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Box with 5 vials with 20 mL - Injectable Emulsion
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Prigadef - Propofol with EDTA
Propofol is the most
widely used intravenous
anesthetic agent in
operating rooms and
one of the safest in
Intensive Care
sedations.

Emulsion
200 mg / 20 mL
Injectable
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For intravenous
anesthesia

Prigadef - Propofol

Formula:
The vial contains:
Propofol 200 mg
Excipient q.s. 20 mL

Main advantages of Prigadef

®

With particle size much smaller than the particle size
required in the product monograph.

®
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Prigadef® is presented in a vial, which allows the anesthesiologist to retrieve the appropriate amount for the
induction and maintenance of anesthesia.
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The presentation in a vial guarantees that the emulsion is
protected from external bacterial contamination.

Prigadef® vial, guarantees that NO glass fragments are
generated and potentially administered to the patient (as
occurs with ampoules).

Volume (%)

Prigadef® contains EDTA which prevents early contamination.
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Prigadef® has a particle size much smaller than the required particle size in the product monograph.
Monograph specification:
Micellar mean diameter less than 500 nm or 0.5 microns.
Prigadef® diameter: Less than 250 nm.

Contains EDTA
that prevents early contamination
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Reg. No. 134M2020 SSA IV - This drug is for hospital use only - Contains EDTA

Clinical properties in Neuroanesthesia
Reduces cerebral blood flow

Quick anesthetic recovery

Reduces intracranial pressure

Reduces postoperative nausea and vomiting

Inhibits the release of glutamate

Anticonvulsant

Brain self-regulation

Does not interfere with evoked potentials
(intraoperative neuromonitoring)

Neuroprotection
Maintains CO2 sensitivity

Relationship with
Immunology
Protects perioperative
immunosuppression
Improves the antitumor
effect of some molecular compounds
or chemotherapeutic drugs
Lower inflammatory response
than volatile agents
Induce apoptosis and inhibit
cancer cell growth

Advantages of total
intravenous anesthesia in
Cancer Patients
Improves recurrence-free survival and
overall survival of patients undergoing
cancer surgery

Decreased metabolic consumption
of brain O2
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Prigadef - Propofol

with EDTA

200 mg / 20 mL
Box with 5 vials with 20 mL - Injectable Emulsion
INSTRUCTIONS FOR ITS APPLICATION AND USE:
When PROPOFOL is withdrawn from the vial, it should be taken aseptically in a sterile syringe and
administered immediately.
When an infusion device is used, it must be handled aseptically during the infusion period. Any other
medication or liquid added to the PROPOFOL line should be administered near the infusion-skin insertion site. PROPOFOL should not be administered through a microbiological filter.
According to the standards established for other lipid emulsions, a single infusion of PROPOFOL should
not exceed 12 hours.
At the end of the procedure or at 12 hours, whichever occurs first, the used syringe and / or equipment
as well as any excess PROPOFOL should be discarded and replaced appropriately.
PROPOFOL must be administered by personnel trained in anesthesia.
Patients must be monitored at all times, the necessary facilities and equipment must be available to
maintain a clear airway, including artificial ventilation, oxygen enrichment, and resuscitation equipment,
if necessary.
PRECAUTIONS AND CONTRAINDICATIONS:
PROPOFOL is contraindicated in patients with known hypersensitivity to the active ingredient or to
any of its excipients, in the sedation of children under 3 years of age with severe viral infections of the
respiratory tract who are receiving intensive care and in the sedation of children of all ages with croup or
epiglottitis who are in intensive care. PROPOFOL should not be used for obstetric anesthesia.
When PROPOFOL is administered for conscious sedation in diagnostic and surgical procedures, patients should be continuously monitored for early signs of hypotension, airway obstruction and oxygen
desaturation.
As with other sedative agents, when PROPOFOL is used for sedation during surgical procedures, the
patient may present involuntary movements; during surgical procedures that require immobility, these
movements can be dangerous for the procedure and the patient.
When PROPOFOL is administered to an epileptic patient there may be a risk of seizure.
As in the case of other intravenous anesthetic agents, precautions should be taken in patients with
heart, respiratory, renal or hepatic insufficiency and in debilitated or hypovolemic patients. PROPOFOL
lacks vagolytic activity and has been associated with bradycardia (occasionally deep) and with asystole.
Intravenous administration of an anticholinergic agent should be considered prior to induction or during
maintenance of anesthesia, especially in situations where vagal tone predominates or when PROPOFOL
is used in conjunction with other agents that may cause bradycardia. Special care should be taken in
patients with a fat metabolism problem and in other conditions where special care is granted for lipid
emulsions.
It is recommended that the level of blood lipids be monitored when PROPOFOL is to be administered to
patients who may present particular risks of lipid overload, in this case the administration of PROPOFOL
should be adjusted appropriately if the patient’s results indicate that its metabolic rate of fat processing
is abnormal. If the patient is receiving some other intravenous lipid at the same time, the amount should

be reduced, taking into account the lipids contained in the emulsion: 1.0 mL of PROPOFOL contains
approximately 0.1 g of lipids.
PROPOFOL is not recommended for use in neonates to induce and maintain anesthesia. Usage data
indicate that if the pediatric dosing scheme is applied to neonates, a relative overdose could occur and
lead to cardiorespiratory depression.
There are no data to support the use of PROPOFOL for sedation in preterm infants who are in intensive
care.
EDTA is a chelator of metal ions, including zinc. The need for supplemental zinc should be considered
during prolonged administration of very high doses of PROPOFOL which are usually never particularly
indicated in patients who are predisposed to zinc deficiency, such as those with severe burns, diarrhea
and / or sepsis.
Effect on the ability to drive or operate machinery: Patients performing skill tasks, such as driving and
operating machinery, should be advised that their performance may be affected for some time after
they have been subjected to general anesthesia.
DOSIS:
Administration: Since PROPOFOL does not have analgesic effects, it will be necessary to supplement in
some anesthetic procedures with analgesia and / or supplementary analgesics.
PROPOFOL has been used in association with locoregional techniques such as spinal and epidural anesthesia, combined with the most common premedication drugs, with neuromuscular blocking agents,
with inhalation anesthetics and with analgesic drugs; no pharmacological incompatibilities have been
found. Low doses of PROPOFOL may be required when used in conjunction with regional anesthetic
techniques.
PROPOFOL can be used undiluted, using plastic syringes or glass infusion bottles. When using undiluted
PROPOFOL for maintenance of anesthesia, it is recommended that equipment such as pump syringes
or volumetric infusion pumps always be used to control the infusion rate.
PROPOFOL can be diluted with 5% dextrose for intravenous infusion only, in PVC infusion bags or glass
infusion bottles. The dilution should not be greater than one in five (2 mg propofol / mL) and must
be prepared aseptically immediately before administration. This dilution is stable for up to six hours.
This dilution can be used with various infusion control techniques, but administration alone without
other control will not avoid the risk of accidental, uncontrolled infusion of large volumes of diluted
PROPOFOL.
A burette, drip counter, volumetric pump or infusion pump should always be included and the risk of
uncontrolled infusion should be kept in mind when deciding the maximum amount of dilution to use in
the burette. PROPOFOL can be administered through a “Y” connector piece or a 3-way stopcock close
to the infusion site, in intravenous infusions of 5% dextrose, 0.9% sodium chloride, or 4% dextrose with
0.18% sodium chloride.
To reduce pain in the initial injection of PROPOFOL used for induction, it can be combined with lidocaine, in a proportion of 20 parts of PROPOFOL up to one part of lidocaine 0.5 or 1% immediately before
administration.
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