pruritus Unknown
GENEERAL DISORDERS AND
ADMINISTRATION SITE Chills Uncommonknews
CONDITIONS
Mlean-arterial presoure decreasad
Bilbsbin contugatedinersaced Common
Blood bilirubin increased®*
INVESTIGATIONS Lin'I fu]lctiﬂn test abnclnna.l:: Common
IHeia&HePancreahc enzyme Uncommon
increased
Blood triglvcerides increased Common
ol ized zat
decreased

Fat overload svndrome (very rare): see section 4.4 for more information.
During long-term parenteral nutrition, the following adverse reactions have been gbserved:

- increase of alkaline phosphatase, transaminases and bilirubin,

- rarelv: hepatomegalv and icterus.

- moderate thrombocytopenia Ea

6.3. Shelf life

The expiry date of the product is indicated on the packaging materials

When used in neonates and children below 2 vears. the solution (in bags and administration sets) should be
protected from light exposure until administration is completed (see sections 4.4 and §.6).
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6.6. Instructions for use / handling and disposal

[..]

d. Administration
For smele use only

After opening the bag, the contents must be used immediatelv. The opened bag mustnever be stored fora
subs equent mfusion. Besetrcesnneat guemgmnglleaead s s

Use of a final filter is recommended during administration of all parenteral nutrition solutions, where
possible.

Do not re-connect aswpartially used-bags,

Do not connect bags in seriesin order to avoid the possibility of air embolism due to air contained in the
primary bag.

Air embolism can result if residual gas in the bag is not fully evacuated prior to administration if the flexible
bagis pressurized to increase flow rates. Use ofa vented intravenous administration set with the vent in the

open position could result in air embolism.

Anv unused product or waste material and all necessarv devices must be discarded.

One litre containers are bulk source containers for pharmacvuse and should not beused for direct
Infravenous infusion.

When used in neonates and children below 2 vears, protect from light exposure, until administration is
completed. Exposure of ClinOleic 20% to ambient licht. especially if admixtures include trace elements and
vitamins, generates peroxides and other degradation products that can bereduced by protection from light
exposure (see sections 4.4 and 6.3).
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