For the use of an Anaesthesiologist attached to H
Propofol Intravenous |
I PROVIVE 1%

Is, tnstitutions and Nursing homes only.
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NAME OF THE MEDICINAL PRODUCT

1%

injection

QUALITATIVE AND QUANTITATIVE COMPOSITION

Propofol 10mg/m
PHARMACEUTICAL FORM

Emulsionforinjection orintusion:
White aqueous isotonic oil-in-water emulsion.

Therapeutic indications

PROVIVE™ 1% is a short-acting intravenous ansesthetic agent suitable for induction and
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A. Aduits
To pvm sedation for surgical and diagnostic procedures, rates of administration should be
jualised and titrated to clinical response.
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When PROVIVE™ 1% is used for sedation the rate of infusion should be reduced. Patients of ASA
2 s

C. Chidren
PROVIVE™ 1% is ot recommended for sedation in children, as safety and efficacy have not been
demonstrated.

+  Administration

PROVIVE™ 1% has no anaigesic properties and therekors supplementary analgesic agents are
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i fort tion and must be used
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total dose required can be reduced by lower rates of administration (2 to 5 mimin [20 to 50 wini hours ofpreparaton.
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infusion must be taken into account when deciding the maximum amount of PROVIVE™ 1% in the
burette.

m Tor Induction of anzesthesia. Under this age the requirement may be more. Lower dosage 1S

*  Maintenance of General Anaesthesia
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1% may be administered via a Y-piece close to the injection site into infusions of the

E 5% Intravenous Infusion B.P.
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Patients of ASA grades 3 and 4 will require further reductions in dose and dose rate. Rapid bolus ot for
administration (single or repeated) should not be used in the elderly as this may lead to PVCbagsitis recommended that
cardiorespiratory depression. the bag should be fulland that the
dilution be preparedby
C. Chidren withdrawing a volume of infusion
fluidand replacing twithan
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A. Adults preparation.
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For sedation during intensive care it is advised that 1% should be by intravenous connector. connector closeto
i i i inmost connector. infusion theinjectionsite.
tients 2 dosage of 0.3 - 4 mg/kg/h of PROVIVE™ 1% (See Sodiumchioride  Asabove Asabove
Special for use). 1% is ot indicated for sedation in intensive 0.9% intravenous
younger indi 1%may infusion
with 5% D *“Dilution and C Dextrose4%with  Asabove Asabove
Itis recommended that blood lipid levels be monitored should PROVIVE™ 1% be administered to sodiumchioride
patients thought to be at particular risk of fat overioad. Administration of PROVIVE™ 1% should be 0.18% intravenous
. infusion
order o VET™1% 1.0miof W‘
PROVIVE™ 1% contains approximately 0. g of fat. PROVIVE™ 1% is contraindicated in patients with a known hypersensitivity to propofol or any of the
A 1% is contraindicated for sedation in intensive care of patients of 16 years of age ot
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Patientsof ASA  orsoya.
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C. Children | g
PROVIVE™ 1% is contraindicated for the sedation of ventilated children aged 16 years or younger itored and facilies for

receiving intensive care.
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maintenance of a patient airway, artificial ventilation, oxygen enrichment and other resusciative



4 i die He 0 ¥

When PROVIVE™ 1% is administered for sedation for surgical and diagnostic procedures patients
should be continually monitored for early signs of hypotension, airway obstruction and cxygen

connective tissue disorders:
desaturation. Gastrointestinal disorders: Pancreatiis
As with other sedative agents, when PROVIVE™ 1% is used for sedation during operaive I Injury, poi Post 4
As with and sedative agents, patients shouid be instructed to avoid prokcegied scminiskaton
alcohol before and for atleast 8 hours after administration Of PROVIVE™ 1%.
PROVIVE™ 1% should be used with caution when used to sedate patients undergoing some bronchospasm,
procedures where 3 are such as ophthalmic i erythema and hypotension
surgery. e
As with other disorders:
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During induction of anaesthesia, hypotension and transient apnoea may occur depending on the  doses greaterthan 4 mg/kg/hr for ICU sedation.
Pulmonary oedema, ion, asystole, ¢ and ions, have been reported. in
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anaesthesia. Very rarely the use of PROVIVE™ 1% may be
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Reports from off-label use of PROVIVE™ 1% for induction of anaesthesia in neonates indicates that
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The risk of relative vagal overactivty may be increased because PROVIVE™ 1% lacks vagolytic
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% 6-diisopropyiphenl) is a short-acling general anassthelic agent with a rapid onset of
Recovery is usually rapid. ism of

Similarly very

In general, falls in mean arterial blood pressure and slight changes in heart rate are observed when
1% is i for induction and maintenance of anaesthesia. However, the

inadults
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decreasing tching to ar
aternative sedative at he first sign of occurrnce of symptoms. Patients with rased ICP should bo
given appropriate treatment to support the cerebral perfusion pressure during these treatment
modifications.

Additional Precautions S——
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nausea and vomiting.
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ametic potential of propofol.
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PROVIVE™ 1% contains no antimicrobial preservatives and supports growth of
When PROVIVE™ 1% s o be aspirated, nmmmmmm-mﬁmu”

without delay. Asepsis must be maintained for both PROVIVE™ 1% and infusion equipment
throughout the infusion period. Any drugs or fluids added to the PROVIVE™ 1% iine must be
administered close o the cannula site. PROVIVE™ 1% must not be administered via a
microbi fiiter.

can be described by a MWMMWWMMWWZU‘
minutes), rapid elimination (half-ife 30 to 60 minutes), and a siower final phass, representative of
body clearance
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body (total
Foruseinlong Clearance occurs by metabolic processes, mainly in the iiver, to form inactive
o When PROVIVE™ 1% is used o maintain blood i
approach the steady-state value for the given rate. The are linear
1%
PROVIVE 1%
used premedicants, nmmwmmmmmmmm Preciinical safety data
Lower doses of PROVIVE™ 1% may be
‘The concurrent ovource“’ such as pr rugs, inhalation
agents, i depr
Listo
smﬁouusp
Pregnancy and lactation Glycerol USP
EggLecitin
Pt Waterfor Injections 8P
1 1%
* p 1 ‘however, The blocking agents, atracurium and mivacurium should not be given through the
1 flushing.
Obstetrics Shelflife
PROVIVE™ 1
‘Special precautions for storage
Lactation below 25°C.Donot freeze.
Safety to the
arebreast-feeding. a) Glass Vialof 10mi, 20mi & 50mL.
b)Type! Bottie of 100mi
Patients should be advised that performance at skilled tasks, such as driving and operating In-use precautions
machinery, i Containers shouid be shaken before use.
Undesirable effects than
General 5%
reported ADRs are side effects of an anaesthetic agent, such as  PROVIVE™1 imited.
hypotension. Given the nature of anaesthesia and those patients recaiving intensive care, events
reported in association anaesthesia and intensive care may also be related to the procedures Date of revision : 25/06/2007

being undertaken or the recipient's condition.
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