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injury during abdominal and
pelvic surgery is key to limiting
the risk of complications.®

In case of suspicion, confirm your
diagnosis intraoperatively with
Indigo carmine Provingo®.@

This medicinal product is for diagnostic use only.

Indigo carmine Provingo®is indicated for the intra-operative
detection of suspected ureteral injuries during abdominal
and pelvic surgery.?
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> Diagnostic colouration

with indigo carmine

latrogenic injury may be noticed during
the primary procedure, when intravenous
dye (e.g. indigo carmine) is injected to

Acute
kidney
failure
Nephrostomy
European
Association
of Urology

Ligation or kinking with a suture
Crushing from a clamp

Partial or complete transection
Thermal injury

Ischaemia from devascularisation

* Breakdown of ureteral injuries by surgical speciality ©

exclude ureteral injury®

Effectiveness of the carmine indigo test,
with a specificity >99% @

Prevention of severe complications
avoiding delays in diagnosis

Immediate management of the
identified ureteral injuries @

Colouration of urine (in dark blue)
within 4 to 9 minutes after the
injection

|dentification of the ureter tracks

Confirming the ureteral patency
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there is no room for doubt

This medicinal product is for diagnostic use only. Indigo carmine Provingo® is indicated for the intra-operative
detection of suspected ureteral injuries during abdominal and pelvic surgery.®

Sterile solution for IV injection Purity of indigo carmine = 97.5%

Slow intravenous injection under monitoring
of arterial pressure and heart rate
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Intense colouration of urine within 4to 9 min
. o o e ) 40 mg/5 mL
High sensitivity and specificity of the test with indigo carmine

(89.2% and 99.7% respectively)

Indigo carmine

Provingo®
40 mg/5 mL
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Significant impact on the diagnostic process >ampoules of 5 mL

(PPV of 86.7% and NPV of 99.7% in a population with an incidence
of ureteral lesions of 2.3%)

Shelf life: 3 years

PPV = Positive predictive value / NPV = Negative predictive value

Safety information @:

Contraindications: Hypersensitivity to the active substance or to any of the excipients.

Undesirable effects: The most common adverse reactions of indigo carmine are mainly related to its alpha-adrenergic activity and are of cardiovascular origin @ Very common (> 1/10) : Hypertension (transient) and

bradycardia, especially in patients under general anaesthesia or under spinal anaesthesia @ Other idiosyncratic reactions such as changes in blood pressure or heart rate or anaphylactoid reactions have also been described.
Serious adverse reactions of indigo carmine are very rare.

Special warnings and precautions for use: The use of a filter is recommended at the time of intravenous administration. It is necessary to monitor heart rate and blood pressure during and
a few minutes after the injection. Intravenous injection should be stopped if the following symptoms occur: bradycardia, tachycardia, hypotension, hypertension, rash or erythema, respiratory
symptoms such as dyspnea or bronchospasm Indigo carmine Provingo should not be used in patients with clearance of creatinine < 10 mL/min (onset in urines may be delayed for several
minutes) Indigo carmine may interfere with pulse oxymetric methods A discolouration of urine may be observed following administration of indigo carmine. Indigo carmine should be
used with caution in case of: concomitant use of medicines inducing bradycardia, heart rate and conduction disorders, high blood pressure, low heart rate, coronary disorders due to its peripheral
vasoconstrictor effect. © The use of indigo carmine should be avoided in patients with: uncontrolled heart failure, history of allergic reactions, hemodynamic instability.

Pregnancy: Indigo carmine Provingo is not recommended during pregnancy and in women of childbearing potential not using contraception.
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Breast-feeding: A risk to the newborns/infants cannot be excluded. A decision must be made whether to discontinue breast-feeding or to discontinue/abstain from indigo carmine ¢ ACT TO IMPROVE LIFE
therapy taking into account the benefit of breast-feeding for the child and the benefit of therapy for the woman. PROVEPHARM
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For complete information, please consult the Summary of Product Characteristics. \\n.—"'
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40 mg/5 mL

Indigo carmine,

Provingo®
40 mg/5 mL
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40 mg ampoule of indigo carmine (indigotine)
diluted in 5 ml of water for injection

> |n practice

Slow IV injection @ Recommended initial A second ampoule may
dose:Tampoule of 5mL @ be injected 20 to 30
minutes after the first
injection if necessary ?

> Distributor and contact

@ 120 Kifisias av. ,
151 25 Marousi
Tel 210-6194170
a V.I.PHARMA mail: info@avipharma.gr
INTERNATIONAL s.a.
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