FRODUCT INFORMATION
LIPIODOL ULTRA-FLUID

solution for injection

NAME OF THE MEDICINE

LiﬁiodolUIb‘thid.-iBDmgMnL,soiulionbrir@acﬁmh;miodhahd.mnmiur—sohbla

contrast agent.

DESCRIPTION

Lipiodol Ultra Fluid is for diagnostic use only.

Itis an opaque medium for use in certain radiological investigations, where it is desired
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hysterosalpingography) absorption is relatively rapid.

LipiodolUI&aFMdisadean.MQ&tpaieyelhw,Mniinaghssanwﬂa,Eam

ampoule contains 10mLufﬂ|em,ewmnfbdbedhﬂyaﬁds0fmsm

oil comesponding to an iodine content of 480 mg/mL. It does not contain any excipient.

Viscosity at 15°C: 70 cP (centipoises);

Viscosity at 37°C: 25 cP;

Relative density at 15°C: 1.280;

ATC code: VOSBADO1 (V:other)

INDICATIONS

Hysterosalpingography; lymphangiography; urethrography; radiography of the seminal

vesicles, Vas deferens and epididymis; nasal sinuses Tfor which purpose diluionto =
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advised); dacryocystography; sialography and the exploration of sinuses, fistulae, stc.
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empyema cavities.

CONTRAINDICATIONS

-mﬁﬁmmum Ultra Fluid (ethyl esters of iodised fatty acids of poppy

oil

* Lipiodol Ultra Fluid is itable for bronchography -

* Recent haemorrhage in the region of investigation ¥¥2ow_A—

* Hysterosalpingography during pregnancy or acute pelvic inflammatio.-
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idiosyncrasy before the administraton of Lipiodol Ultra Fluid in other than small
amounts. Simplemdm!fableteshsnanbeeﬂmdbypanhgmareaufhslﬁn
wihbdinesduﬁmorhygiﬁngpmmniodhuanyforafewdays.bdiun
occurs more frequently with Lipiodol Ultra Fiuid than with organic salts of iodine.
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* Lipiodol Ultra adninisteraﬂbyhtram-ialwhnvsmﬂemn.
PRECAUTIONS

Hypersensitivity

There is a risk of hypersensitivity regardless of the dose administered.
N!nmimmmntastagenlsmnbadmnﬁnnrmmjnrhwaiwﬂymmns.
which can be life threatening. They can be immediate (occurring within 60 minutes) or
delayed (not occurring until up to 7 days later). Anaphylactic reactions are immediate
and can be fatal.

Theﬁﬂ,nlu—-:.-'n- i means that tha 1 ded for.

resuscitation must be immediately at hand.
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Lipiodol Ultra Fluid or who have a history of iodine hyg itivity are at i risk
of another ion on re-administrati of the product (see CONTRAINDICATIONS).
The injection of this medicine may aggravate ofapr isting In
tients whose asthma is not d by treatment, the decision to administer
Lipiodol Ultra Fluid requires careful prior review of the risk/benefit ratio, Aﬁ'\
Lymphography -
Pu#nmaryembdismnmursinmenwjmﬂydpaﬁemsundemdngwmmphym
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pulmonary capillaries. Evidence of such embolization is infreq t, usually i i
Mmmmammmmmmdanmm.
For this reason, the doses should be adj or the inati lled in pati

P g y function, iorespi y insufficiency or
pre-existing right cardiac overioad, particularty if the patient is elderly. Patients should
be wamed about the possible signs of pulmonary embolism and to contact their doctor
or hospital if any symptoms emerge.

Thyroid

lodinated contrast media can affect thyroid function because of the free iodine content
and can cause hyperthyroidism in predisposed patients. Patients at risk are those with
latent hyperthyroidism and those presenting with functional thyroid autonomy. lodism
occurs more frequently with Lipiedol Ultra Fluid than with water soluble organic iodine
Lymphography saturates the thyroid with iodine for several months and any thyroid
function tests should therefore be conducted prior to the radiological examination.

Use in pregnancy
The safety of Lipiodol Ultra Fluid during pregnancy has not been demonstrated and
therefore should only be used in pregnancy if absolutely necessary and under strict
medical supervision.
it must not be used for hysterosalpingography when pregnancy is suspected or
confirmed.
Miscellaneous
The injection of Lipiodol Ultra Fluid into certain fistulae shouid be conducted with great
care in order to avoid p jon of lar ch is and the possibility of oil emboli.
Care should be taken not to inject the product into an area affected by haemorrhage or
trauma.
Lipiodol Ultra Fluid has been shown to dissolve polystyrene. Dvspaaabie syringes
made from the latter must not be used. The product should be administered using a
glass syringe.
INTERACTIONS WITH OTHER MEDICINES

Combinations to be taken into account

* Beta blockers, vasoactive substances, angiotensin-converting enzyme inhibitors,

angioter [
These medicines reduce the effecti of the cardi lar mechani that
comp for blood-p disturbances.

* Interleukin Il (IV)
There is an increased risk of reaction to contrast media in the event of recent -
interleukin || administration (IV route): skin rash or more rarely hypotension, oliguria
or even renal failure.

Interfs with diag ic tests
As Lipiodol UmaFMhmsinmebocybrmﬂmm.mmofmymid
diagrmﬁcmmybeimmforuptaZyearsaﬂaMmhogmphy

ADVERSE EFFECTS

Severe allergic reactions have occurred in pati with a hy itivity to iodine so

adrenaline and oxygen should be available at the time of administration and the patient
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Post marketing adverse effects
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frequency using the foll ] gones: very (=1/10), common (=1/100 to

1<1/10), uncommon (=1/1000 to 1<1/100), rare (>1/10,000 to <1/1000), very rare

(=1/10,000), not known (cannot be esti d from the ilable data).

System organ class Frequency: Ady

Immune system disorders Unknown: hyp itivity, hylactic reaction,
anaphylactoid reacti

Endocrine disorders Unknown: hypothyroidism, hyperthyroidism,

Nervous system disorders Unknown: cerebral embolism

Eye disorders Unk : retinal vein thromb

Vascular d Unknown: Lymg 299

Respiratory, thoracic and Unknown: 1 3

e pulmonary embolism, dyspnoea, cough

= = el O - : iting, diarh

Hi i y disorders U : hepatic vein th

General disorders and Unknown: , fever, pail

DOSAGE AND ADMINISTRATION
Foradnirisﬁﬁonviaawihﬂegmsyrmandmuabymmjwﬁmnr
cannulation,
.Aﬂermeacﬁ'rinistaﬁondwuhaﬁuid.mepaﬁemmmbekeplmder
observation for at least 30 minutes.
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Care is needed to avoid the risk of venous intravasation. ‘The injection must therefore
mlbenndeaifnrduhgﬂnﬁ'stf&wdaysﬂramemhﬂpﬁoduhmmdays
before a menstrual period is due. When the injection is made by means of a cannula,
direct trauma to the uterine mucosa must be avoided. Excessive pressure should not
be used in making the injection, which should be avoided entirely when the
endometrium and the cervix have been ity subj 1o surgical trauma.

On of the disad ges and potential dangers (very rare ir of oil
emboli and iodism) associated with the use of Lipiodol Ulira Fiuid in hysterosalpingography,
etc, many radiclogists prefer to use water soluble contrast agents.
Lymphangiography

The lymph vessels should first be rendered visible with a subcutaneous injection of
Patent Blue V. Lipiodol Ultra Fluid is then injecied by means of an automatic infusion
machine at a rate of 1 mL every ten minutes. The usual dosage to visualize the
lymphatic system of the leg in the adult patient is 8 mL; in the arm, 3 to 4 mL is usually
adequate to show the axillary glands. For bilateral examinations a total of 15 mL usually
gives adequate filling of inguinal, iliac and para-aortic glands. In children, dosage is
reduced according to bodyweight using approximately 0.25 mLikg.

The procedure is usually caried out under local analgesia. Exposures are made at the
end of the infusion; further films are taken 24 and 48 hours later.

The lymph glands retain Lipiodol Ultra Fluid for weeks or and changs
in their app e may be fi by serial radiographs for example, after a course
of chemo- or radiotherapy.

Elderly

The product should be administered with caution in patients over 65 years presenting
with underlying pathologies of the cardi a iratory or gical system. *
In eiderly patients with cardiorespiratory failure, the dose should be adapted or the

i itself lled, since a portion of the will temporarily embolize the
pulmonary capillanies.
OVERDOSAGE
Overdese may lead to respiratory, cardiac or ¥ which can pc hy
mw.mmmththo‘ﬁm _

Sites performing contrast medi i < must be equipped with ines and
Contact the Poisons Information Centre on 131126 for management of overdose.
rmmnﬂoummmm

Presentation y
Lipiodol Ultra Fluid is a clean, bright pale yellow, sterile ol in a 10 mL Type Iglass
Pack size of 1.

Storage

Store below 25°C, mmmnmmmmwmmm

in colour (approximately the colour of a 1% solution of p . h ), it should
not be used.

POISON SCHEDULE OF THE MEDICINE B
Unscheduled. -
DATE OF MOST RECENT AMENDMENT

14 September 2012
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