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. CLINICAL PHARMACOLOGY 
General 
Propr,tol hyactable emuls'mn is an intravenous scc 
Intravenous injection of a therapeutic dose of propct 
of an ir;ecuon (the time for one arm-brain circnlatio 
equilibration is approximately 1 to 3 minutes, aid thr 
Pharmacodynamics 
Ph2nnacodyn2mic properties Of propotol are dep 
concentrations are general,' proportional to .n fusion 
depressicri are likely to occur at higher blood cancel 
(& to 5 minutes) must be ailow~d between clinical do 
The heinodvnamlc affects of p .opofcl during inductik 
are arlrrial hypotension ~suin .°times greater fh3n a 
output . If ventilation is assisted or controlled (positi% 
Add;fGn ci a potent opioid je .r ., tcntarwl) citie!i use( 

If a?esthesla is continued th;~ infusion of P!CPolcl 
ncrmal . !icsvever, cardlac atdput may remain depre 
induction o? anesthesia are generally more prorioun 
Cllr~ica! and praclinical studies suggest that pioporf( 

induction of anesthesia with prepofol is freqi.iently 
propofol f2 to 2 .5 mflikg) apnea lasted less ihan 
12°0 of patients . In the 218 pediatric patients trorr 
3 6 mg/kg1, apnea lasted less than 30 seconds in 1 
fluring maintenance, propofol causes a decrease h 
depending upbn the rate o; administration and othe 
During rnon ;tored anesthesia car (MAC) sedation, 
desaturation, apnea, ainday obstruction, andior o : 
MAC sedation, slow (nfusian or slova'inlectioe tech 
variable rate infusion is preferable over 

inFermiCedebilltated, or ASA ill/IV patients rapid (sing!e or r 

Clinical studies in humans and studies in ani ;ials ~ 
Prefimlrary fincbngs In patients with norrnal inir 
which may be assoclated w4tli a concomltant desrE 
Anirnal ;tudies and limited axperience In susceptib 
Studies to date Indicate that propofol when used U, 
flow, cerebral rnetebolic ox ygan qonsumption, an 
caibon dioxide tension ;see Clinical Trials - i 
Pharmacokinetics 
The, proper use o' pmpofof infectab~'s emulsion rec 

The pht,nna :okinetias of propofol are wel! descr 
equilibrating tissues, and slowly equilibrating utst 

Following an IV bolus dose . tt~ere is rapid equllihr 
onset of anesthesia . Plasma leveis inltiatly decline 
lot about half of this decline fellovrir~a a Golr,~. o' F 
Hov~2ver, distribution is net constant over time,6ud 

?w, occurs Is a function of the rate and duration of the into 
DiscenHntration of the need ended aases of prc 
One day, results in a prompt decrease in blood p 
accumulation of significant tissue stores of pr,palc 
By dailV 6tration of prouotol dosage to achieve o 
urinal ~ven after long-term administration If, hm 
redistrlbated from fat and muscle to the plasma, l 
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Organ Failure : The iI 
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Clinical Trials 
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Cardiac Anesthesia 
Propofol was evaluated in 5 c 
ICABGj Of these, 301 patients 
datir,rs IF, this parent popul-atlo 
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Adult Patients: Most adui! patient ; under 55 years of age and classified ASA bill require 2 to 2,5-rngAcgI of propGlo! for induction .when unpremedica,ed 
or v;hen premedicatsd with clot henZod+azepinec or iniramuscular opiuidc . For indur5on, prcpriol should be titra2ed (approximately 40 mg every 10 
seconds) against the respoese of the patient uMi ; the cliR:cai signs show the Outset a( anesthesia. .4s vAth other shdati!,a-hypnotic agents, fhe amount 
of intravenous diploid and/or behzvdiazepine premedicoticn wili Influence the respi;nse of the patient to a{: Induction dens: of propotol . 
Elderly, Debilitated, or ASA IIUItr Pailents: It is important to be familiar and experienced with the intraverous use of propofol before treating elderly, 
deblitated, or ASA III!IV patients, Duo to the rediiced clearance and highe; blood concentrations, most of tiirsc patients require approfimately 1 to 
1,5 rnglhg (approximately 20 mg every 10 secon,^s) of prop,fol for induction of anesthesia according to their couditiea and responses . A rapid bolus 
should nut be used, as this v,,ill ir rease the !i ,e';s ood at undeeirable cardlorespiratory aapreesion includinglb,potension, apnea, airway obst!uctiun, 
andlcr oxygen desatura2ion (see DOSAGE AND ADMINISTRATION) 
Pediatric Patients : Most paiiznts sped 3 year, if3rocgh 16 years and classified kSA I or !I requin 2 .5 to 3 5 mg/kg of propotel for Induction wrier, 
unpremedicated or h :r lightly prBinedicated ^dth orai Garizodiazepinss or jntra ;aus;u'ar opirds bVii;iin this ccsage range, younger pediatric 
patients may require higher indu-tioe doses chan side., pediatric patients . As vditfl either sedutive-hypnotic ageni � the amount of Intravenous opiol4 
andior hermdiazepine Riemedicu6on will influanca !he response of the patient to an Induction dose Of vropotr.l . A lower dosage is recommenced for 
pediatric patients classified ASA I11 or IV, Aicani',on shnt,!d he cold to minimize pain on in;eoticn when administering propofei to pediatric patients-
Boluses of Gropefot rna;+ he adfninisttired via smat' veins if pretreated with !idooaine or via antecubita! or larger veins (sea PRECAUTIONS - Generaq . 
Neurosurgfcal Patients : Slovver induction i; reccanmenaed using bolasea of 20 mg every ?9 seconds. Stovaer boWses or infusions of propafol fo 
induction of anesthesia, titrated' : n clinical respnnr's, ^111 generally result In reduced induction dosage requirements (? to ? mglkp) (see PRECAUTIONS 
arid DOSAGE AND ADMINISTRATION) . 
Cardiac Anesthesia: P!ppo!ol has been viefi-studied it, .atierts kith cn_ranary artery disaass, but exlperivnc? in patients with h,modynamically 
significant vaivular or congenital O cart disease r~ iinfited As .aith other anesthetir, and scdathvF hypnorio agent:, pnopofoi in healthy patients causes 
a d ;crEase in olood pre~snre that in saconaa,y lo decreases in preioad iventricular filling volum, a, the end n' the diastole; and a'terload iarteriai 
!esistancc at the beginning of Ehasystole) .'h? :i7aqnibude of these changes is proportional to thm blood and sifect site concentrations achieved, 
These concentration,,, depend upon t(?e des= out! speod o? the induction and maintenance Infusion rates - 
!n addition lomer heart rates are ob$enyed durinl maintenance iviih proUOfol, possibly due to redoc4ion o' the sympathetic activity and/or rtsetting 
of the liaroreceptor reflexes. Therefore, ant;ctielb:iergic agents should be aJmastered :then increases in vagal lone are anticipated . 
As with othEV anesthetic agent .,, prcpofol reduces myocz:dlal oxygen consumption, Further st~dies are need_a to conE!m and difimeate the extent 31. 
these effects on the myocardium and One r,oronar~ vascular,ystem . 
fvIorc!dne premediration ?0 .15mgiK(j) ruith ni`ruus nx,ide 87°b in oxygen has been shevan on Jer,rease the neressary propoful mamtenarle infusion 
rates and the :apeotic He old concei*atiors when compared to non-nart:otic fiorazecam! premedication. The rate of prooofoti administration should 
he determined based on the patients premadicafqn and adjusted aceurdlrg to cllnicif responsps . 
A rapid bolo; induction uro!iid be avoided, A slow rate of apprc,xhriately~ 20 mg every 10 se, onac until ind~~rttUn ons?t (Q.5 to 1 5 mo-kg) Should be used . 
in order to as ;ura, adequate anesthesia . whe;1 prepnpol is used as the primary agate, m&inten ;rica infusion rates should not be less than 100 mcg'kgimin 
and should be supplemented vaith analgcsl! ; levels ai conlinuous opioic~ administration . Wiian an aGia:ci i ; used as the primary agent, propofol 
maintenance rates should list be less than 50 mct,lkg,imhr and care should he trk,sn ?o ensure amnesia with concomitant 6enzad(az?pln°s. Higher doses 
of piopofol will reduce the opioid reqbiremenSS is~-b TABLE 3) . When propetol is used as the primary anesthetic, it should not be administered with the 
high-dose oqloid technique as ',his maY increase iYa likelihood of hypetenslon (see PRECAUTIONS -Cardiae fuzesfltesia) . 

TABLE 3 . CARDIAC ANESTHESIA TECHNIQUES 
Primary Ag ent Rate Secondary NgenV Rate 

(FoIlovArgindamtion with Fdmaryfi,gent) 
Propa#ol OYIOIG^/Ob5-0 .s75megikg/min (no hotus) 

P :einduction anx;oiysis 25 mcg/kp,'rnin 
Induction 0-;-1 .5 mg/kg over 60 ser. 
Maintenance 100-150 mcg/kaimin 
iTitYcted ho Clinical Response', 

OPIOID° ProF clot 50-+0p mcgikqumin (no bolus ; 
induction 25-50 mcg%kp 
Mai n t e na nce G,2-0 .3 mcg!kq/min 

'OPIOID is dslinr.0in fen'ns of l3ntzr,yl rquh~v'e .is, ii?. . -T.--~~ ---^_--`-- - -
. 1 mcg of Tentanyl=5 ricpoiallentaaU,ieor6olusl . . 

- 10 mcp of a!I:nfs�6' "for'rnainG:nance) or 
= D. i mu^g of sulentaru! 

t,ara sheuiU he taken fo ensure a;nr,es,, : vih oprccmi,1nt be2uJiazNpin~ fherapy 
Maintenance of General Anesthesia 
Adult Pattents: In adults . anesthesia van be ma;raalned fly administering propofiul b; infusion or iniermitient IV I~oius injection . The patent's duuic .li 
responsc will determine trip infujon'ratc or the ,mount and frequency o? incremental Infectious, 
Continuous Infusion : Propofoi 100 To 200 mcg/kglrtin administered in a variable rate infusion vrlth 60s, 7P-, nitrous oriac and o~~gen provides anesthesia 

- for patients undergoing general surgery . Maintenanoe by infusion of prupo(ol should immediately follow the Induction dose in order to provide satisfactory ol 
Continuous anesthesia dudnq the induction shrine, During (his India! period fioilpir)ing the induction dose, higher rates of infusion are generally required (150 
.0 20GmcglkgimiN for the first 10 td 15 intones, Intusior rates should supsequentty be decreased 3U'~-50^o during !tie first half-hour of maintenance . 
Generalh,~, rates of 50-1GI0 meg/kghmin in adults shoa:d be a;,hiev?d during maintenance in coderto opihiuze rC:eve.ry brines . 
Other dnigs that cause GP15 depression (hypnotios ;sedathcs, inn: Lticnal anesthetics, and opioids) can ineraase the CNS depression induced by propnfol . 
Inlermiffenl Bolus : Increments o1 propofol 25 r,g ;2 .5 mLl to 60 mp (5 nit-) may be administered with nitrous oxide in adult patients undergoing general 
surgery . The incremental boluses should be admin'.stered wtien changes i ;i vital sigr,s indica'e a response to surgical stimulation or light aresthesia . 
Pediatric Patients : Information on the use of progoio! injactablo 2r "u!s'ron, pot the rraintanance of general anesthesia 9n patientstrom 2 months up to 3 
years was approved for AstraZencea :s proprifo! in :r;ctabl0 cmul ;ioa However, due to AstraZeneep'h inark,etirig exrlu,ielry rights . this drug product is not 
labeled for maintenance of oenera4 anAsthesfa in the 2 months up to 3 year,_ age group 

. Frogofol has been used rJth ava ;icty of agent, ~cmmor'y used in 3nesihesia such as atr;p(ne, scop : lamine glyaapyrroiate . diazepam, depolar:aing 
and rordepolariainA musele relaxarrts, and opicid :maf~esf~ s as vyellas vi,:h inhalatiorral2r,d regioeaF3nesthPir?ganfs. 
In the e,derly, debilita;ed, m' ASA !II.~!V Patients, iapid bolus diasrs should not be used, as ihis will iecr.ase czrdlorespirator; efiects including hVpo-
tersion, apnea, a=rway obstruction, andier oxyyeri desa2ura6on 
Monitored Anesthesia Care (MAC) Sedation 
Adult Patients : Wh?n propotol is administered for MAC &edatic,n, rates of admi ;-lstration should be irdividualizsd and titra:ed to clinical re.sponse. . In 
most patients, ,he rates of propofol administration ~,vlll be in the range of 25-75 mcQ4plmin . 
Durino initiation of MIAC sedation, slow infusion or slow Injection techniques are preferable over rapid bn!us adr;inistration During maintenance of MAG 
sedation, a variable rate infusion is prete :abla over Intermittent bolas dose administration. In the elderly, debilitated, or ASA I11iIV patients, rapid (single or 
repsacea) bolus dose actrnini~tration`should not be user! for MAC sedation (see. WARNINGS). k rapid bolus injection can result in undesirable 
caMlorespiratory depression Including hypotension, apnea, airway obstruction, and/or oxygen dosaturatiop . 
Initiation of MAC Sedation : 1-or initiation o' MAC >edation . either in infusion or 2 slow Injection method may be atilizrd nihile closely monitoring cardio-
resnir~tery Function. With the Infusion method sedation may tie initiated by Infusing proaotot at 1GO to 150 mca'Fyfinin (6 to 9 nuglkqihj for a period of 3 

. to 5 ndnutes and droning :o ihe desired clinical effect white clo5ely monitoting reepiratury function . Who the siu-1 injection method for inittation, patients 
,;iii require approximately 0 .5 mg?kg administered over 3 TO 5 minutes and '.itrated to clinlca: responses . `Noes prepofcd is administered slowly over 3 to 5 
minutes, most patients :alll be adeqpa;2ly scatted, and his Goak drug effect call be, achieved=wh'ue uirimizii?g undesirable cardionescuator,, effects 
occurring at high plasma levels . 
In the elderly , debilitated, or AS .4 II1lP/ Ua,len .., rapid (single or repeatva) holus dose administration should net be usod to, MAC sedation ;see 
WARNINGS) . The rate o: administration should ;m ever 3-5 minutes, and the dosage of propefol shoatct be reduced to approximate;,,, 80°% of the 
usual adult dosage in these eatl9nt, according tc their condition, responses, and changes in vital signs (see DOSAGE AND ADMINISTRATION), 
Maintenance o( MAC Sedation: fvt 'inairtenancii of sedation, a variable !,,tie infusion inethc(is prvi-Era6ie Over an intermittent I:olus dose method . 
With the varcaCle rata inf .isicon method : paCenis mil generally require maintenance rates of 2,9 to 75 meg'!cg/min lt . ; to 4 .5 mg/kgi'h) during the first 

- 10 to 15 minutes of se :l3tion maintenance, Infusion rates should supseqi~ently be decreased ever tirnr~ to 25 to 50 n?cgik9/min and adjuste,~ to 
clmical responses . In titratlng to clinical effact, a ;;ow approrirnatefy 2 Oft for onset o! peak drug effect. 
Infusion rat~s should aii;~eyc be 5trated do~vmra,d in the absence of dinlcat signs vi light sedation until nuld responses to stimulation are obtained 
in order to avolC sedative adm:rislrailon of Fronotof at ra!es higher than are clin;calPi necessary. 
If the Intermittent bolus doss matf-:q .rl is used, !!!cfeman±s et propefo! 10 mg (t mLl or 2Qing ~2 mL) can be adminisiered and titratcd to desired 
rlinical effect, UJlth the Intermittent bolus me_hod of sedation malntenan~a, there is the potential for resolraFCr,, depression, transient increases in 
sedation depth, and!or prplongafon of recovery . 

. . In the elderly, debilitated . or ASA IIi,IV p3tian`s .. rapid isinc(e or repeztedl bolus dose administration should non be us^d for MAC sedatlon ;see 
WaANliJGSI . The rah o! adminlstratiun and dip. dosage of propolo; should ba reduced to approximately 8G°.,, of the usual adult dosayc in these 
patients according to differ sorption, responsPs, and changes in vital Sigcs lsee DOSAGE AND ADMINISTRATION) 
Pra ;ofol can be admielstvred as tile sole agent for maintenance of MAC sedation during surglc3a'diagcjostic Rrecedures . w'hen propcfol sedation is 
suppletunenied wllh opiold and/or hunzodiazepine medicaiions, these agent, inernassfhe Sodathrz and resp ;ratcry 2ffacts of eropefol and rnay also 
result in a slosver recovery profile (see PRECAUTIONS - Drug Interactions), 
ICU Sedation : (See WARNINGS and DOSAGE A1dD ADMINISTRATION -Handling Pracedures.) 
Adult Patients : For intuGated. mech2ninallv vent.wed adult paticnts, Intensive Care Unit (ICU7 sedatior, sho-_?d be initiated slo,viy ~;Jth a continuous 
infusion in order to titrata to desired clinical effect and miniml .e hypotensien Ines, DOSAGE AND AD MINISTRATION) . 
Across all 6 US/Canadian clinita! studies, the mean infusion main .enance rate for MI P opofof patients wa5 27 t 21 mcg/I:qhnin, The maintenance 
Illusion rates required is maintain adequate sedaJon ranged front 2 .8 mr,tf~~AyAnin to 130 mrgIkEi/mir . The, Infusion rate vas bower in patients over 55 
years o', ago (apprcvim Yly 20 iregikglmin) corrsared to patients under 55 years of age fepproxiinately 33 mcr.kyfmin ;, In these studies, morphine or 
ientany! was used as needed for analgesia 
Most adult ICU patients racuverinp',froan ihe etf .cts ot geueral anesthesia or deep sedation will require m u3Fnarce rates of 5 to 50 mcgikgimin 
i0_3 to 3 mr/kglh) individualized aiid Citrafed A; desired clinical response (see DOSAGE AND ADMiN1STRATION'I . With medical ICU patients or 
patients rvhn have recovered ftom the efferts of general zneslhesla or deep sedation, tire rate of adminis .tatlo,=, of 50 mcg/kqimin or higher may be 
requlrod to achieve adequate sedation . TAese higher rates of administration may Increase the likelihood of pciiient> developing hypoten,len 
Although there are reports of renuqeo anaioo-sis requirr,,r'liiCS, most patients received opiuids for analnc ia during mzin .erlance of ICU sedation . 
Some patients also received benzodlazepirtes and/or neuronfuscular bbnklnfl agents . During ong !errzi maintenanca of sedation, some ICU patients 



~°r-~"~~~!+~~~y 11rp--wq, apllan, auway uustruc[lon, atlnlUr Oxygen UeSaturAilon . 
Initiation of MAC Sedation! For Initiation of MAC sedat>cm, either 2n Infusion or a slo~,a infactiott met' ied may te utifizeG while crossly mnnitorin cardio-respiratory function . With the infusion method, sedation may be initiated by infusing propofci at 100 to 150 rncor'min (8 q0 9 mg/kg/hl to, a period of 3 to 5 minutes and titratinp to the desired clinical effect s,itile close.ly rrronitoring respiratory function . 'eNith the slow injection method for initiation, patients ,will require approximately 0 .5 ing/kg administered over ' to 5 minutes and titrated to clirdror! responses. When propofol is adndnistsred sloc:l ;, over 3 to 5 minutes, most patients :Vill be adequately sedated, and the peak drug effect ,,,,an he achieved tvhilo minimizing unciesirab;e cfxrdiorespiratory effects occurring at high plasma levels, 
In the elderly, debilitated, or ASR III/IV patients . rapid (single or repeated) holus lose administration sh ;o .ild not be fired for "v1AC sedation isae WARNINGS) . The rate of administration should be over 3-5 niinates. and too dosage of propotoi should be ;edurad to approzim2?2iy E ;% cof the usual adalf dosage in these patients according to then condition, :asprnsae, and Changes in vital signs (se? DOSAGE AND ADMINISTRATION) . 
Maintenance of MAC Sedation : Fur maintenance of sedation, 3variable ra2Irif u,ior;in ei notiispreir.raC le ovuraniFiierciitten tbolus dose, method With the v arab lerateinfusion method . pa iiFnt :?iifl g,oerally require maintenance ;ates c' 25 to 7 .1, mcglkGomir t1 . ;5 :0 4 .5 mqlk it) d~.irin the first 10 to 15 minutes of sedation maintenance . Intusien ~aias shoold subsequently tie c:ecreased over time to 25 to 50 mcqLLk %m o and ad i to clinical responses . In iitrating to clinical effect, allow apps y 2 mifautes or onset of peak orug ef ect . 
infusion rates should always be titrah3,l down ::srd 4 tire abse icr, of clinical signs of iibhi sedation :it!I sold ri~s pcn ;e, ?o stimu a6cn r obtained ~3r._in ordar to avoid sedative administration if propose! at rates stiffer than are ci;nicafy ne,suSary . 
If the intermotent bolus dose metPio,d is used, inurercents of prepo(oi 10 mg (1 mLj or 20 mg 12 mLt can ha adn!iaistnrad aid titrated to desired clinical effect. Wilh trip intermittent, ppitis niethcd Of sedation inaintena:"cP, there is the potanCial fur r2spiratory d2pias"lcn ran,=,n . :.nr,reases ill sedation depth, and/or prolor~g,tio;i of recovery . 
In the eJdar!Y, debilitated, or ASA III!IV patients, raFir; (sirgic or rap-,abed; t s'us dose ar,tinistr;:Fnr hrulci not i- used for i?:iAi; seda? on Isee WARNINGS) . The rate of adm;mstration and the d0s ;ge of prope4ol should i? reduced to approx'ui,le!y 80°: of t h," ucaal adult oo ;aJce in these patients according to their condition . responses and chanoas',n vital signs !sea DOSAGE AND ADMINISTRATION I . 
Propufol can he administered as the sole agent lot nor nterance of MAC sedation during surgiralliiagnosb prni ! :̂fhen PF ru -o`iI sedation is supplemented oplloid and ;or benmQiazeplnc medications, these aq~;nts increase the scda[ive and r~s uator,r ,i . - P ro P ; o; and i ; y ~~ I s r, rtsWt In a slower recovery _ profile (see PRECAUTIONS - Drug fnieeactlorts) . 
ICU Sedation : (See WARNINGS and DOSAGE AND ADMINISTRATION -Hanilling Procedures . i 
Adult Patients : For iniubated, mechan ca!Itr~entilsted ::dWt patients, lntens . c Ca .~ Unit ,'ICU) sedation shcuid be iniliy,_rf ;i sal . ~ y nitn a eonfinuous infusion in order to titrate to ansiruci critical effect aric! iriinlrniz2 hypotension ( :;en DOSAGE AND ppMINIS'fRATIONj- 
Acruss all 6 US%Canadian clinical studirs, the ninrn iniusicr maintenance rate for all prop u: pafeut :jas ?7 -?+ n c ;k~;rmn Tha maintei?r,e J 4 1 ~ infusion rates required to maintain adequate sedation r4ngad trcin 28 iricy;kyVmin to 130 mcet/F;q/ntin Toe infusion rata ;,s lomer ii Patients c e .: . years or aye (approximately 20 mcq~kg'min ; compared iti patents unde; 55 ye~~s oi age !apprr,ximatel y,ximately 38 rrcqikJ.: nin' . In tr:e,a studies morDYm~ i~ ~r ~~ fentanyl was used as needed for analgesia. ' 
Must adult ICU patients recovering from tire effects o general ar,2sti;esia or deep sedation ia!II ;a(ti rnain ;einr_r. rate :, e; 5 to 50 rnc9e %kr!n1in (0.3 to 3 rng ;kg ;h) indididua!izad and titrated to d .sired clinical response (see DOSAGE AND ADMINISTRATION, . With medical ICU patients or . patients who have recovered from the effects o : jeirarai ane;tfiesia or deep sedation . !he late .it adrn'~n :stratior of ~ ~ rr~rij, ikq'mi) or I rnaor be required to achieve adequate soda[ion . rhese higher ratas of administration it n, i icrezse the ,!ke;-,`rocid of palie^t : developlng ~ypotensior, . Although there are reports of reduced analgesic rtr~ulraments, most Patients received apiolds for anRigesJ e during rnalntenance of ICU sec:aGon . Some patients also received bnnzodiazepins$ ant neuromuscular hiockiny agsnU . Uuruig long-corn mairdenancc, of seda?ior . some !CU ~~a?ienis avare aaaakened once or twice every 24 Flours for assess,»eni of neurologic or respiraPory fe :iction (sea (;Ilnicsl Trials -TAB1.E 2). t In post-CAB6 icon-nary artery bypass graH) natienfs, the maintenance rate Of proE;ofol adrnieisiration was usUali ;~ lu ;a i iiiad,an 1 I Inc %It in due y ) , u~ to the intraoperative administration of hlgh could doses. FaGenro receiving propofol required 35°~ lesn nitroprus ide than irid1c-ain patients this difference. was statistically ;ignif!cant (P<OA5) , During Initiation of scqation fn pc; ;t ;;ABf, patierts, a 151s, In 20'6 d-cr2 ;se in blcod pro,-sure : ras ~°een in A ' th~ first ~,0 minutes . It was not possible to determine ar6iovaccular erects, in patients with -e ' al9 compromised aentsicWas funotior, (sea, Llinlcal Trials - TABLE 2) . In Medical or 'ostsurn,ical ICU studies comparing prolontnl to !i?rzodiazepine intusior, or bolus_ futile urrre no afGarenrfterences fit maintenance c? adequate sedation, mean artena : pressure, o! Iab,raFOry tinaing; . Like the .:or%tipara[ors, pinpoint rec ;re1 ;d")"I -cool duriro Sedation Maintaining re Fon .,ivity to cf.aller,~cs vrd7 adrena;or'icutropir hormcrie (ACTH) Case repmts frcm tie 

,f ~hlle 
propotol has been used safel ;n atlantcrrith a histnrv it 

published fiterature curl r . I ct rie~ 
Y p pot ph)nanrrr;911gnenthyper°heinia 

If-, hemadinartiicaliy stable i .',l lizumi p1Len ;s ranging in ag_ front 19-43 -ear ;, adeti .aL ;?da6co , ;a, uf,.inta e-:tvith rp c+oi ar momh ~~~ itd 7 :n etch group) There e:ere no apparent dift2r nces in adequacy of sedanaq innacrain :i If .^crcoral - icn pr s,cre, 'r naurl :oo ;c recovery r,atave?n the ireat nant grnu ;ts . In iiteratme reports front Neuronirgical ICU and sa :creiy head io =.ir~u p � n, 1 i -s, PrnPofol infusion, ~,.It'~, (it .vlthout diuretics snd hyperventilation, controlled intrar.amal pressure while n;aintilining cerebral p,.m ,ien ore ;;tF . In som- P patients . bolus doses esulted m decreased blood pressure and cbrriproiriiser. re2i>ral gerfustoa pressure (sse Clinical Trials - TABLE 2) . Propofol was tound ?o be effective in states epileplr,us :vhirh v;as refractor/ t,7 the staraard anticon~ulsant ?here ie p s Fo these F ii .Cnt, a ; ,!eII as for A.RDSirespiratory failure and tetanus patients, sedation mainienaree II usre generafly niZher ihan ?hiis? for other "'idmally I, ; patient populations �ee Clinical Trials - TABLE 2j, 
Abrupt discontinuation of propofol orior to voeanir9 or for daily evaluatiuo ot ssdatior iere~,' should be avoided. ?bs re ;ui t i n rapid awakenhng vrh associate dd anxiety, a~itatie~n, and resistance to ruachdnicai ventilat ;ori, Ir;iusior< of propafol should be a1 .isrec to rnaintain 'i ) a oh_ 1-a~el 'it sedation through the v.eannng prucass or evaluation r,i tedation ~evel (see PRECAUTIONS) . 
INDICATIONS AND USAGE 
Piccolo ; inj2Ctahle emulsion is ell IV ,edat ,e-hypnofu : aoent that ran be used for toth inrti; t a.i :;r,d,'c?r m urteranr_e fi t au; si thisi& sliar'. of a balanced . . 2nesthet;c technique for inpatient and Outpatient surgrry i,i adult patients and pedi pati :r is groater C!an 3 ~ ;;ars of ae : . Pru ; ; ran maintenance of anesthesia as ~ ~ ~ also be used for part of 2 balanced anestl ti . t chrique ior inpatient ancl r,uipati2nt sngery in 2d0 p .,52 :ts . Propofr,l iniec6alde emulsion s not recommended for induction of anasihes :albelow the age or 3 yFars nr'or mam^enarice of arc s!hetia li Iow the age of 2 nion?hs bacause its _ ~ . saf.R ant! effectiveness have not been estahlisheG in those popalatronr . 

- Information on the use of p-opofal 'njectab~P Boulsior or the rrainienance Gfi rrr� thesiz m p5rienis iron- 2 :nontir :o ;e it soar ; ~~~~ , ~ . - �,, . 
, ~~ aupio .~n for Iistra7Fneca's propofol inject _tnulsion . However, due -';i AsiraZeneca's nnark~firi,r >;rlusivh i :ai~ts, this d "ur,j product ~± is not ' +~, naintenance of _ ~abelrd ~ general anesthesia in the 2 martlts up to 3 years age Or sup ' 

in adult patients, propofol, .,,,Iran adrmni;tered intrav2rnusiy as affected, can be u .,?d to ini?iat, sold mzi;~r i~ + . t r nifor d aest c;ia car ( N^ACi secatiun It diagnostic procedures, Prnpufol m3y also be used 'or MAC; sedatinn in !ocaUregional arestheaia in pall?nt- mdergoing ;ur_rpical procedures (see PRECAUTIONS)_ 
Safety, effectiveness and dosing 9uide!inFS for n,opn+c hive. not been e,s:at;lshed for fd4lC Seda(ion ;li ht er~~r- ; 0 ~ ~ a inesihesia in file pediatric pnpui ;tlro undergoing dlagnostlc or nonsurg;r,al irocedutes ano therefore it is list recommence', for this use isee PRECAUTIONS -Pediatric Usel . Propo`o' should only be administered to ui'utiated, mei tianicaliv vertleted aduir p ;,;tonis in tho ntfnsi :P C2~ Unit ' +- ; , ,ar,u wntrol of stress responses, In thi~: stY!r~~ e ni, :;ICU~ ,~ ~ .ui~de ~rt'nucu ; cd~tnn 3Prapofc I s hould he adn.inlstPred On!, by person., skdl2d III Title me7ir.ai mi -,c,eMant ~f .w :cally it! patients and trained in cardiovascular resi!scitatlonand,sir.vay mai agemwnt 
Pro pofol is not indicatad for use .n aediatric !CD sari, since the s i~ry of this relf,fren has n .. : been es[abl sh si ; h ea PRECAUTIONS - Pediatric Use' Propofol is not r,r,ominenoed for obstetrics, 'inGud rg r,esr,rean ;er ;len deliveries Rropc?o! ciossus t` :t la,enia and : ° wi t d ~ t i ldher )_n � ai anestliatir, agents, the, administration of propofot may be associated with neonatal depression (see PRECAUTIONS) 
Fropolol is no : recommended for use In nursing mothers because p,opofo! Las he n re;;r,rt,d io hr ~cu'r;d in hulr,zr, mill --rr , effects of .I ,h~, orai absorption of small amounts if propefr,lare nor knoHn (sor; PRECAUTIONS) 
CONTRAINDICATIONS 

. Propetol injectable emWsion i, rentr<urdi~ate~t in patien-.,~Lioh a kcooin hyper,ensiovitJ Lo .ro»f :l Iiisiop cr :4=, - , !7anerai anesthesia or sedaf:cn are oon?rair~diua;ed_ 
WARNINGS 
For general anesthesia or monitored anesihesia care (MAC) sedation, propofol should he administered only 6y po;sons trained in the administration of general anesthesia and not invulved in the conduct of tiie sury+calld3agnosiic procedure. Patients should be continuously manner", and facilities for maintenance of a patent airway, artificial ventilation, and oxygen enrichment and circulatory resuscitation must he immediately avafla6le . For sedation of intuhatad, mechanically ventilated adult patients in the intansivc Care Unit (ICU), propalul should 0e administered only by persons skilled in the management at critically !II patients and trained In cardiovascular resuscitation and airway management . Contains sodium metabisulflte, a sulllte that may cause allergic-type reactions Including anaphylactic symptoms and life-threatening or less severe asthmatic episodes in certain susceptible people . The overall prevalence at sulfite sensitivity in the gereral population is unknown and probably low . Sullite sensitivity is seen more frequently in asthmatic than fn nonaslhenatlcpeopie. 
In tire elftrly, debilitated, or ASA 6i,,1') pahIfiits, rapid ,,s;ngle or r?pelaled) bolus a.1rn!ni ;traci o, !lot --~ , ~ is d 'ng ge~iera a,r. .thesia r.r MI,aG 'Fdation ;n order to ininirmze inl ;;irable .~rdlcr~sp ;raf r, depression including h~ pet?ns~c~, pnea, airv,a ob°iroeficn r.n :i/or ox~ ~ ari PAAC serJat!on pauents sheuld be r,nntinuei Iv !~~onitorer !; ; persons not r ;ob;ed in th~ coriJ ir� of the ~ur I I ~~r ; ' ~ es~ta ., .icr, 

, ~a ~ d ; ~yrcs i pro-e or, ; ¢.., ~en :u, p,e-mentaticn should be immediatel a ailalpl? ane piovided vsrr; ; clir,ica!ly imi;c ;ted and c a2n sa;irziion should I c ~e muii -ced in a i patients . Patients slio ld Ilie c:nniinuously monitored for early stone o' h,poti,psion, ap w, 'lir'~t:y ob tr:ctiec, ara rr oxfr9er des ;+eraii a n These ~arci,.,es~ - uv~ effects 2re mcre I .kel; to ~.ecur rolloov:rg rapid innntion (Inading) boluses or curi+ig sut:ileirrantal maintananca "facts, es~e~i.~lh,~ in tire elderJ l , clel;iu,atf~c. ,~r 9SA III~I~ F .. p1~ ~ti .,~ nt~. ~ Propotol injectaCJe emulsion ahvWd not ti . ~i :adrninis[er?d throur,h the sarle IV ;athet ;r u 
n 
L 7-0oci Cr I� n .a b, r.oa r~ : P , e cc-r,patihi., has . not o'cn eodzhliahed . in ,-'tre tests have shoven that aggregates f t 2 qlobular compooent r` [he ernilsi n --hic :2 ave _,rr1~ ner .+ddh t buo .l phumans and animals. The clinical signl(icance Is not krrr.~ ~ ' .srna~~aru m from , -r,, 

STRICT ASEPTIC TECHNIQUE MUST ALWAYS BE MAINTAIk .̀D DUflING HANDLING . PflOPOFOL iN,fECFAULE EMULSION IS A SINGLE-USE PARENTEtiRL PRODUCT WHICH CONTAINS SODIUM ML3'ABISUI.FITE ((I,25 MG/fAt) 70 RETARD THE HATE OF GROWTH Of MICROORGANISMS W THE EVENT OF ACCIDENTAL EXTRINSIC CONTAMINATION . HOWEVER, PflaPOFOL iN,IECTABLE EMULSION CAN STILL SUPPORT iHE GROWTH OF MICROORGANISMS AS IT IS NOT AN AN7IMICROBfALLY PRESERVED PRODUCT UNDER llSP STANDARDS. ACCORDINGLY, STRICT ASEPTIC TECHNIQUE MUST STILL BE ADHERED T0 . DO NOT USE IF CONTAMINATION IS SUSPECTED . DISCARD UNUSED PORTIONS AS DIRECTED WITHIN THE RLatllREa TIME LIMITS (SEE DOSAGE AND ADMINISTRATION - HANDLING PROCEDURES) . THERE HAVE BEEN REPORTS IN WHICH FAILURE TO USE ASEPTIC TECHNIQUE WHEN HANDLING PROPOFOL It4JECTABLE Ef01UtSiflN WAS ASSOCIATED WITH MICROBIAL CONTAMINATION OF THE PRODUCT AND WITH FEVER, INFECTION/SEPSIS, OTHER LIFE-THREATENING ILLNESS, AND/OR DEATH . 
PRECAUTIONS 
Contains sodium metablsulilta, a sulfite that may cause allergic-type reactions including anaphytactlc symptorns and life-lhreatering or iess severe asthmatic episodes in certain susceptible people . The overall prevalence of sulfite sensitivity in the general population is snknown and probably law. Sulfite sensitivity is seen more frequently in asthmatic than In nartasthmatic people, 
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Patients (see CLINICAL PHARMACC 
hypotension and/or bradycardia . Tree! 
administration o1 a4ropine. Apnea otte 
propofol injec;ab :e emulsion is an 
hyperllpoproteinemia, diabetic hvperlir, 
Very rarely the use of propo,"ol may 6 
increase in muscle tone . This may or n 
the recovery/day surgery area establs1 
When propo"o! is administered to an el 
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antacubitai iossa al, used, Pain during 
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Venous seqnmae (phlebitis curthro;nbo 
instances or verous sequelae ever, -)Gs 
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. there were no major sequeke . 
Intentional injection into ssulbcutaneo,;s 
rare reports of local pain, swelling . blisi 
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Clinical features of anaph;,lau ;, which i 
although use, of other drugs in most in, 
There have been rare reports at pulmor 
Very rarely, cases of unexplained postor. 
induction agents used . Due to a oaria~,, c 
Frooofol has no jagoisAic activity RaF 
sasr,eptible to Utis effect, particularly 
glycopyrroiate) should be considered tc 
Intensive Care Unit Sedation 
Adult Patients (see WARNINGS and E 
continuous in(usion and changes in th 
CLINICAL PHARMACOLOGY - Individas 

. Patients should 6e monitored fo~ earf 
responsive to discontinuation of Grcpci, 
As with other sedative medications, thei 
Failure to reduce the Infusion rata ;n pa 
5[ration [o clinical response and daily eve 
Opioids and paralytic agents snotj ;d be 
propofol should be aojssted to malntai 
process, this level of sedation may I 
discontinuation at a patient's infusion 
ventilation, making weaning from mecl 
maintain a light level of sedation thioum 
There hace been very rare reports of rh1 
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is administered for extended periods of 
Administration of propotnlinjactable e 

. r.oncurrentiy administered lipids is intiiu 
propofol injecta6te emulsion cont9in9 a_p 
The iong-term administration of propo 
Neurosurglcai Anesthesia : When Front: 
mean arterial pressure, should be avoide 
up cerebral perfusion prassme, an i :ifusic 
larger holuses o` propofoi. Sfov~er indu 
When increased iCP is suspected, hyper, 
Cardiac Anesthesia : Slower rsta~ of a 
patients viho are hemodynamicatiy ur 
,additional fluid therapy inay be contra u 
the hypotension which is associated s"
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hazardous machinery, or signing legal 
Drug Interactions : The induction dose r 
with narootics (e .g ., morphine . meperfc 
hydrate, droperidol, etc.) . These agents 
systolic, diastolic . and meanarteeat Dres 
During maintenance of anesthesia or srd 
and may be reduced in the presence oi : 



i nere nave oeen rare rc 
very rarely, cases of on 
induction agents used . I 
Propofol has no vagoF 
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CLINICAL PNARMACO 
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When increased !CP i . 
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patients who are he 
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the hypotension whir 
Information for Path 
hazardous machineq 
Drug Interactions : T' 
with narcotics (, .g .. 
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During maintenance 
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. agents (e .g ., succ(ry 
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relaxants, inhalation 
fantanyl concomitan- 
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basis) for 2 weeks bf 
'It intravenous ooses 
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howe~.,er, has b°en sh 
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is probably responsib 
animal reproduction s 
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Nursing Mothers: Pi 
effects of oral absorp 
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. . years and older and f 
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and effectiveness ha% 
Information regardin 

. months up to 3 yeaY 
labeled for use In ma 
In pediatric patients, 
Propofol is not indic . 
eflectiveness have m: 
There have been anec, 

` In one multlcenter 
incidence o? martall 
(n=1p5) teas 4";, bl 
performed to dccuir 
In pediatric patients 
wyperirritabiliry- Incr 
Geriatric Use : The e 
approximately 30 p< 
years of age and for 
patients above 54 if 
A lower inducfion c 
group of Patients, r 
including hypotens 
response (sea D05, 
ADVERSE REACTIO 
General 
Adverse event inforn 
events represent US 
patients ; there ate in 
varying lengths of sL 
Anesthesia and MP 
The tollo :ving esti ;r 
The adverse Pvemts 
mreatarthan the co 
estir,iates of the pe 
The adverse expeder 
(sae belOw) . Swing I 
Anesthesia (n Pedi 
Generally the adver ; 
clinical trials is simll 
as an adverse event 
ICU Sedation In Adi 
The following ustim 
sedation mere deter 
responses to rechail 

Is 



responses to recnaiienge, in many instances . one presence or cousin 
incidence rates for ICU sedation gpnerall~ ;Plaresent PAturrates ofthe 

Incidence greater 
AnusthrisiaurAAC Sedation 

Sardfio~,ascLi3r : Onacycarola, Arrhythrri 
Hypotension ' [Pads 171,,] 
[Hypertension Fees . 8~~j 

Central Nervous Sy'stam Nlovairent* [Peds. 1 
injection Site : Burninp/StinQing or Pain, 1 
Metabolic,,rJuVificnal : 
Respiratory Apnea (see ~Iso CLINICAL 
Skin and Appendages : Rash [Paris : 5%j, Pruritus 
Events 'xithout art * or had an incidence of 11,/-31,~ 
'incidenca of events 31" to 101", 

Incidence less t 

Anesthesfa/M .AC Sedution 
Brd,v as a ~Vhole . Anaphylaxis,'Anaphylacroid 

~ 

Bigenniny], [Brad,,,cardla], 
Hemorrha e' tECG Abri g , 
Extreinitues ~iinj, [Ari 

Cardiovascular Premature Atnal Contractic 
Central Nervous System, Hypertorda/Dystonia, Fires 
oiga~sbve : fHypeisaIraflonj, [Nausea 
Hemic/1-yrophatic : [Leulkocylosis] 
injection Site [Phlebitisj~ [Pruritus] 
Metabolic [Hypornagnesennial 
Musculuskaletai : ivivalgia 
Nervous. [Dizzinessi, [Agitation] . JCI 
Respirator,,, : Wheezing, [Cough], [Larjr 
Skin and Appendages : Pushing, Prurqus 
Special Senses : Ani [Vision Abnorru 
Urogerntal, Cloudy Urine 

Incidence less th 

AnHsthecu/ir/lAC Sedation 
BodY as a Whole~ Astlienia . Avrareness, Ches 

Increased Drug Effect, i 
Caldio""Asoular AnivOri Annal Fitbrillatio 

Bleeding, Bundl,, Branch 61 
Edema, Extra~ystoia . Heart 
Mvocardial Ischernia, Pi em 
ST Segment Depression, S 
Ventricilar Fibrillation 

Control Nervous S~stem~ Abnormal Dreams, Agratio 
BiLickin4,Jerking,71brashung, 
Combativeness, Confusion 
Emotional Labilftv, Euphoij 
Hypotorna. Hvsteria Insom 
Rigidity, Seizures . Seminole 

Duge~tivc : Cramping, Diari Dr~' Me 
vonniung 

Hematologiuli-~rnrphatic : Coagubruon Disorder, Leuk 
Injection Sjt~ : Hives/ ;fiching, Phlebitis, Be 
M0,1bolic/Nutritional : Hyperkalemia 4viperliperril 

Respirdlorv, Sionchostrasm, Burning in 
Hvpervenfilation, Hypovenn 
Sneezing, Tachypnea, Uppej 

Skin and Apperdaces Conjunctival Hyneremia, Di 
Slpec~.ql Senses : Diplopia~ Ear Pani . E,,, Part 
Jrogpnital: oliguria, Urine Retenton 

DRUG ABUSE AND DEPENDENCE 
Rare cases of self-admilustribion of prooofol by hearin care prof 
to prevent the risk of civersion . including restriction of access ar 
OVERDOSAGE 
!f ovatcosage occurs . propofol adminustranon should be, disc( 
Respiratory depression should be. treated by artificial ,enfilation 
raising 'lie patient's legs, increasing the flow rate of intravenous 
DOSAGE AND ADMINISTRATION 
Dosage and rate of administration ~houid be urdiVilftlaked ai 
preindu~llon and concomitant medications, age, ASA physical ck 
The following Is abbreviated dosage and administration inforn 
administering propofol, it Is imperative that the physician reviev. 
detailed In the CLINICAL PHARMACOLOGY - Individualization of E 
In the elderly, debilitated. orASA IIIAV patients, rapid bolus dose 
Contains sodium metabisulfite, a sulfite that may cause allergic 
asthmatic episodes In certain susceptible people~ The overall i 
Sulfiie sensitivity is seen more frequently In asthmatic than In non 
Intensive Cate Unit Sedation 
STRICT ASEPTIC TECHNIQUE MUST ALWAYS BE MAINTAINED OU 
PRODUCT WHICH CONTAINS SODIUM METABISULFITE (0,25 IVIC 
ACCIDENTAL EXTRINSIC CONTAMINATION. HOWEVER. PROPOFO 
AS IT IS NOT AN ANTIMICROBIALLY PRESERVED PRODUCT UNC 
ADHERED TO . 00 NOT USE IF CONTAMINATION IS SUSPECTED IS 
Proloofol shou~d be indmdualized axording to the patient', conditio 
For intubated, mechinicaliy ventilated adult patients, ntensik,e Car 
tiorate to dpsined clinual effect ac~d murnmil-P hylactension . Wrien inc 
rate shoijid ib~ rlcip~sEo by increrincurts of 5 to 10 ocq vkg,'mun (0 .2 
minutes between adjustmeriN should be a'lowacl for onset of peak, ( 
3 nvykg/h) or higner Dosages of Propefial shodd be r8durced in p 
requirement may be reduced by adequate management of pain viii 
dosage requirements . and these requirements may changB will] tim 
GNS FUNCTION SHOULD BE CARRIED OUT DAILY THROUGHOUT 
SEDATION ISEE CLINICAL TRIALS - ICU SEDATION), Bolus adrmir 
parents vdiere hyputension is not I kelv to occur. Pagei ils viih c 
,vascular tone (P.g ., sepsis) rri be more susceprible to hypotension 
SUMMARY OF DOSAGE GUIDELINES 
Dosages and rates or adrinwIstration in the collowing table shDjId 
induction of anesthesia in pecohic patients have only been estals 
maintenance of anesthesia have only been established for childre 
maintenance of anesuresia in patuentro 2 months upr to 3 years f 
Astro'eir.,ca .- marketing exrrkisf,jir~' r,ghts, this drug pioduct is n~f 1~ 
For complete cl info-rination, see CLINICAL PHARMACOLOGY - 
INDICATION DOSAGE AND ADMINISTRA 
induction d General -Anesthesia - 

Healthy Adults Less Than 5 
Elderly, Debilitated, or ASP 
Cardiac Anesthesia : 20 mg 
Neurosurgical Patients : 20 
Pediatric Patients - healthy, 
(see PRECAUTIONS - Pedlair 

Maintenance at General Anesthesia : Infusion 
Healthy Adults Less Than 5 

flue'It cuse"S~3 and collcc-uiu'arn trelap~' 171ACTO cue causal relaibonsinlp ur*'nown. I nenrfu'~' 
percentane of cirnical tnal pa'sunts %vNch appeared to have a ri,obable ,ausal elationship 
than 1% - Probably Causality Related 
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PHARMACOli 
HypoHipernia, 
RespinatorvAcido6s During Weatuing' 

jPuds: 9'1,~] 

ban ri - Probably CausaIN Related 
ICU Sedation 

Reaction, Po,maial Disorder, [Tacti 
[P~,-~fgaruure Ventricular roi!Tactjons 
mail [ArmyMni Ali 31), jfe~,erj, 
olriargiu S~andornpj 
ns, Synm'lbt 
torisia AgicAion 
I 

ills], 
gDspasiril, fl-lypoxial Dec,eased Lure Function 

an 1'14~ - Causal Relationship Unknown 
Gfa~!-, Unne 

CUi 
t Pam, ExlreriullLs Pain, Priver, 
k Rigidity,Sfiffness, Tronx Pao 

Fever, Sepsis, Ti un~ Paul, 
Whole Body r,'Ieakness 

n . AtdovEntriculaf Heart Blo-k, Ru?effliny, Arriothrinia, Atrial Fibrillation, ock, Ca?(Jlac Ainest, FCG Abnorma Bigerniny, Cardiac Arrest Block, Hypertension, 10yocaultai Wafcfion, 
r Contractions aturo Ventricul 

Exhs~stole, Rigni I ioart Failure 
V nr6 l r T a , 

upriventricuiar TaGhvcardc~ . Tachycardia, e cu a aci 

n, Amcuous 8eha,,tor, Anxiez~i, Chilis/Shwering, Clounic,10youlonic Mcvtruent. 
Ghi ;isfGhnvrtrju Inttacirinial 
Hypertension, Seizures, Dehr~urn' Depressing, Dizziness, 

q 1 aligns Hi4scinabors Hoadache 
Sonvioleric,, Tt,inking Abnormal , , , ., 

nia, Moaning Neuroparthy, Opisthotooos, 
nce, Trem,:n, Tvlitchinq 
utr Erl!juaed Parotid, Nais,,i, Swaio~~i~iq, hcu,, Lj,,r Ftaicus4, Aih~iorruaf 
QCVt Lis I ~ 
(in as s/ F I so u iol ano n 

5 Years of Age :'100 to 200 ricglkqlmin (6 to 12 mg/kg/h) . 



Healthy Adults Less Than 55 Years of A 
Elderly, Debilitated, or ASA 11119V Pellet 
Cardiac Anesthesia: Most patients ioqui 
Primary Propofo; with Secondary Opioid 
Low Dose Propotol aviti; Primary Oploid 
Afeurasurgicai Patients : 100 to 200 mcg 
Pediatric Patients - healthy, from 3 years 
2 months up to 3 years, see SUMMARY 
FollooAng the first half hour of maintenanc 
should be decreased (see PRECAUTIONS -

Maintenance of General Anesthesia : Intermittent Bolus 
Healthy Adults Less Than 55 Years of A 

Initiation at MAC Sedation 
Ilealihy Adults Lass Than 55 Years of At 
apnea or hyGr,tenalor, . Most patients iF-q 
minutes or a siot:~ injection of 0 .5 mglkg [ 
Elderly, Debilitated, Neurosurgical, or 
adults . Rapi d "loses are to be avo :ded 

Maintenance of MAC Sedation 
Healthy Adults Less Than 55 Years 0(1 
Loius technique . Most patients require c 
to!us doses o! 10 my or 20 mg. 
In Elderly, Debilitated, Neurosurglcal, 
dose . A rapid (single or repeated) bolus 

Initiation and Maintenance of ICU Sedation in InWbated . Mechanically Uen 
Adult Patients - Because of the resirfurr 
initial infusion should be 5 mcg/44,,m1n 
mcg/kglmin (0.3 to 0.6 m9/kg/ho aier 5 
tit 5 to 50 mcg/kglmin 10.3 Vi 3 mo/kyihy 
Evaluation al level of sedation and 2 
maintenance to determine the minimum 
The tubing and any unused portions 

n 
ecause propofol injectable emulsion 
icroorga a Isms (see W ARNINGS and I 

Compatibility and Stability : Piopotol injectable emuislon should not be miss 
Dilation Prior to Administration : Propofol injectable emulsion is provided a 
should only be diluted vvith 5°0 Dextrose Injection, USP, and it should not be d 
diluted form it has been shovrn to b°. more stable when 'm contar,i with glass th 
Administration with Other Fluids : Compatihi!ib,t of propofol injeclaBie ~mt 
established (see WARNINGS) . Udhen administered using a y-tylpe infusion se 
administered vvith the {oliomng Intravenous fluids . 
- Dextrose Injection (5%1 
-Lactated Ringers Injection 
Lactated Ringers and Dextrose (556) 

- Dextrose (5"'~j aed Sodium Chloride (0 .45%) Injection 
- Dextrose j5~b) and Sodium Chlocde 02`,0) Injection 
Handling Procedures 
General 
Parerderal drug products should be inspected v ;suaily for parficulate mallet and of 
Clinical experience vith the use of in-line filters and propofoi injectable ami,ls 
emulslon should only be ti through a filter with a pore 5e:6 of 5 mcn 
the flow of propofol injectable arnulsioa and/or cause tire breakdown of the e,I)i 
Continuous monitoring is necessary due to the potential tor restricted flov: arUio 
Do riot use if there is evidence of sPparation of the phases o1 the emulsion 

ABUSE AND DEPENDENCE) . 
STRICT ASEPTIC TECHNIQUE MUST ALWAYS BE MAINTAINED DURING HANDLING, PROPOFO 
PRODUCT WHICH CONTAINS SODIUM METABISUIFITE (0.25 MGIML) TO RETARD THE RATI 
ACCIDENTAL EXTRINSIC CONTAMINATION . HOWEVER, PRqPDFOL INJECTABLE EMULSION C, 
AS IT IS NOT AN ANTIMICR081ALLY PRESERVED PRODUCT UNDER USP STANDARDS, ACCi 
ADHERED T0 . DO NOT USE IF CONTAMINATION IS SUSPECTED . DISCARD UNUSED PORTli 
(SEE DOSAGE AND ADMINISTRATION - HANDLING PROCEDURES) . THERE HAVE BEEN REF 
WHEN HANDLING PNOPOFOL INJECTpBLE EMULSION WAS ASSOCIATED WITH MICROBIAL 
INFECTIONlSEPSIS, OTHER LIFE-THREATENING ILLNESS, AND/OR DEATH . 
Guidelines for Aseptic Technique for General Anesthesia/MAC Sedation 
Propofol injectable emulsion should be prepared for usa just prior to initiation of each 'rndivic 
should be disinfected using 70`~ isopropyl alcohol. Propofol injectable emulsion should be dra 
'Nhen withdrawing propofol injectable emulsion from vials, a sterfle ~ient spike should oa 
information including the date and time the vial vlas up-Tied . Administration shou~d : ommena 
have been upened 
Propofol injectable emulsion should be prepared for single-padent use only . Any unused portions 
shation tubing and/or soWttons containing propofol injectable emulsion ni 6e niscarded at tr 
occurs Sooner. The IV line should be flushed every 6 hours and at the end of The anesthu'ic prncedc 
Guidelines for Aseptic Technique for ICU Sedation 
Propofo! injectable 2mulsion shoc'd be prepared for s'mgle-patia,nt use only . When propcific'! 
strict aseptic techniques must be followed, The vial rubber stopper should be JislntecCed us 
tubing must be used for administration of propofol inject :_ble emulsion . As vdith oiha~ fipid c 
minimizsd . Administration Should commence promptly and must be conipleteU wi?hin 72 I 
unused portions of pfopofal injecta6le emulsion must be diseirded 2fter 1) hours. ' 
If propofol injectab!e emulsion Is transferred to a sqringe or other cnntatne pilot h 
anesthesia/MAC sedation si;ould he followed, and the product shou d a5 6'sc4rded and scrn 
HOW SUPPLIED 
Propofol injectable emulsion is avalzt+le in ready-lo-i_e 10 ̂ ,it. Y:a1~,20 r,il . vieis, 50 r1j. into 
of propofo ; . 

NDC Number Prapalol 
10015-013-0E 10 mi vlal 
10019-013-01 20 n":L via, 
1 C019-U13-02 50 roL irdus :on vial 
10019-013-08 100 ml- Infusion vial 

Propofol undargoas oxidative d2eradaYion in the pretferr,~ of wygen, snd r, thdfplme, pack 
, Store between 4°-22°C (40°-72°Pi . Do not freeze . Shaka well before us, 

Baxter 
Manufactured for 
Baxter Healihcare Corporation 
Deerfield, IL 60015USA 
;: Gonsi2 Sisor Pharmar_euiicals, Inc . 

. . Irvlne, CA 92b18 
For Product Incuir,~ 1 800 ANA DRUG (1-800-262-37541 
US Paten' Nos.~6,147,122 and 6 40 90 Gy 

~~ . Revised : l'-amjary 2003 

Rare cases of self-administration of p(opotoi injectable emulsion by health -,arc Frrtessicrals 

min (B to 12 m47/kijih'i . 
1in ?3 ?a 6 mg/kg; h) . 

ze CLINICAL PHARMACOLOGY - TABLE 3), 
ih) . 
to 300 mcgMylmiu ii .5 to 1H mglkcIlh); fro^o 
c 
anesthesia are not pre'sent the intu7ion rate 
]CAL PHARMACOLOGY - Pediatric Patients) 

JO ill(j as I1BP,CIBd . 

w injection techniques ~re recoinmendird to avold 
to 150 mcglkglmin (6 tc 9 ing'kg:hi for ~4 to 5 
wed iminediately .py a rnaintanarce infusion . 
'ost patients require dosages >imilar to heaitify 

sion te::hniquc :s preteraLle over an intermittent 
mr,ylikg!min (1 .5 to 4a` mg/k .11/11) or incremen.ai 

: Must pritienis require o0°, o= the usual adult 
d (see WARNINGS) . 

estl ;eti,^ of sedative agei~ts, in most pafierrs the 
~st 5 minutes . Subsequent Increment, of 5 to 10 
sod urt;l desired choice! effect . Plainteranoa rates 
2Q_ 
notion should he carilea out daily throughout 
ed for sedation . 
emulsion should 6e discarded after 12 hours 
lives and Is capable of supporting growth of 
T A ATli3 tdl . 

ageni, prier to adrrirtistraden 
IaHr,n. Hoarever, should dilution he ncessarf', it 

i less tuan 2 mglml harause it i ; an eraulsloa In 
ency a1Yer 2 hours of rUrana infusion, in plastic)-
nistratior, of blooc:lserum;plasma has no! been 
»ulsicn has been shown ?o be compatible when 

Ns,:atinn v:nenever solution Son corainer pzrndt. 
r (CU/MAC -sedation is Ilm ;ied . Propofol inlactable 
been demonstrated ;h i? 'the filter does not restr ct 
used vAlh caution and _vhere clinically appropriate . 
>ioa 

.en reported, :nr,iuding soma fatalities ;,5e DRUG 

TABLE EMULSION IS A SINGLE-USE PARENTERAL 
OUIiH OF MICROORGANISMS !PF THE EVENT OF 
L SUPPORT THE GROWTH OF MICROORGANISMS 
LY, STRICT ASEPTIC TECHNIQUE MUST STILL BE 
DIRECTED WITHIN THE REQUIRED TIME LIMITS 

V WHICH FAILURE TO USE ASEPTIC TECHNIQUE 
MINATION OF THE PRODUCT AND WITH FEVER, 

,thetic'sedaCrve procadur? . Ths ,,jet rubber s ;opper 
sterile sy!(nges immediately after vial, are opened, 
is syringe(s) shuuid b2 Iabsied w :G, app!eitriata 
8y and be completed within 6 hours after ;ha vials 

iol injectatd2 emulsion, reserueirs. dediuntcd adnini-
' iii3 aniss[heUo procedure or at 6 ho~jrs' whichever 
iove residua: propofol ln}acbabie tmulsion . 



"f 000 t7tti1, yly<cerot ('22 .5 m9j, egg ;rr;IK 
84MUNS OSETkBiSIW.PIIE (02s mg~ : .ith 
pH tc 4 .5-6.~: . 
'-72`F~. Do not troeae_ 

J$ faiard f:ns . u, i4?.122 and 5,d69,039 


