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i i iti becomes as depth of ia increases and Muscular relaxation may be adequate for some intra- Pharmacokinetics Reports of QT prolongation, associated with torsade de pointes (in Rare cases of extreme heat, smoke and/or spontaneous fire in the Reports demonstrate that Isoflurane can produce hepatic injury ranging Isoflurane may cause a slight decrease in intellectual function for 2-4 days During the induction of anaesthesia, saliva flow and sodium i for additional i ion on Drug are used with inhalation ics due MAC alveolar ) is reduced by Effects on Ability to Drive and Use Machines
For Hospital or Medical practit Laboratt
0or Fospital or Medical practitioner or Laboratory - ¢ - N o - " f " ; e > N " " . : . " f " : ™ o f . e .
should be closely monitored. abdominal operations at normal levels of anaesthesia, ~ MAC (Minimum Alveolar Concentration in man) exceptional cases, fatal), have been received. anaesthesia machine have been reported during the administration of  from mild transient increases of liver enzymes to fatal hepatic necrosis  following anaesthesia. Small changes in moods and symptoms may persist for  tracheobronchial secretion can increase and can be the cause of ~ patient management. inati i inst: to risk of additive negative inotropic effect. concomitant administration of N2O in adults. i it i
| © ne ! il fation a " 3 > ° ! Combinations advised against: Patients should be advised that performance of activiies requiring mental
During induction there is a decrease in blood pressure which retums DUt should greater relaxation be required small doses of 100% Oxygen 70%N,0 Caution should be exercised when administering isoflurane to patients ~ 9eneral anaesthesia with drugs in this class when used in conjunction in very rare instances. up to 6 days after administration. This must be taken into account when patients  laryngospasm, particularly in children. Renal failure may appear later. Beta- ic agents like andalpha-and beta-  Beta-blockers: Cardiovascular compensation reactions may be  Pregnancy alertness, such as operating a motor vehicle or hazardous machinery, may
i i i intravenous muscle relaxants may be used. All y g o Oxyg olN2! i i with COy those containing i resume normal daily activities, including driving or operating heavy machinery i i " N 9 g P impail ¥ - i ia with i i
towards normal with surgical stimulation. atrisk of QT prolongation. 10se€ It has been reported that previous exposure to halogenated hydrocarbon i Y © 90 f Malignant Hyperthermia There have been postmarketing reports of agents like nd should  impaired by beta-blockers. There are no or limited amount of data from the use of D€ impaired for 24 days after anaesthesia with isoflurane. As with other
N - " used muscle relaxants are markedly potentiated by isoflurane, 264 128 0.56 o I ! potassium hydroxide (eg Baralyme). When a clinician suspects  anaesthetics, especially if the interval is less than 3 months, ma (see ‘Effects on Ability to Drive and Use Machines’). PO . p e anaesthetics, small changes in moods and symptoms may persist for up to 6
. Blood pressure tends to fall during maintenance in direct relation to i ; Caution should be exercised in administering general anaesthesia, pecially Y o i . . N In isoflurane may trigger Some of these reports have been fatal. be used with caution during isoflurane narcosis, due to a potential  Inducers of CYP2E1 isoflurane in pregnant women. Studies in animals have  small chang ymp Y pe p
Isoflurane Inhalation J i ilati i the effect being most profound with non agents. including i i ith mif ial di that the CO, absorbent may be desiccated, it should be replaced jncrease the potential for hepatic injury. Cirthoss, viral hepaits or other A potentiation of neuromuscular fatigue can be seen in patients with i i i vthmi i i ici days after administration.
depth of anaesthesia, due to peripheral vasodilation, but cardiac thythm . 447 1.15 050 including isoflurane, to patients with mitochondrial disorders. before admifistration of isoflurane. The colour indicator of most CO p patic injury. patitis o P ¢ 'gue can | P a skeletal muscle hypermetabolic state leading to high oxygen  perioperaive hyperkalaemia risk of ventricular Non-selective MAO-inhibitors: Risk of  eicinal products and compounds that increase the activty of ~ Shown reproductive toxicity. Isofiurane should only be used ¥ -
. . le. With controlled respiration and normal PaCO2, cardi Neostigmine reverses the effects of non-depolarising muscle ' . . < 2 pre-existing liver disease can be a reason to select an other diseases, such as gravis. Isoflurane should be used mand and the clinical syndrome known malignant % risis during th ration. . the activity ring pregnancy if the benefi ighs th ntial risk. D nd administration
[ remains stable. With controlled respiration and normal PaC02, cardiac ’ 645 1.05 0.37 Isoflurane, like other inhalational agents, has relaxant effects on the  absorbents does not necessarily change as a result of ith caution i demand and the cinical syndrome known as malignant i i ated with 1ol during the operatio cytochrome P450 isoenzyme CYP2E1, such as isoniazid and  during pregnancy if the benefit outweighs the potentialris osage and administratio
quuld 100 /0 V/V) output tends to be maintained despite i ing depth of relaxants but has no effect on the relaxant properties of o - A y 9 thana with caution in these patients. hyperthermia. The syndrome Inc\udes nons; eclf\c features such Use of inhaled anaesthetic agents has been associated with . h : y! <E1, St . X N ) e
P ! P P - i i Indicati uterus with the potential risk for uterine bleeding. Therefore, the lack of significant colour change should not be taken VP V! P rare increases in serum potassium levels that have resulted  Treatment should be stopped 15 days prior to surgery. alcohol, may increase the metabolism of isoflurane and lead to  Isoflurane, like other inhalational agents, has relaxant effects  Posology MAC values for Isoflurane vary with age. The table below indicates
Descripti primarly through a rise n heart rate. Wih spontaneous respiaton,  [sofurane el nelcations inical j ing i i f adequate hydration. CO: houdbe R of the employed, maintenance of normal - Isoflurane should be administered with caution to patients who can develop  as musce rigidity, tachy cyan i i i i iatri significant increases in plasma fluoride concentrations on the uterus with the potential risk for uterine bleeding.  average MAC values for different age groups.
escription i i i i - i i " " in inducti Clinical judgement should be observed when using isoflurane during @S an assurance of adequate hydration. LU nts should be i o in cardiac arrhythmias and death in paediatric age group  Combinations requiring precauuons in using: 9 P! - the | P ine | 9. g ge groups.
lsof 3 . Jouri e liquid the resulting hypercapnia may increase heart rate and cardiac output Al commonly used muscle relaxants are compatible with Isoflurane is general inhalation anaesthetic for use in induction and obstetric anaesthesia. Consideration should be taken to use the replaced routinely regardless of the state of the colour indicator. haemodynamics is important to the of since can occur (see Effects’). and unstable blood pressures (It should also be noted that many during the ive period. Patients with latent as well as Use of Isoflurane and Isoniazid can increase the risk of potentiation Clinical judgement should be observed when using isoflurane
sollurane Is a clear, colourless volatile liqui above awake levels. isoflurane. maintenance. i . i i ; i in patients with coronary artery disease. Isoflurane may cause respiratory depression which may be augmented b of these nonspecific signs may appear with light Indirect-acting i and during obstetric anaesthesia. Consideration should be taken ADULTS*
Composition and chemistry Cerebral blood flow remains unchanged during light isoflurane Isoflurane may be used for the induction and maintenance Contraindicati \(L;\gees‘;rggrs‘zlnbé;)ccncen(ra(\cn of isoflrane in obstelrical operations Ezﬁt'::;eﬁ:; 3;:2::;:2m‘acga;r(?;uz!earep?;aisgbzlgoﬂ:gﬁlga‘:i’g: Isoflurane markedly increases cerebral blood flow at deeper levels narcotic premyed\canon oE oth;yr agpems causing resg/lratory gdepress\ony acute hypoxia, elc,) An increase in overall metabolism may be g;s{:or;ﬁ;man;:zzt:latrodgee arsnisf e Duchenne musczlsaé the(;r Risk of appetiteh pp IeDhEdrine gflhedhegatc(o:c effects. d other sed " to usge the lowest possib\e. concentration of isoflurane in AGE Average MAC value
- " - ; h ontraindications - 3 - - o i i i i i and its isk of peri-operative hypertension. In patients ioids, benzodiazepines and other se lative agents are associate: i
Non-flammable general inhalation anaesthefic which contains no additive  anaesthesia but tends to rise at deeper levels. Increases i of general anaesthesia. Adequate data are ot available to p in pat it Isolated cases of increased carboxyhaemoglobin have been reported with e With @ good degree of accuracy or techniues during which inspired or of anaesthesia. There may be a transient rise in cerebral spinal fluid alion should be supervised and f necessary, assisted (see Undesirable ;eaﬂrfdsf \Iar:ea?n ?‘:: a(t;geteme[jaslﬁ;ﬁ (‘i';hlg'o.ll r'r;'aey fl;zf sr\air)wldlc‘; of succinyicholine has been associated with most, but not all - ndergoing elective surgery, (preatmpen( shouldy ﬁiea\ly be di " wwrt}h . , and caution shoulg be exercised when obstetrcal operafions. In 100% Oxygen 70% N20
or stabiliser. It is 1-chloro-2,2,2- trifluoroethyl difiuoromethyl ether. cerebrospinal fluid pressure may be prevented or reversed by tablish its place i bstetri thesia oth Isoflurane is contraindicated in patients with known sensitivity to Isoflurane reased o8N 18 ; f . pressure which is fully reversible with hyperventilation. Eﬁects). ly ] sually Y i : " , p . b Oxyg o Ny
h tilating th beft d th El estaplsh It place in pregnancy or obstetric anaestnesia other ot other halogenated anaesthetics. use of halogenated inhalation agents with a ~CFoH moiety (ie., desflurane, ~ €xpired concentrations can be monitored, should be used. augmented metabolism) and an increased usage of the CO. of these cases. These patients also experienced significant  seyeral days before surgery. concomltamly administered with Isoflurane. Use in Caesarean Section
Route of administration: Inhalation yperventilating the patient before or during anaesthesia. Electro-  than for caesarean section. . i i " " . Isoflurane must be used with caution in patients with increased  During the induction of anaesthesia, saliva flow and tracheobronchial secretion . 2 elevations in serum creatine kinase levels and, in some cases, Lo . . . " o 26 + 4 years 1.28% 0.56%
changes and are extremely rare with It is al indicated i h ki d enflurane and  isofurane). No cinically significant concentrations of carbon - The degree of hypotension and respiratory depression may provide i ; i absorption system (hot canister). PaOa and pH may decrease, f : i ; i Adrenaline, by subcutaneous or gingival injections: risk of serious  Ct use of with inhaled agents  Isofiurane, in concentrations up '0 0.75%, has been shown
Pharmacodynamics : 9 v Relatively little metabolism of isoflurane occurs in the human tis also contraindicated in patients with known or suspected genetic monoside are produced in the presence of nomally hydrated absorbens. some indication of anaesthetic depth. intracranial pressure. In such cases hyperventllatlon may be necessary. can increase and can be the cause of laryngospasm, particularly in children. and hyperkalaemia and a base deficit may appear. Treatment changes in urine consistent with myoglobinuria. Despite the ; g - - Y A . to be safe for the for 44+ 7 years 115% 0.50%
i i i isoflurare. body. In the post operative period only 0.17% of the isoflurane susceptibity to malignant hyperthermia. Care should be taken to follow tions for CO; i Use of isoflurane in | and debil patients Paediatric population \ncludes dlscontmuance of triggering agents (e. |soﬂurane) similarity in presentation to malignant hyperthermia, these veniicular arthyihiia as 2 sansedence of inoeased heart rate has been associaled wilh rare increases in serum potassium levels section. A 22 22
Isoflurane is a general inhalational anaesthetic which provides rapid Isofl & itise th dium to adrenaline t Y. postop P ly 0.177% 4 L 2 As with any potent general anaesthetic, isoflurane should only be o » Nyp lggering ag 9. tients did NOT h | | fmalignant _ although the myocardial sensitivity with respect to adrenaline islower  that have resulted in cardiac arrhythmias and death in paediatric - N o
1soflure ! * ] soflurane appears to sensitise the myocardium to adrenaline 10 taken up can be recovered as urinary metabolites, Peak  Precautions: . X L Vit P > € ) has not been Alower ofisoflurane . di d patients di ave classical signs or symptoms of malignant ) ° : ! ) 64 + 5 years 1.05% 0.37%
induction of anaesthesia and also rapid recovery. Although slight 50 even lesser extent than Enflurane. Limited data suggest that p ry Isoflurane has been reported to interact with dry carbon dioxide inan equipped . Children under two years of age sodium, an hyperthermia such as muscle rigidity or hypermetabolic state. with the use of Isoflurane than in the case of Ha\olhane patients during the post-operative period. Breastfeeding
imit the rate of inducti ve salivation and v X u imi ugg serum inorganic fluoride values usually average less than Vaponsers speqauy calibrated for isoflurane should be used so that  absorbents during closed circuit anaesthesia, to form carbon monoxide. by those wh familiar with the ph logy of the d g s recommended for use in these patients. ) ; of supportive therapy. Such therapy includes vigorous efforts to P a su usdle rigidity or hyp: ! ' } } )
pungency may it the rate of induction, excessive salvalion anc supcutaneous infitration of up to 50ml of 1:200,000 solution adrenaline " ing c 1a, loxide. by those who are familiar with the pharmacology of the drug an Caution should be exercised when Isoflurane is used in small children due to . i Prompt and vigorous treatment for hyperkalaemia and resistant ~ Calcium in particular All commonly used muscle relaxants are markedly potentiated It is not known whether isofiurane/metabolites are excreted
tracheo-bronchial secretions are not stimulated. Pharyngeal and i Sumolfitre and ocour about four hours after delivered can be accurately controlled. In order to minimize the risk of formation of carbon monoxide in lified by training and experience to manage the anaesthetised Al commonly used muscle relaxants are markedly potentiated by imi " i i restore body temperature to normal, respiratory and circulatory ; i ; ;
acheo-bronchial secretions are not stimulate aryngeal a does not induce ventricular arrhyth in patients ! mini of f qualified by training and experience to manage the anaesthetise: y ! e Yy potel Y limited experience with this patient group. is as is for ion i i by Isoflurane. Neostigmine has an effect on the non-depolarising in human milk. Because many drugs are excreted in
I I ref diminished quickly. Levels of anaesthesia ch returning to normal levels within 24 hours. No signs of renal and TESP‘ increase as is circuits and the possibility of elevated carboxyhaemoglobin tient. isoflurane, the effect being most profound with non-depolarising agents. support as indicated, and of fluid- Isofiurane may lead to marked hypotension in patients treated with ing acti i i i "
laryngeal reflexes are diminished quickly. Levels of anaesthesia change with isoflurane. injury have been reported after isoflurane administraion d v y ircuits possibility Vi Xyl globi patient. isoflu y ing profound wi polarising agents. acid-base y (Consult S for latent disease. calcium antagonists. Caution should be exercised when calcium relaxants, but has no effect on the relaxing action of Isoflurane itself. human milk, caution should be exercised when isoflurane is
rapidly with Isoflurane. Heart rhythm remains stable. Spontaneous g eepened. levels, carbon dioxide adsorbents should not be allowed to dry out. p g administered to a nursing woman.
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PAEDIATRIC POPULATION an oxygen/ nitrous oxide mixture may be administered. Elderly: b. Tabulated summary of ad Nervous system Not known Convulsion Skin and Not known Swelling face! 4May cause a slight decrease in intellectual function for 2-4 days after d. Paediatric population Overdose Manufactured by : | Store below 30°C with cap tightly
Average WAC Value in It is Ihal induction with Isoﬂuraneﬂ be initiated at a As with other agents, lesser concentrations of isoflurane are normally required The following table displays adverse reactions reported in clinical trials and from disorders Not known Mental impairmentt Ineou Not known Dermatitis contact! See Precautions’ Use of inhaled anaesthetic agents has been associated with rare As with other halogenated anaesthetics, hypotension and respiratory Piramal Pharma Limited 1 closed. Keep out of the reach | 100 ml
Age 9 of 0.5%. of 1.5-3.0% usually produce to maintain surgical anaesthesia in elderly patients. See above for MAC postmarketing experience. Frequency cannot be estimated from the available data, tissue disorders T . increases in serum potassium levels that have resulted in cardiac depression have been observed. Close monitoring of blood pressure Sy.Nos. 7-70, 70/1 & 70/2, 1 and sight of children.
100% Oxygen surgical ia in 7- 10 minutes. values related to age therefore it is “not known”. Cardiac disorders | Not known Arrhythmia Not known Rash 5Small changes in moods and symptoms may persist for up to 6 days. See arrhythmias and death in paediatric patients during the post-operative and is measures may be Digwal Village, Kohir Mandal, 1 Jauhkan ubat dari kanak-kanak.
9 PR i ;. " ; {d 4 J .
Preterm neonates < 32 weeks | 1.28% Induction of anaesthesia in children: Isoflurane is not recommended for  Method of Administration: Vascular disorders | Not known Hypotension? Renal and urinary | Not known Blood creatinine increased! Precautions’. period. necessary to correct hypotension and respiratory depression resulting  Sangareddy District - 502 321, I MAL09020968AZ 3
Prefemn neoigfes 32.37 wooks use as an inhalation induction agent in infants and children because Vaporisers specially calibrated for Isofiurane should be used so that the SUMMARY OF MOST FREQUENT ADVERSE DRUG REACTIONS ok m —— disorders Not known Blood urea decreased’ c. Description of selected ad During the induction of anaesthesia, saliva flow and tracheobronchial from excessively deep levels of anaesthesia. Telangana State, India. \ M. L. No. 220/AP/MD/96/BFIR &
nal age 1.41% of the 0ccu;r§nce of cough, breath-holding, desaturation, increased of can be controlled. soC FREQUENCY | ADVERSE REACTIONS - ot known laemorrhage General disorders | Not known Hyperthermia malignant2 Transient increases in blood bilirubin, blood glucose and serum creatinine with secretion can increase and can be the cause of laryngospasm. Storage Condition Name & Address of Product Registration Holder (PRH): ! 8 § Isofl Inhal t
ot month o o and lar Isoflurane is not recommended as an induction agent in children. Bood o Notkom Camoryhacmogobingemia? :?]esplr_atoryl,1 Not known Bronchospasm? a_r:d inistraion [ own Chest discomforl iecrs;]se ‘w; BUN, serlum choltist?rol ?nd a‘lkalmf phgsphqtaseh[}av; begn obsterr:/ed e. Other special populations Store below 30°C with cap tightly closed. Keep out of the reach  Unimed Sdn. Bhd : ~ ' Piramal S ( soriurane inhaiation
! aintenance: X . ] oracic an site condi - s with other general anaesthetics, transient elevations in white blood count have Neuromuscular disease: and sight of children. No. 53, Jalan Tembaga SD 5/2B, N " 3 PP 0,
Undesirable Effects: lymphatic system " Not known Dyspnoea! . . eu g | Li u|d 100 / VN
1-6 months 1.87% Adequate fa for surgery may be sustained with an inspired Isofiurane Not known Chills been observed even in the absence of surgical stress. . N . N ! Bandar Sri Damansara, | | — Critical Care [m} q (]
y disorders i i - Use of inhaled anaesthetic agents has been associated with rare Shelf life ! © . 2
6-12 months 1.80% ce of 1.0% to 2.5% in an oxygenfitrous oxide mixture. Addiional & Summary of the safety profile _ ‘ disorders Not known Wheezing' Not known White blood cell count increased! Rare reports of hypersensitivity (including dermatitis contact, rash, dyspnoea, increasels in serum potaslsiumg levels that have resullted o Icardiac e e ; ¢ manut 52200 Kuala Lumpur, ! Manufactured by : z
1-5 years 160% Isoflurane (0.5% to 1.0%) may be required when Isoflurane is given with Adverse reactions encountered in the administration of Isoflurane are in Immune system Not known Anaphylactic reaction’ Not known Respiratory depression2 Not known Hepatic enzyme increased? wheezing, chest discomfort, swelling face, or anaphylactic reaction) have been arthythmias and death in paediatric patients during the post-operative 60 momhs rom the date of manufacture Malaysia. I g Piramal Pharma Limited Controlled Medicine / Ubat Terkawal
oxygen alone. general dose dependent extensions of pharmaoo PhYSIOWQICa' effects and disorders Notk m P 5 — T received, especially in association with long-term occupational exposure to inhaled period. Patients with latent as well as overt disease, F Date of Revision: 27/02/2024 1 o Sy.Nos. 7-70,70/1 & 70/2,
Premedication: o i i ; include Potential ot known ypersensitivity Not known Laryngospasm Not known Fluoride increased agents, including isoflurane. These reactions have been confirmed Digwal Village, Kohir Mandal
R For caesarean section, 0.5-0.75% isoflurane in a mixture of Ly - — Notki Bl nal | g g particularly Duchenne muscular dystrophy, appear to be most vulnerable. Isoflurane liquid is packed in 100ml and 250ml amber coloured ! ~ 9 ge, Ko p I h I H A h H
Premedication drugs should be selected according to the needs of the oxygen/nitrous oxide is suitable to maintain anaesthesia for this serous undesiable cfcts nclude malignant hypertherrma hyperkalaemia, Metabolism and Not known Hyperkalaemia: Gastrointestinal Not known lleus ot known, ectroencephalogram abnofmal by clinical testing (e.g., methacholine challenge). The etiology of anaphylactic Early and aggressive intervention to treat the hyperkalaemia and bottles, type IIl glass and black phenol or Polypropylene screw cap 1 g Sangareddy District - 502 321, nha atlon nest etIC
patient. The respiratory depressant effect of Isoflurane should be taken procedure. ?Ievale(;j serum cre‘_atme k'"aS?P myogtloblnyunaSh_anaphylactlc reactions t_and nutrtion disorders [ e Blood glucose increased! disorders Not known Vomiting Not known Blood cholesterol decreased! reactions ; during inha € exposure ‘Sf however, unclear resistant is asis for with p cone. 1 Telangana State, India.
into account. The use of anticholinergic drugs is a matter of choice, but Arterial pressure levels during maintenance tend to be inversely related liver adverse reactions (see ‘Precautions’). Shivering, n_ausea,v vomiting, - — Not known Blood alkaline phosphatase because of the exposure to multiple concomitant drugs, many of which are known latent neuromuscular disease. Instruction for Use/Handling I o Name & Address of Product
may we advisable for inhalation induction in paediatrics. laint " ileus, agitation and delirium have been observed in the post- operative period. Psychiatric Not known Agitation Not known Nausea decreased? to cause such reactions. . 1 Registration Hold PRH):
i to alveolar Is_oﬂurane concentration in the e_lbs(_ence of other cqmphcal\ng Cardiac amest, bradycardia and tachycardia have been observed with general disorders — - " - > Minimally raised levels of . ic fluorid dur 4 afte i Elderly: Vaporisers specwal\y calibrated for Isoflurane should be used so egistration Ho er ( ):
Induction: factors. Provided there are no other complicating factors this is probably h N , brady - A g Not known Delirium H Not known Hepatic necrosis 1See ‘c. Description jons' inimaly raised levels of serum inorganic fluoride oceur curing and atter isoilurane i i i i that th of by trolled. ! Unimed Sdn. Bhd.
) - ! A inhalation anaesthetic drugs including isoflurane. disorders — See ‘c. of selected adverse reactions’ below anaesthesia, due to biodegradation of the agent, It is unlikely that the low levels of Lesser concentrations of isoflurane are normally required to maintain at the can be y controlle \
As Isoflurane has a mild pungency, inhalation should usually be preceded due to peripheral vasodilation. Excessive falls in blood pressure may i N ¥ . X Not known Mood altered Not known Hepatocellular injury2 2See P — serum inor énicﬂuoride observed (mean 4.4 m;)\ll in one study) could cause renal surgical anaesthesia in elderly patients. Isoflurane is not recommended as an induction agent in children. Any No. 53, Ja_lan Tembaga SD 5/2B,
by the use of a short acting barbiturate, o other intravenous induction be due to the depth of anaesthesia and, in such circumstances, can be Reports of QT prolongation, associated with torsade de pointes (in Not known Blood bilrubin increased A ) _ ot as%hese aro el below e mro osedpthreshold pivins )f{or Kidney toxcly unused medicinal product or waste material should be disposed of in 1 Bandar Sri Damansara,
agent, to prevent coughing. Altematively, Isoflurane with oxygen or with corrected by reducing the inspired Isoflurane concentration. exceptional cases, fatal) have been received and ileus has been observed. In patients induced abortion. Y. prop Y : accordance with local requirements. ! 52200 Kuala Lumpur, Malaysia.
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