L SAFOL®
Propofol
ACTION
Propofol is a

30 seconds. Recovery from anaesthesia usualy rapid. Tk kvt 13 amm fike all general

anaesthetics, s poorly understood. In general, falls in mean arterial b\nua pressure and slight changes

in heart rate are observed when Safol induction and of

Hovever, the haemadynanic parameres normally remain roltively stabie during maintenance and
untoward depression can occur

following admonisiatio of Sall any efocts ard qualiatvely SITIar 10 thosa of oiner nravenous

anaesthetic agents and are readily manageable in ciical practics. Safol reduces cerebta\ biood flow,

intracranial p The reduction i reater in

patients with an elevated baseline intracranial pressure. Recovery from mﬁssmes\a is usuahy rapid and

clear headed with a low incidence of headache and post-operative nausea and v

In ganera, hero 3 less post operative nausea and varmiing falowing anassthesia ih Sall than

fellwing ansesthesia wih Saol e Jokwingenecsiesi W ralacoalsasnts. Thare b evonce

that this may be relate fomeic effect of propofol. Safol, at jons likely to occur

clinicaly, does not ot e synthesis of adrenocortical oy

Pharmacokinetic Properties

e pmpohﬂ Don::enha)mns following a bolus dosa 2 following the termination of an infusion

pen model. The avery rapid
d;smlmlmn (hall- i z~4 mmuves) followed by rapid ehmma\mn mau e DR s sk i
of popof

P y distributed and rapidly (m
1.5-2 ires/mi mainly in the liver, to i
conjugates of propool and it corresponding quinal, wmm are excretod in urine. When Safol is used

maintain propofe soproach the sioedy siaie
value for the rate. The are linear over the ange
of infusion rates of Safol
INDICATIONS
+ Induct

+ Sedation of ventilated adult patients regeiving intensive care.
- Conscious sedation for surgical and diagnostic procedures.
DOSAGE AND ADMINISTRATION
Supplementary analgesic agents are generally required in adilion to Salol,
Safol has been used in association with spinal and epidural anaesthesia and with i
=4 piSmerikack it W Hi g hlon Il A ke i
has bee: ses of Safol may be veqwsa where
general Bnnesmesla s tsod a5 an aciunot o ragional anass el techniques.
A

indhizon OF Ganeral Ansesthesia

DILUTION AND GO-ADMINISTRATION OF SAFOL WITH OTHER DRUGS OR INFUSION FLUIDS

Co- Addtive or Diuent | Preparation Precattions.
Administration
Technique
Pre-mising Dextrose 5% rt of Safol with up 1o 4 Prapare aseplically

arts
ul Dotiose 5% Inravencus ntsson

fusion bags o glass.
mvusm ot Wnen dided n VG

Intravenous Infusion before
administration. The

ture is stable for up

s racommendad that the bag | 10 6 hours.
shnu\d 15 il and th the dilotion b
ared by withcrawing a volume of
Fision T and teplacig tith an
‘equal volume of
Lignocaine Wix 20 pars of Sl withup 0 1 Prepare mixiure

partof cither 0.5% or 1% Lignocaine
| Hydrochiorida injection

‘aseplically immedately
prior to administration.
s for induction anly.

preseivatives.

ontannjctor | Mix Safol it allentaninjction a Prepare mixiur

{500 microgramiml) | ratio 0f 201 I aseptically; use within &
hours of preparation
Co- Dodrose 5% Co-administer via a Y-piecs eonnectar. | Place the Y-pleea
administiation | Intravenous Infusion | connector close to the
via a Y-piece ; injecton site
conneelor
‘Sodium Ghioride As above As above
0.9% Intravenous.
Intusion
o 4%, vith | As above
Sodium Ghlonde
0.18% Intravenous.
Infusion.
CONTEADICATIONS
Safol is contra-indicaled in patients with a known allergy 1o Propofol .
WARNINGS

by ined i sthesia (o, wh

of patients in Intensive Care). Patients and fac
of a palent ainway, ariificial ventilation, oxygen enrishment and olher resusaitative facilities should be

SR nmes Safol should not be R R P ek e dgl
for surgical and diagnostic

, doctors trained in the care

H

, ainvay ommcueu

Safol may be used to induce anaesthesia by slow infusion. en Safol is admir
patients, it tirated 40 mg every 10 procedures, pelris shoukit continually mwnured for early signs of hypotensi
saconds in an average healthy adult by bolus injection or infusion) tthe respanse of the patient and oxygen desaluration. discharge of

until the clinical signs show the onset of anaesthesia. Most adult patients aged less than 55 years are
likely to require 1.5 10 2.5 mg/kg of Safol .The total dose required can be reduced by lower rates of
Sl (2050 mg/vmm Over ihis age, the requirement will generally be less. In patients of ASA
wer rato 20 mg every 10 seconds).

Weinanes Of Goneral Anaasihasts

‘e maintained by Safol either by
injectians to maintain the depin of anaesihesia required.
Continuous Infusion:
TS

12 mgkgfh usually maintain szms!ac\wry anagsthesia.
Repeat Bolus Injections:
If a technique involving repeat bolus injections is used, increments of 25 mg to 50 mg may be given
according to clinical need.
Sedation During Intensive Care
WG it i o sinfon o vnated st nsive care, its
recommended that Safol be given by s infusion. The infusion rate should be adjust
according to the depth of sedation required b aes n e region ol 0.3 10 4.0 mg/kgh shuuld achieve
salisfaclory sedation.
conmm.s Sedation For Surgical And Diagnostic Procedures
for surgical procedures rales of admini be

mdwldual!sad and titrated to clinical response.
Most patients will require 0.5 t0 1 maikg over 1 105 minutes 1o iniliate sedation. Maintenance of sedation
may be accomplished by litrating Safol infusian to the desired level of sedation -most palients wil require
1.5 10 4.5 mg/kg/. In addiion to the |nlusmn bolus administration of 10 o 20 mg may be used i a rapid
increase in the depth of sedation is requir 3and 4 the rate of
and dosage may need to be reduced.
8. Eidery

infusion or by repeat bolus

rales in the region of 4 to

/2
‘Safol should be tirated againsi the response of the patient. Patients aver the age of 55 years may
require lower doses of Safol for induction of anaesthesia and for conscious sedation for surgical and
diagnostic procedures.

C. Chitdren

Induction Of General Anaesthesia

Safol foruse years of age.

When used to ind sthesia in children, itis be given slowy uniil the
ciinical signs show the onse of anaesthesia. The dose should be adjusted for age andjor weight. Most
pallers over & years of age aro Bl o raquite spooxintly 20 mg/kgm Satfol for induction of

full recovery after general anaesthesia. Very ralely the use of Sail may be associated with he

period of p which may be by an increase
in muscle fone. This may or may rot be preceded by a period of wakefuiness. Altough recovery
i sparlamoocs approp i eae ofan oo pait Sl b s eiiedt il i
inlravenous anaesthetic agents, caution should be applied in patients with cardiac, respimto ry, renal
or hepatic impairment or in hypavalsemxc ated patients. Safol lacks vagolytic activity and has

i radyca o al asyslu!e.
administration of antichalinergic agem s e during maintenance of anesthesia should be
considered, especially in situations where vagal tone is likely 10 predominate or when Safol is used in
conjunction with other agents likely to cause a bradycardia. When Safol is administered to an epileptic
Dol el e usk m ol Appuopaicare stk b9 el i pSUE S i lcrcers
lipid be used cautiously.

et oo lipid leve if Safol is admi patients thought
o be at particular risk of fat overioad. okl of Safol should be adjusted appropriately f the
monitoring indicates that fat s being inadequately cleared from the body. If the patient receiving other
intravenous lipid concurrently, a reduction in quantity should be made in order to take account of the
amount oflipid infused as part of the Safol formu \uﬂun 1.0 ml of Safol contain aunmxlmate\y 01goffat
EDTAs 2 chelator of uld be considered
during prolonged adminisation of Saiol.pariclarly n patiants who are pradisposed 1o 7nc dsficency;
sueh those with bums, diarhoea and/or major sepsis. Pregnancy: Safol shouid not be used in
pregnancy. Safol has been used, however, during termination of pregnancy in the first trimester.
‘Obsletrics: Salol crosses the placenta and may be associated with neonatal depression. It should not
be used for obstetric anaesthesia. Lactation: Safety to the neonate following the use of Safol in mothers
Who are breast-leeding has not been established.

PREGAUTIONS
Safol irnicrobi s f micro- organisms. When Safol is to
be aspirated, il must be drawn asepticaly into a stemle sytinge or giving set immediately after ope nmg
the ampoule or breaking the vial seal. p:

Safol and infusion throughout the infusion period.

‘added to the Safol line must be administered close to the cannua site. Sefolmust 10t be aaministered
via a microbiolagical fiter. Safol and any syringe containing Safol are for use in an individual
patent. n accordance wih esablishod guidclines or other pid emulsions, a sivge infasion f Sail
musl not exeed 12 hours. At the end of the pracedure or at 12 hours, whichever is the sooner, both the
reservoir of Safol and the infusian line must be discarded and replaced as appropriate. Effects O Ability
To Drive And Use Macines: Patients should bo advised tat perormance at klfed acks, such as
driving and operating machinery, may be impaired for general anaesin

aesthesia. Under this age the
aTASA grades 3 and 4.
Malnlenance Of General Anaesthesia

Safol commended for use in chidren less than 8 years of age. Anaesthesia can be maintained
oy administering Safol by infusion of repeat bolus injection (o maintain the depth of anaesthesia
required. The required rate but rates in the region
o1 to 15 mah sually achiove satisfactory anaesthesia.
Conscious Sedation For Surgical And Diagnostic Procedures
Safol is not for sedation in children efficacy have not been demonstrated.
Sedation During Intensive Care
Salol is not recommended for sedation in chidren as safety and efficacy have not been demonstrated.
Although no causal relationship has been established, serious adverse svents (including fataiities)
have been abserved from spontaneous reports of unlicensed use and these events seen most often in
children wilh respiratory tract infections given doses in excess of those recommended for adilts.
O. Administraiion
Safol oan be used fo nfusion undiuted romplasic syringesor gass nusion ottes. When Satol
is undiluted to
Volumetric infusion pumps g a\wiys be used to control infusion rates.
Safol may also be used diluted with 5% Dextrose Inravenous

Satol has been used n association wilh spinal and spcural anaesthesia and wih commonly
i bi K;m; inhalati

- Lowas doses of See may be required where

e iaesona 6 (it ad]unc\ 10 regional anaesmelm techiques.

INCOMPATIBILITIE:

Ssio Shoulnotbe ed prior 1o administration with injections or infusion fluids other than 5%

Dexirose in PYG bags or glass infusion ,bottles o Lignacaine Injection or alfentanil injection in plastic

syringes. The neuromuscular blocking agents, atracurium and mivacurium should not be given through

the same i.v. line as Safol without prior flushing.

SIDE EFFECTS

General: Induction of anaesthesia is generally smooth with minimal evidence of excitation. During

inducion of anaeshesia, hypotension end ransient apnea may ocour EaSm PV e
other agents. Oc require use of and

mﬂuamn of the rate of administration of Sam\ dunng "1 parod of anaesiheto matenance

During the recovery phase, nausea, vomiling and heacache, occur in only a small BT o potn

Thete have been very rare repor

greater than 4 mg/kginr for ICU sedation. Epieptiform movements, inclucing convulsions o

been reported rarely during induction, maintenance and recover

glass infusion bottles. Dilutions, which must not exceed 1 in 5 (2 mg Pmpu«nvmn el proparad
aseplically immediately before administration. The mixture is stable for up 1o 6 hours. The dilution may
be used with a variety of infusion control techniques but a giving set used alone will not avaid the risk
of accidental, uncontrolled infusion of large volumes diluted Safol. A burette, drop counter of volumetric:
pump must be included in the infusion line. The risk of uncontrolled infusion must be taken into account
when deciding the maximum amount of dilution in the burette.

Safol may be administered via a Y-piece close 1o the injestion site, into infusiors of Dextrose 5%
Intravenous Infusion, Sodium Chloride 0.9% Intravenous Infusion Dextrose 4% with Sodium Chioride
0.18% Intravenous In(nsl on

Safol may be premix fentanil allentanil i the ratio

of 201 o 501 vk Mitres ahouidbe prepared using sterile techniqus and usad within § hours of
preparation. To feduce pain on initial injection, Safol used for induction may be mixed wilh L\gneca\n!
[t in pastc oytnge in the raio f 20 parts Sefel with up to one part of either 0.5%

Lignocaine Injection immediately prior to administration.

Rarely, cinical eatures of anaphylaxis, which may inciude sngmedema hrunchuspasm erythema and

hypotension, oceur following Safol There have

been reports of post-operative fever. As with other anacsthelios sexual dlsunh ibition may ocour. Rarely,
urine has been reporte alol. Local: The local

pain, which may occur during the induction phase can be minimized by the use of the larger veins of the

forearm and antecubilal fossa. With Safol local pain can also be minimized by the co-administration of

lignacaine. Thrambosis and phiebilis are rare. Accidental ciinical extravasation and animal studies show

minimal tissue reaction. Intra-arterial injection in animals did not induce local fissue effects.

OVERDOSAGE

Accidental averdosage is likely 1o cause cardiorespiratory depression. Respiratory depression should

be treated by arfficial ventiation with oxygen. Cardiovaseular depression may require lowering of the

patient’s head and, if severe, use of plasma expanders and pressor agents.

PRESENTATIONS

Vias.

SAFOL 1% Injostion 20 mi :

SAFOL 1% Injection 50 ml :

10 mg of Propofol £ 1 ml
10 mg of Propofol /1 ml
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Manufactured by:
'DONGKOOK PHARM. CO., LTD. Korea
Dnalma\,lﬂnhn ‘s0ld the medicament.
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Keep medicament out of the reach of children

ﬂﬂ FIKMA Pharmaceutiais, AmmanJordan

Do ¢ u
- Do not repeal the same prescription witnout consuling your doctor.
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