DORMIFOR’
Propofol 1%

Arwan

1- Actions and clinical pharmacology
Dormitor inthe inducton and e

sedation.

The dr
agents. Intravenous injection 3

The phermacokinatc pmﬂe of ropofol can be described by 8 -campattment apen sl Afte s sigle bolus dose, there
from blood 1.8108.3 min)

Dormior s aso ncates o paeiaric anesnesia n chidren 3 yearsof age and olde
Conscious sedation for surgicaland diagnosti procec

ahon admintored L. 35 drecied, can be | s 10t and mainiin secaon n conuncion wih
focairegona anestiosiain patonts ndergong surgcal procecure

rocadurss (sse Warnings and Precautions
Pedara: Doremior or <ataton i chiiren ander he-age of 16, dutng surgicalidiagnostic
s, ottty ofciey have ot boon eSaploned
Sedation during intensive care
dul

).

dow liminaton fom pooly prfuse 558 (121 184-480 ). Wit 12 and 24 hour samplings, 2y values of 502 and

674 min, respectively, were obs

Fmpeiul o s voimes o abuton as would bo expected with a highly lipophilic anesthetic agent. The volume of

pariment (V) o botsan 21 an o6 | (0:35-0.93 ik besed on 60 g pabnt) nd the valume o isftion
7 a).

Uni
(Icu) to provde continuous Sedation and conlrol of stress responses. In his satiing, Dormifor shuid be aaministered oy
by orunder the lon of persons trained in general anesthesia or critcal care medicine.
Peadiatrics: See Gontrancicatons

ars«sady slats( ss)is between 171 ar L(285-6.07 inal phase
(V) a 2 tmes the comes cr\dmg Ves vauss.

Che trminaton o re anesthebe o sadai afscte of propefol afr  singl . bolus or @ mantanance fusion s due o
wionsive rea-snrmuuan o e NS o ier tossec o Figh metabalc lsarance. both of which wil Socreasa & bood
concentgtons. The mesn propofl concentaton o e o of awakening is 1 pg/mi (range: 0.74 to 2.2 g/mi). Re

anesthe sedation is rap fol i used for both inducton (20 1 2.5 mghkg) and alnienance o 01k
mokgimin) of snestesi, me ma‘nmy o petients re gonaraly swsko responsive 1 ver it shonted i
effects of o rapid metapets and o ot Bependent on
it cimnaton e e it oo ol achioes i i ohase ar o inicaly signifcan
sty i s sublects showed ha 12% and 862 of o admisored rcioabolod ecoversd in theuine wnmn
24 hour espectively. Less than 2% was excreted in the feces. Unchang sd mug s fss han 0%

is chiafy motabalzod by conjugation i tho iver 1o inacive matabolis which by the kidney. Pmpaml
lucuronde socurts for sbou $0% ofthe adinsered dose. The remsinder ot of e 1- 4 +-ueronde and
&sipnale conjogates of 26 disopropyl-1.4-0

Th total body clearance (G) o propafol fanges from 1.6 Limin to 2.3 Limin (0.026 - 0.038 Uimintkg based on 8 60 kg
paint i dearance exceeds slimaes o hepat bioad flo, suggestng Wss\b\e ‘extrahepatic metabol

The sfecs

3¢ .
Dormifor (propofol)is contraindicated
+ When general anesthesia or sedation are contraindicated.
+ In patients with a known allergy andor hypersensitivity to propofol or to pid emulsions.
« For the sedation of children 18 years or younger receiving intensive care.
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Dosage Guide

INDICATION DOSAGE AND ADMINISTRATION
INOUGTION OF GENERAL ANESTHESIA
hould be individualized
Adu/l Pahsnls Less than 55 Yaarsof Age: Are el 0 e 2,015 2.5 g/ (spproimalsty 40 mg avery 10
seconds until induction onset).
Eiory Debr!llatsd and/cr Adult ASA I or IV Plfents: Arelkly t reuit 1010 1.5 mghy (spproximatoly 20
mg every 1
C e anesiou: Patora e ke to roqire a5 01 s mglkg (approximately 20 mg every 10 seconds uniil
induction
Neursgil Patints: A Bkl (o retirs 1.0 19 2.0 mk (spprosimataly 20 mg every 10 sconds un
induction o

Pacalati Pationts: Chien over 8 yoars of age roqira soprosmasly 2.5 ok
Chidron 3  requie somewhat Hghar doses but coses shout be trsted sowly o the
1 the absance of St ciical experience, Dermitor s ot ecommended for anosthasia in
Chiran o han 5 years ofage (so6 ncatons an el uog and Precavtons

Reduced dosags is recommend sd for children of ASA Classes Il and IV.
MAINTENANCE OF

Tsaion~NVarisbio sats infasion tiratea lo the desired clinical effect
Adult Patients Less than 55 Years of Age: Generally, 0.10 to 0.20 mafkg/min (6 to 12 mg/kg/h).
Eider, Debitatod andor Adlt ASA I or IV Patent: Generaly, 00510 010 mggimn (3 10 6 makgh),
Cardiac anssthesiz: Most patiens requr
vy Dormitorwih Secondary Opiod -0.10 0 0.15 mgkg/min (60 9 mgkgh),
r i Primary Oplod. 005 (00,10 ngigimi (3106 mgah)
Neurosurgieat Pationts “Gonoral 01010 020 mghkgimin ( 0 12 kol
Intermiten ok

t
Increments of 25 mg to 50 mg, as needed.
SURG\CAL/D\AGNOSTIC SEDATION
and rate should be
Pt Boints Loss i 55 vears of Age: Are likely 1o require 0.5 to 1.0 mg/kg over 3 to 5 min o initate.
sedation, followed by 0.025 10 0,075 mglkgimin (1.5 - 4.5 mgfkg/h) for continued sedation.
Eidely debillated, hypovolemic andlor ASA I o IV ptients: The dosage and alsof admiisicaton may need
ils).

Baccont Pationts. Dormitor ation duri procedures in
chliren under (he g6 of 18,25 safely and eficacy have not beon estabished (see Indcaions)
INTTIATION A0 WAINTENARCE OF [CU SEDATION IN INTUBATED, MECHANICALLY VENTILATED, ADULT PATIENTS
sage of infusion should be individualized
s Panems ot ston, mos patents require ax nusion of 0.005 mglkgimin (0.3 mgikgih) for at least 5
minutes. Subsequent increments of 0.005 to 0.010 mg/kg/min (0.3 - 0.6 mg/kglh) over 5 to 10 minutes may be
med ol desre el ofsecaton 5 achevet
. most patients require

(0.3- 3.0 mgrkg/).
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Dormifor may cause excessive arterial hypotension.
re should be used in administering Dormifor in elderly, debilitated or other ASAIl or IV patients
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Strict be maintained during handling as Dormifor is a single-use parenteral product,
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Wainanance of gonera anesihosin

5% Dextrose Injection, USP, and it should not
be dlutod 10 8 concentralon less han 2 majmi because 1 1o an emiision Stons shouks be-prepared aseplically
immediately before administration and should not b ours of preparation. In diluted form it has been shown
{o1be moresable when nconlactwi gass then withplaslic (85% poency atr 2 hours ofuring ifusion i lasc)

Pro gwlm alfontanil

Acausal
The folawing tbls compares the verah occurence ftes of averse feacons  propf) . emuson pateis ron
0y and ICU ciical Vil where the rle o nce was greater than 1 % s include lack of

wever, afottail i ot afoc ho pharmaceKingtcs of propofol . emulson (ses Dosage and
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patient

Regariig moe patmelers, o pnavmawkmeucs o ropofl i theso atiens o smir o those ofpaients undrgoing
anesthesialsedation for short surgical proced jowever, the terminal half-ife (ti2y) is substantially prolonged after
Jong.torm nfusion.rflecting extanaive fesue pra
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fror min), high (t4/2P:

Tespratory svents i ihe noriGU gmup and ik of navscn vomiting, headache,
vt and njecion e ovan mihe 10 group.

y v
response will determine the infusion rate or the amount and frequency of incremental injections.
n administering Dormifor by infusion, drop counters, syringe pumps or volumetric pumps must be used to provide
contolledinfusionrates,
finuous infusion: Dermifor 0.10 to 0.20 mg/kgimin (6 - 12 mg/kgh) administered in a variable rate infusion with 60% - 70%

fol was rapidly distributed

53"56.1 min)and termina eination sow (21 ey min). Tt
053 0.72 Likg.the volume of distrution a seady sate (Vss)w was betusen 2.1 - 109 Likg and dlearance (C) ranged
infkg. Tt ugiml

ropofol
Clinical pharmacol ogy

Propofol induces anesthesia in a dose-dependent manner. In unpremedicated, ASA I or Il patients, propofol induced
anesthesia i 87% and 95% of patents atcoses of 2.0 and 25 Mg respecine. Elery patents raqure Slower doses; «o

ens older i prof

ltersdose fequraments; ot 175 mghg, propotol nducsd anestheslain 65% of ps\\ems ot g premed\mmn feirs
85% and 100% of patients who received diazepam or papaveretum-hyoscine premedication, respectiv
During induction of anesthesia, the propof o

the major

th ltle or
and no appreciable decrease in cardiac output. If ventiation s assisted or controlled (positive pressure ventiation), the
degree and incidence of decrease in cardiac output are accentuated. Maximal fallin blood pressure occurs within the fist

pre-mixsd il lfntani 500 pgiml alfentanil t050:1 viv. Mixtures
ould be prepared using el tactiqe and used Wi & hours of prepsraton

Administration into a
Compatbity of Domifor w

has not

(see Warnings). Propofol
catheter:

under

anesthesia induced by thiopental or methohexital. Increases in heart rate with propofol are generally less pronounced or

absentatran nucton dose han afer squivalent doses f thess ot wo agent

During maintenance of anesthesia with propofol, systolic and diastolic biood pressures generally remain below
anesthesia, the rate.

intubation andlor surgery may increase or decrosue o prassur.eartrta may sad very 88  unclon o these factors

but il gansvaHy remain below pre-anestheti

in of a potent opioid (6. :emanyu e bload pressure lowering effect of propofol is substantially increased.

Famany\ o docioasse et rate an this mightleac to & s\gmﬁ:am decrease in cardiac output.
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Ceea i he oldony (soa Dosage and dminrgton) Paricutr cadion shouls he exercised in elderly patients with severe

pofol when used for inducton andlor mainenance
However, kmited information
if propofol is used
privdgra gt (see

Insutient datasre avalbl regaring th cacioyaaculr afects o
of anesthesia or sedation in elderly. hypotensive, debiltated or other. AsA 01V patans
suggests ha theso patients may have Itis
i these patient dose and a nai Tate o
Warings and Dosage and acmimararers.
The st resirator disrcance aflar » bolus dose ofpropoo s & profound al i sl velume eadi o spnes in many

patent. Thars 1o sccompanying cough o iccough s otherwise ansthesia s smooth, Howevar, hee might
26 some dificlty n uptake of voatio agems respwauun s ot st
I cmpremedicated: heathy et e s o enss rtonship regaring apnea; 0% and 44% of pates

o oo ot vosaving 3.8 35 ke of et roopeeon Fentany ennanced bot he ncidance s the onset
o apns and ho episode lsted o - Seconds nhe mejor ity of patient

remedication - in the presence of h S rospratoy uncion (ato of respiration snd minu volune)
inatataly more han Some pramediaaton Respiatory incion wat more 4shvesaod whi heso memedicants wors
o s iopemtl. Enancad rocpairy Gepreccion i poptol and

uld I
Dom\nhr acks vacemi aciy on e bos avsocinad i repors of brady ardia, (m:n:asmnally ) and iso ” Foocs e % Dextroge ijecton USP.
.id bo consdored, espocialy In stuatons wharo vaga tone is el ' pradorinals o when Dommitor 5 wsed i Body Systom Evont Nonicu iU i il perad flevng he aucion mcton, Nghe e of i ar generaly regured (015 020 mokgimin o 15« Lac Riners 5% bastose Injction
Soniicon o oter a5ents 1Kl 10 cosee 3 ooy 1 st 101015 m e et oo Gl octon, USP
have be taken when Fiypotension 3150 e Chargeai i Sone (s e Tt oo presire, wingandr ean) il viclo 3 eapores o o Dex"m %402, Sodum G action USP
giving the drug to epileplic patients. Eiacarda 73 o i
Patiens receiving Dormifor on an outpatient basis snomd not engage in hazardous actiles roquiing complele mental Hyperlension 1 y Pcreasing the nfusion ate.fvial sign ch ot controlled after a other  pa
‘motor vehicle or operatin effocts of D A I3y s vl o Ko 0o Faremes s pr::u:ls should be inspected visually for particulate matter and discolouration prior to admiistration
5 AT — o ——CLLC roccinen e oy ousce) S0k 1o 0% oS ox\t‘ie e be combined i 3 varable "ete Dormifor  whenever saluion o o the s o he ermuision
z ardovasc r— surgical procedures (ie. ¢
Al Firilaton it h en Dormifor i irated i should be drawn aseplicaly into a steril syringe
Inadals and chron atteton shoud be paid to miniizo pain on adinistation of Drolpflol Transient local pain during ErRE ATeSt T o i nisouscride s not provided, adminiralon rtes)of Dormifr andlor opioids shoul be ncreased i order to 1 hen Dormifor s to be aspirated It should be drawn aseptically into a sterle syringe or
inavenous mcton may b reduce by rr nfcton f . docaina (1.0l of a % soluon). Ve s : o e s g sta e (doay Asopsis
ia o pro € esponseto v o andth : period. Any drugs o fluids added to
- navoncus levaton of , use of pr g italin Von Vo - S Slmutalon s abmed I orées 1 i dmisvaton o Do o os Wher than e Cical neceseas ‘ne ""‘;W‘ orsing s e e e canrle st o RSk s Lo
fominal Crarping in shoul ev i i ize recovery i fornfusion, reservoir
60sooonds. Von - X exerosed (R T Generaly.rates of 0,05t 0.10 mghgimin shouid be achved during maintenance in order o oplinize ecovery imes. - 'itugon ino mus be discarded and replaced as appropriao af ihe ond o (h pracocure o a 12 hous, whichever 5
ith disorders of pancreatil Headache sooner. (When using diluted Dormifor see Dilution prior to administration).
When Dormifor i rocedurss, patients shouid o comtnuoisly Dizzingss Ssgz':gi‘;g"“r‘;‘“:'r‘“ j"“:l‘“n":;‘;;’ﬂmf::::am analgesio levels of ,‘;"s"";‘“;“g Spiid ,;“‘,’:‘,“[:“’{Q?“:; m:;‘ 2 opioid s Sinc Dormifor contains no presevaiive or bacteriosalic agents, any unused portions of Dormifor or solutions containing
monitored by pelsons .m e in ‘the conduct of the sulg\cal/dlaqnwsllc procedure. Tvieg o o s th primaryagent. Dormi glkg/min. Hig Dormifor should bo discarded at the end of the surgical proedu
ol patonts. Bationt should be confuously moniored 161 &y s of hypoionsioh, s ey obuchon Fvacranal Fyperiension ot For children, the average rate of administration varies considerably but rates between 010 to 0.25 mglkgimin (6 - 15 g ical i i
[Metabole N ional | Hyperlpemia 008 % x| ko) should schieesatsfctony anesihesia These nfsion e may be subsequenty educed depending on patent gmﬁtjb’g‘i:ff“"“' information H
boluses or during supplemental maintonance boluses, especially in the oiderly, debilitatod and ASA Il or IV patients. Lo — 004% 157 response and concurrent medicatio o, propolol (CH),CH CH(CHa),
As with other sedative agents, when Dormifor is used for sedation during operative procedures, involuntary patient Bg&;mfam 0% 236 Intermittent bolus: Increments of Dnmnlnr 25 mg (2.5 mi) to 50 mg (5.0 mi) may be administered with nitrous oxide in - Ghemical names and structure: 2,6-diisopropylphenol or 2,6-bis(1-methylethyl)phenol
movements may oG0U. DU Procecures requinng mmobiity tese movements azardous t the operste st BN Incregsed 0% xis pabonis gy Th crnena i vita signs imdicals 20 disop :
Sinco Dormifer & rarely uses alone, an adaquate porod of evaluation of tho awakened. pationt s indicarod o ensuro Fpergenta 0% i Propofol v emulsion has been used in corjunction with  wide varely 1c\ccular weight Gy
Saiiain Toovery o Gortal ancsbesa o Sadaton e o dscaage o ptan Fr h vy ror o o et 0% L e ety vowd. 1 e Such 53 avopie, sompoaae: cheopiml, direpom, depoateig s oot ottt st s o oo
rely the use of Dormifor may be associated wi nscious- | Respraay Tyepnea 0 i "niscl relexant, and narcotc analgesics, a6 well a5 wih halatinal and ogiona, anssinglc agents Sonbiy. Pracicaly [l vl Coritaly macioe i roportons wih the folowing
may bo accomparied by an increase in e ons. ThE ey o e proceded by 8 period of Frpor 005 % 530 ‘ave been encountered. Lower doses of Dormifor may be required when used as an i S v st A A o e W A
akeiu\ness Aihough recovry i ponianeous, appropas care of an Unconatious peton shout o samiiarcs Aoidosts 0% iE1s adjunct to regional anesthesia. thano, isoocta e v
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growih of microorgarisms (sce Wernings and Dosage and adminstaion) Pan i % Tosponss. In 1ot patents, ihe e o Dormifor adminsicaton wil bo approxmaily 25 10 30% o tose used for ompestion
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slowly (>5 min) in order to minimize hypotension and avoid acute overdosage.
Fallnt shouldbe moniored o carly signs of sgnicantPypotension andlr cartouasclr depresion whih may be
As with olhr sedative medicatons,there is wide “nterpatint varabilty in Dormifor dosage requrements, and thees
requirements may change with tim

Abrupt ciscontinuation of pormifr infusion pror (0 weaning snoma  be avoided since, e. due 1o me rapid clearance of
ifor, it may resul in rapid awakening with associated anxiety, schanial ventlaon
o Shoulc b8 dlusid s malnian .10 vl of Soqeton Tcugos: s weani

combined wih propofc than when hey wero o
an opioid have been observed in the postoperative period. Sice Do s forilledinan kwalorovsion,pallensshou e anorad or e “Acmstration of Dormifor
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medication (0. narcotics,sedaives, fc). Popofol was nof evalutod i Eaﬂems with any respiratory dysf
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lsds s indcsted to comy pencate for he  amount of Ipd Infuseq 85 par of he Bormifor ormulation: 1.0 i of Dormitor
approximately 0.1 g of fat (1.1 ks
e Iong o acmiiaion of Bowmior 10 patients with ronal fallure andor hepatc insuffiency has not beon evaluated.
Intensive Care Unit (ICU) sedation - Children under 18 years of age

Inthe elderl, demmated

Sedation during surgialidiagnostic procedures n children under 18 years of age

and ASA Il or IV patients, rapid (single or repeated) bolus dose administration should not be used for sedation

children under the age of 18, as safety
o emaacy ovenetbeen pottioss

Cinical and preinical o that propofol elevation of plasma
not cause signs.

Cinicland procinealsutes Show ina propofcl oo not suppros o acronl responso 10 ACTH.

Prsinary findings i paiets ithnormal inaocular pressre ndicte thet popofol anesthesia praduces a decresse n
intraocular pressure which may be associated with a concomitant decrease in systemic vascular resistance.

Fropolol s dovod of anaigest o anianaigest aciviy

2- Indications and clinical u
odution and mainienance of neneml anesthesia

Pagdia anesthesia

. Dormifor in children less than 3 years of
ge {see Indcalonsand ciical use and Dosage and adminisirlon)

Dormiter Shouls not be used during prognancy. Propofol has boen used during terminaton of pragnancy in tho first
trimester. bbi
owever such developmenta delays ae ot considere indiative of a trstogeni sffect Reproducive stues i rats
flocts

suggest that propofol to the d of the offspring
Nursing mothe
Dormifor Innursing mathers because prliminay fidings incicate tht it s excrsted inbuman

including total

il and the ffscts of oral absorpion of sal amounts o propotol are ot K

dverse
procedures:
Cartlovaseiar_Systo; Signiicant. pypotension,
fachycarda, syeopo, abnormal ECG, bigeminy, ode
Rospirstoy’ Systom: Buring i throat, @achypaea, dyspnea, upper sivway  obsirucion, wheezing, brondhospasin,
Taryngospacm. hypoventiaton, yperventistion. neszing

Excistory. Hyperionis, dyton

promature il cortatons, premature ventcuar coniractons,

iy, tre
Gszinoss, paresthesi, somnolence, shivering, abnormalcreams, agtation, dlur,

Centra Nervous 5 im Gonfuion,

uphorta, fal

ijscon She: Ph\ahms‘ tneombosis,Hvestcting,rednessiciscolouraton

Digestive Syster ation, dry
Skin and ggndagss F\ushmg/lish Yormevionce i chiron, so@ above), rtcaris, prurius.
Specal Sens n-mup-a, ambiyopia, tinitus.
Muscu\oskeleu igia

Urogental: Urine Teraion, dscolouration o ine
Adverse reactions roporisd at an incidence of 1% orless during CU sedt
i, extrasystol, hear block, ign eat aire. bigeminy, venticuar filaton, heart falrs,

myocardia inarction
Respitony: Lung furction docreased; espraory arost
i Nervous System: Selzum thinking abnormal, akathisia, chills, anxiety, confusion, hallucinations.
D\gesﬂve e repmoep
MetsbokeNyions Osmol iy ncreased.
Urogertal Graen urne, urnaton Gorder,aigur
dyasawhole Sopsis Tunk pan, whole Doy weaknoss.
Post marketing e
Clinical Trial:

xper
randomized, conroled i) il that valused he salety and afsctivensss o propoll L. mulsion

that study, a total of 327 paediatric
‘emulsion 1% (109 patients),

b 9
oran SSh (0.0, lorazepam, ciralnycrat. femanyt etamine, TSR, of encearis).

Infsirsedaion may bs iale by infusing Dormifr at 0.066 10,100 mgKgimin (460 mgKgh) and iratng ( the
desrod eve ofseaton il closely monioring espirlory

 of sedation: Patients wil generaly require ntonanes rats of 0.025 10 0.075 mglkglmin (1.5 - 4.5 mglkg/h)
dunng e rat 1010-16 minutes of sedaton mainenance,
infusion rates should always b

ical

the absence of cli igns of light sedation unti
ne al  of p

mild
jher than are

clinically necessary.

o
IV patients,

10
Intho cdery, debilated, [l the dosage!

vital signs.
Rapid (smg\e or rpsalad) bolus dose adriistraton shoukd o be used for ot o pahan\s 15;! Warnings).
Intansive Care Unit 1CU) aedt

ould b indAbuaized acoording o the patients condiion and response, blood gk proffe, and via sgns
tutatec mectanioly ventleld, dul patiets, anave Care Unt10L) sedation shoud be nfiatsd sty
wilha conBiuous nfusion i orde t Oiete (o Gesied i inimize hypotension. When indicated, nitation of
sadation should begin 3 0.008 mgkimin (0.3 mg/kgh), The infusion e shoud bs cressed by cromons o 5008 o
2010 mggimin (8.9~ 0 mahg/n) ntl he desired leve ofsecaton s sceved. A mirimum perod of 5 minutes baween
aciusiments should be alowe for Shset of peak arug ofoct

(0:3- 30 mlgh). Dosages of Dormifor shaukd
be reduced in patients who have received large dosages of narcotics. ith other sedative_ medications, there is
intepationt variabity indossge requirments and these requirements may changa with time. (See Dosage Guide).

Bolus administration of 10 to 20 mg should only be used to

et fror
The emulaion shoula be isoaly népocied o ericulate matter, emulsion separation and discolraton pror 0 use. Any
unused portions of Dormifor or solutions containing Dormifor should be discarded at the end of the surgical procedure.

10- Presentations
ormifor 19 is available in different packs containing:
- Sglass vl wih 20 m omulsion
ampoules with 20 mi emulsion
2 Gast vl 30 amolion
-1 glass vial with 100 ml emulsion.
Dormifor 1% contains 10 mg/ml of propofol

Manufactured by: Corden Pharma S.p.A.

Capanago, tah
For: N Pharmaceutical Industries Lebanon s,
Sacra Lebanon
THIS IS A MEDICAMENT
is a product which Iz and contrary 1o Tor you.

ot iy o e A i b0 ol et be isod, as this wil nrease he oo of hypotnsin. Patnt v
suscepible to hypotonsion.

Children under 18 years of age: Propofol is contraindicated for the sedation of children 18 years o younger receiving
intensive care

of treatmen
Do not repea i samé prescrplion wiout consumng Your docior.
+Keep all medicaments out of the reach of chi
Councl of Arab Healt Ministers, Union of Arab Pharmacists

“The, dacmr and the. pharmacnsl aroexperts i medmmes their benerls and rsks.
+Do.

“SoRMFOR"




