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Indica�on and important Safety Informa�on you should know about Sevoflurane

Indica�on
Ÿ Sevoflurane is indicated for induc�on and maintenance of general anesthesia in adult and pediatric pa�ents for inpa�ent and outpa�ent surgery.  

Sevoflurane should be administered only by persons trained in the administra�on of general anesthesia.  Facili�es for maintenance of a patent 
airway ven�la�on, oxygen enrichment, and circulatory resuscita�on must be immediately available.  Since level of anesthesia may be altered 
rapidly, only vaporizers producing predictable concentra�ons of Sevoflurane should be used.

Important Safety Informa�on
Ÿ Sevoflurane can cause malignant hyperthermia. Postmarke�ng reports of malignant hyperthermia, some of which have been fatal, have 

occurred.  Sevoflurane should not be used in pa�ents with known sensi�vity to Sevoflurane or to other halogenated agents, or in pa�ents with 
known or suspected suscep�bility to malignant hyperthermia.  

Ÿ Findings taken from pa�ent and animal studies suggest that there is a poten�al for renal injury when Sevoflurane is used at low flow rates, which 
is presumed due to Compound A.  The level of Compound A exposure at which clinical nephrotoxicity might be expected to occur has not been 
established.  To minimize exposure to Compound A, Sevoflurane exposure should not exceed 2 MAC-hours at flow rates of 1 to <2L/min.  Fresh 
gas flow rates<1L/min are not recommended.

Ÿ Because clinical experience in administering Sevoflurane to pa�ents with renal insufficiency (crea�nine >1.5 mg/dL) is limited, its safety in these 
pa�ents has not been established.

Ÿ Sevoflurane may be associated with glycosuria and proteinuria when used for long procedures at low flow rates.

Ÿ KOH containing CO  absorbents are not recommended for use with Sevoflurane.  An exothermic reac�on occurs when Sevoflurane is exposed to 2

CO  absorbents.  This reac�on is increased when the absorbent becomes desiccated.  Rare cases of extreme heat, smoke, and/or spontaneous 2

fire have been reported during Sevoflurane use in conjunc�on with the use of desiccated CO  absorbent, specifically those containing potassium 2

hydroxide (e. g., Baralyme). 

Ÿ Reports of QT prolonga�on, associated with torsade de points (in excep�onal cases, fatal), have been received.  Cau�on should be exercised 
when administering Sevoflurane to suscep�ble pa�ents (e. g. pa�ents with congenital Long QT Syndrome or pa�ents taking drugs that can 
prolong the QT interval).

Ÿ Rare increase in serum potassium resul�ng in cardiac arrhythmias and death have been noted in pediatric pa�ents during the postopera�ve 
period following the use of inhaled anesthe�c agents.  Contribu�ng risk factors appear to be latent or overt neuromuscular disease, par�cularly 
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Piramal’s Sevoflurane, USP is available through the wholesaler or distributor of your choice
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Duchenne muscular dystrophy.  Concomitant use of succinylcholine has been associated with most, but not all, of these cases.  Early, aggressive 
interven�on to treat both hyperkalemia and resistant arrhythmias, and subsequent evalua�on for latent neuromuscular disease, is 
recommended.

Ÿ During the maintenance of anesthesia, increasing the concentra�on of Sevoflurane produces dose-dependent decrease in blood pressure.  Due 
to Sevoflurane’s insolubility in blood, hemodynamic changes may occur more rapidly than with other vola�le anesthe�cs.  Excessive decrease in 
blood pressure or respiratory depression may be related to depth of anesthesia and may be corrected by decreasing the inspired concentra�on of 
Sevoflurane.

Ÿ Seizures have been reported in associa�on with Sevoflurane use, the majority of which have occurred in children and young adults, most of whom 
had no predisposing risk factors.  Clinical judgment should be exercised when using Sevoflurane in pa�ents who may be at risk for seizures.

Ÿ Drug interac�ons: Benzodiazepines and opioids would be expected to decrease the MAC of Sevoflurane.  The anesthe�c requirement for 
Sevoflurane is decreased when administered in combina�on with nitrous oxide.  Sevoflurane increases both the intensity and dura�on of 
neuromuscular blockade induced by nondepolarizing muscle relaxants. 

Ÿ Very rare cases of mild, moderate, and severe postopera�ve hepa�c dysfunc�on or hepa��s with or without jaundice have been reported from 
postmarke�ng experiences. In addi�on, rare postmarke�ng reports of hepa�c failure and hepa�c necrosis have been associated with the use of 
Sevoflurane. Clinical judgment should be used in pa�ents with underlying hepa�c condi�ons or who are under treatment with drugs known to 
cause hepa�c dysfunc�on.  It has been reported that previous exposure to halogenated hydrocarbon anesthe�cs may increase the poten�al for 
hepa�c injury.

Ÿ Adverse events reported by >5% of the surgical pa�ents receiving Sevoflurane during clinical trials during induc�on included: bradycardia, 
tachycardia, agita�on laryngospasm, airway obstruc�on, breath-holding, and increased cough; during maintenance and emergence: shivering, 
hypotension, bradycardia, somnolence, agita�on, nausea, vomi�ng, and increased cough were reported.

For more information, please contact Piramal Customer Service at +1-800-414-1901 during business hours (8 a.m. EST to 5 p.m. EST) 
or e-mail at pcc.customerservice@piramal.com

Adverse events should be reported to Piramal Cri�cal Care at h�p://pcc-chex.force.com/SiteComplaintForm.

You are encouraged to report adverse events of prescrip�on drugs to the FDA. Visit MedWatch or call 1-800-FDA-1088.

Full prescribing informa�on of Sevoflurane, USP can be seen at 
h�ps://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?se�d=3dbab949-6ab7-4040-9c81-314e5bb61d41. 

SEV-2

Piramal Critical Care, Inc.
3950 Schelden Circle, Bethlehem, PA 18017, USA
Toll Free No.: +1-800-414-1901       www.piramalcriticalcare.com/us/

h�ps://www.linkedin.com/company/piramal-cri�cal-care/

https://www.linkedin.com/company/piramal-critical-care/
www.piramalcriticalcare.com/us/
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=3dbab949-6ab7-4040-9c81-314e5bb61d41
http://pcc-chex.force.com/SiteComplaintForm

