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PROPOFOL WITH MCT-LCT IP 1%
20 ml/50 ml

Abridged Prescribing Information:
MCT-PROFOL™

Presentation: Each miL contains:Propofil Ph, Eur 10 mg, Soyabean refined ofl Ph. Eur 50 mg , Medium chaln triglyceridas Ph. Eur S0 mg, EZE lecithin 1H 12 mg, Gtycerin Ph. Eur 225 mg, Sodium oleate IH 0.40 mg, Water for Injection Ph. Eur g.s. to 1 miL, Exclplent(s) with known effect, Soyabean refined
oll Ph. Eur Dosage and adminlstration: supplementary analgeskc agents are generally required In addition to Propofol 19, Propofol 1% can be used for Infusion undiiuted from glass containers or diluted with 5% Dextross intravencus Infusion BP) only. Dilutions, which must not exceed 1In 5 (2 mg
propofol permL) should be prepared aseptically Immediately before administration and must be used within & hours of preparation.It Is recommended that, when using diluted Propofol 19, the volume of 5% Dextrose removed from the Infusion bag during the dilution process Is totally replaced In
wolume by Propofiol 1% emulsion.The dilution may be used with a varkety of techniques, but a giving set usad alone will not avald the risk of accidental uncontrolled Infusion of lange wolumes of diluted Propofol 1%. A burette, drop counter or volumetric pump must be Included In the
Infusion line. The risk of uncontrolled Infusion must b taken Into account when declding the maximum amount of Propofol 1% In the burette. When Propofol 1% & It 15 rec that equipment such wolumetric Infusion pumps should
always be used to control Infusion rates. Propafol av-plececl tlon site Into P.Sodium Chicrlde0.9% Infusion B.P. Sodium Chioride 0.18% Intravenous Infusion B.P. Mix
20 parts of Propofil 1% with upto 1 partoramero.s%orl% Uidacaine hy tion. Induction and General Adult: an Initial targst of4 mikkrogram,mL Is recommended In pmmeﬂkateﬂ patients and In unpremedicated patients an Inibal target of & microgram/mL
Is advised. Induction time with -120 seconds. Higher targets will aliow more rapld Induction of anaesthesia but may be assoclated with . A lower Initial target concentration should be used In
the ageof ¥ In patlents or.usngvaues;anaa The targst concentration can then be Incraasad In steps of 0.5-1.0 microgramymL at Intervals of 1 minuts to achieve a gradual Inaunlonoranaesmesla mpplemtanyana@slawlugenerawnerequneaana Lneenenm
Which target for will be Influenced by of concomitant Target propofol concentrations In the region of 3-5 microgramymL usdally ry
waking s generally In the region of 1.0-2.0 microgramymL and unll be Influenced by the amount of analgesla ghven during malntenance. Contralndications: Hypersensitivity to the active substance or to any of the exciplents (Soyabean refined oll Ph. Eur, Medium cnaln mgwma Ph. Eur, Egg leclml n
1M, Glycerin Ph. Eur, Sodium oleate H, Water for injaction Ph. Eur). Should not be used In patients who are hypersersitve to peanut or soya. Should not b= usad In patients of 16 yearsaageoryounga- for sadation In Intenshve care.,
facilities for e ofa patient alrway, artific andother resuscitative facilities should be readily avallable at all times. Propofol 1% should not onducting: ar orsurgical procedure. Aswith M"E’mﬁliniﬁmeﬂﬁ. t"e
administration of Propofol 1% without alnway care may resultn fatal msplmo.y ations. When Propofal 1% | for conse for surgical and diagnostic procedures, paue-ns should manitored for eary sunscr alrway
desaturation. &5 with other sadative agents, when Propafol 106 Is ussd for procedures, yoceur, to discharge
ofthe patlent to ensure ull recovery anar useof Propofol 19, Very rarely the use of Propofil 19 may be assoclated with onsClousnes: anInc This miay armay nat be preceded by a pariod of wakefuiness.
Although recovery P an unconsclious patient should be administerad. Propomll%lnduoed Impairment Is notgene«auymme beyond 12 hours. The effects of Propafl 19, the procedure, concomitant medications, the age and the condition of the patient should
e consldered when advising The belngac eof g h as driving. T agents that may oplates, alcohol.) 45 with other
anaesthetic agents, caution should be applied In patients renal or hapatic or In or patlems. Pmpml 19 clearance Is blood flow depandent, therefore, concomnant medication that reduces cardiac autput will also reduce Propafol 19
clearance. Propofiol 1% cksvagolytic activity and has been associatad with r2portsof C X ananticholinergic agant eof aspect
or when Propofol 1% Is used Inwnp.mctlonwltnmr by to cause a and be Instructed Inamld alcohol before and for at Ieastemrsameradmlnlsmtlon of Propafal
1%. During bolus administration for operathe procedures, extreme caution should be m«rlsed |n panenrs Wwith acute pulmanary Insufficlency or resplratory depression. Concomitant uss of central nervous system depressants e.g., alcohol, general anaatnalcs. nan:onc analgesics will result In
accentuation of thelr sedative effects. When Propofol 19 plratory and ep may occur, It s recommended that Propotol 1% I
titrated to the patlent's respanse. During Induction of anassthesia, hypotension and translent apmea may oocur premedic agents. 1P may req Mreuu(tlon oane raheoradmlmstratlona Fropafal
1% during the period of anaesthetic malntenance. When Pmpomll%lsadmlnlmm maneplhptkpatla’ﬁ.ma'emaynea fiskof comvulsion. Appropriate care should b= applied In pi fat Incther conditions where lipld emulsions must be used cautiously. Usa Is
with A5 With ather mayoccur during recovery, The benefits and risks of the p p mpmr o P hiours) of propafol In young children (<3 years)
andln pregrant women. Pasdiatric population The use of Propofol Is not mmenaecl n newbam Infants. Propofol must not be Used In patients of L6 years of age or younger far sedatian for Intenshve Care Unit Use of propofol emulsion
Infusions for ICU sedation has been amm with a constellation of metabolic derangements and organ system fallures that may result In death. Reports have been recelved of combinations of the MIMIHE Mai bolic ackosls, Renal fallure,
candiac -type EC ST-segment and coved T-wave) and rapldly Ccardiac ta Inatroplc hawe been refermed to asthe Propafol T
ty p Injurt Infac vEed In adultsfor sedation In are unit. risk factors for of oy y
andjor sepsis; higf more of nits tors, sterolds, mw.mm[usualyatmramsgemrtnanamngmbrmmanunours] Prescl bealertto
Wwiththe above risk factors and -when develop. 2 Inthe Intensivi care unlt CL), should betitrated to P yand ﬁlseﬂ Intra-cranial pressure
(ICP) should be ghven o support modifications. Treating physiclans ar mg/kg/ b2 applid In patients and In other
. It1s e that blood lipid b manitored If propofol  administersd to patients thought to be at pankularnskaratwnau ‘Administration of propafol should be adjusted appmpnaner,-lrtnemomtonng Indicates that
fats Delnglnaoequately cleared from t"e body. If the panent Is ty, a reduction In quantity should be made In order totake acoount of the amount of lipid Infused. Additional Precautions Caution should be taken when treating patlents with mitochond rial
disease, Thase patients may be susczptible to exacerbations of thelr disarder when Undergoing anaesthesk, surgeny and ICL care. of prowision of camohy and good hydration are Eoommendad for such patients. The early presentations of mitochondrial disease
exacerbation and of the " propofol Infuskon syndrome’ may be similar, The nead for zinc should be g prolongsd of Propofol 1%, 1 patients who o 2nc deficlency, such as those with burns, diarrhoea andjor major sepsls. When
Propofol 1% s to be aspirated, It must be drawn assptically it ghing sat mrnmamnmnvlal seal st commence without delay. Asapsis must be maintained for both Propofol 1% and Infusion aguipment throughout the Infusion pariod. Any Infusion
% line must be Propofol 1% must not amicroblological Nilter, A not excesd 12 hours. At the end of the procedure or at 12 hours, whichever & the sooner, both the reservolr of propafol
and the Infuslon line must be discarded and replaced as appropriata. Pregnancy Propafol 1% should not be ghen to p essary. Propofol 19 can, however, be ussd during an Inducad abortian. Obstetrics:Propofal L% crosses the placenta and can cause neanatal
depression. It should not be used for obstetric anaesthesla unless clearty necessary. Breast-feeding: Women should not breast-feed for 24 mrsa'wadmlmstratlona Fropofol 1%. Milk produced during this period should treatment
I ksl to cause o artc with oorygen. Cardiovascular dep would require (g0l the patient’s head and, Fsevers, use of plasma sxpanders and pressor agents. DIug Interaction: Pmpmll% has baen used
In assoctation with spinal and epldural anagsthesla and Wth commanly used pramedicants, Reuromuscular biocking drugs, Inhalational agents and analgesk: agents. Lower doses of Propofol 19 may be required where general anagsthesla & used a an adjunct to reglonal anaesthetic techniques.
Profound hypatension has been reported following anassthetic with propofol In patients treated with rifampicin, The concurrent administration of other CNS depressants such as pre-medication drugs, Inhalation agents, analgesic agents may add to
dapressant effectsof Propofal 19%. Aneed for lower propofol doses has been observed In patients taking valproate. tion of prop 1y be considered . Do ot freezs, Keep out of the rach and sight of children, Amneal Healthcare Private
Limited Gujarat, INDIA
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