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SUFENTANIL

Sufiject®
Injection: bmcg/ml (2, 5 & 10 ml)

Category

General anesthetic, opioid analgesic

Indications

1- As a primary agent for the maintenance of anesthesia in selected patients undergoing major surgery

2- To provide neuroleptanalgesia (in conjunction with a neuroleptic agent such as droperidol) or neuroleptanesthesia (in
conjunction with a neuroleptic agent and nitrous oxide)

3- As the analgesic supplement to regional or local anesthesia in a monitored anesthesia setting

4- For epidural administration, in combination with low-dose bupivacaine, for prevention or relief of the pain of labor and vaginal
delivery

Drug interactions

Peridural or spinal anesthetics, antihypertensives, diuretics, hypotension-inducing medications, benzodiazepines, beta-adrenergic
blocking agents, buprenorphine and other partial p-receptor agonists, cimetidine, erythromycin, CNS depression inducing
medications, monoamine oxidase inhibitors, nalbuphine, pentazocine, naloxone, naltrexone, neuromuscular blocking agents,
nitrous oxide, phenothiazines

Contraindications

Allergic reaction to fentanyl or its derivatives, history of cardiac bradyarrhythmias, cardiac conditions leading to compromised
cardiac reserve, head injury, hepatic function impairment or cirrhosis, hypothyroidism, renal function impairment, respiratory
impairment or pulmonary disease, gallbladder disease or gallstones, gastrointestinal tract surgery, prostatic hypertrophy or
obstruction, urethral stricture, urinary tract surgery

Warnings & Precautions

* Due to high incidence of apnea, hypotension, tachycardia and muscle rigidity, should not be used outside monitored anesthesia
settings and only by individuals specifically trained in the use of anesthetic agents.

* Inject slowly over at least 2 minutes, since rapid infusion may result in skeletal muscle and chest wall rigidity, impaired
ventilation, or respiratory distress or arrest. Non depolarizing skeletal muscle relaxant may be required.

« Sufentanil shares the toxic potentials of opioid agonists, and precautions of opioid agonist therapy should be observed.

Caution must also be taken with:

« Patients who are hypersensitive to fentanyl as they may also be hypersensitive to the chemically related Sufentanil.

« Patients to which high doses of Sufentanil is administered. Qualified personnel and adequate facilities are necessary to manage
the potential for postoperative respiratory depression.

« Patients with renal function impairment, hepatic function impairment, bradyarrythmias, preexisting respiratory compromise such
as hypoxia and/or hypercapnia, chronic pulmonary disease, obstructive pulmonary disease and kyphoscoliosis or other skeletal
disorders that may alter respiratory function, since critical respiratory depression may occur, even at therapeutic doses.

« Patients with head injury, intracranial lesions or elevated intracranial pressure (ICP), since exaggerated elevation of ICP may
oceur.

* Debilitated patients since there is a greater potential for respiratory depression, even at therapeutic doses.

« Patients who are morbidly obese. Consider use of lean body weight for dosing in patients more than 20% over ideal body weight.
« Neonates, children and elderly.

Pregnancy & Breastfeeding

FDA Pregnancy Category : C

Adequate and well-controlled studies in humans have not been conducted.

It is not known whether Sufentanil is distributed into breast milk.

Side effects

Rigidity in muscles of respiration in the chest and pharynx, which may lead to difficulty in establishing pulmonary ventilation,
Chest wall rigidity, delayed respiratory depression, respiratory arrest, bradycardia, asystole, arrhythmias, hypotension, physical
dependence, hypertension, tachycardia, skeletal muscle movements, confusion, circulatory depression, dermatitis, laryngospasm,
mental depression, paradoxical CNS excitation or delirium, drowsiness, nausea or vomiting, biliary spasm, blurred or double
vision or other changes in vision, chills, constipation, ureteral spasm, urinary retention

Dosage and Administrations

* Sufentanil injection contains Sufentanil citrate, but the dosing and strengths are expressed in terms of Sufentanil base.

« Check the solution for any turbidity before use.

« Use the injection right after opening it and throw away what is left.

Adults

Surgical ia (as a p t of bal d anesthesi gery expected to last 1-2 hours):

1. Initial dosage: 1 to 2 meg/kg (IV) with N20/O2; 75% or more of the total dose may be administered by slow injection (over 2
to 10 minutes) or infusion prior to intubation (titrate to individual response).

2. Maintenance:

« Incremental dosing: 10-25 mcg (IV) may be administered as needed. Total dose should not exceed 1mg/kg/hour of expected
surgical time.

* Continuous infusion: Maximum infusion rate should not exceed 1mg/kg/hour.

Surgical Igesia (as a p t of bal d anesthesia-surgery expected to last 2-8 hours):

1. Initial dosage: 2 to 8 mcg/kg with N20/O2; 75% or less of the total dose may be administered by slow injection (over 2 to 10
minutes) or infusion prior to intubation (titrate to individual response).

2. Maintenance:

« Incremental dosing: 10-50 mcg (IV) may be administered as needed. Total dose should not exceed 1mg/kg/hour of expected
surgical time

« Continuous infusion: Maximum infusion rate should not exceed 1mg/kg/hour of expected surgical time.

Surgical analgesia:

1. Initial dosage: 8 to 30 mcg/kg (total dosage, IV) as a slow injection (over 2 to 10 minutes), infusion, or injection followed by
infusion (titrate to individual patient response).

2. Maintenance:

« Incremental dosing: 0.5-10 mcg/kg (IV) may be administered as needed.

« Continuous infusion: Base infusion rate on the induction dose so that the total dose for the procedure does not exceed 30 meg/kg
Iv).

Epidural analgesia (during child delivery):

10-15 mcg (IV, total dosage) with bupivacaine 0.125% with/without epinephrine. The dose can be repeated twice (for a total of 3
doses) at not less than 1-hour intervals until delivery.

Children

Surgical anesthesia (cardiovascular surgery of

1. Children (younger than 12 years):

« Initial dosage: 10-25 mcg/kg (IV) administered with 100% oxygen is recommended for induction of anesthesia.

* Maintenance : Up to 25-50 mcg (Iv) based on response to initial dose and as determined by changes in vital signs indicating
surgical stress or lightening of anesthesia.

2. Neonates (younger than 4 weeks old):

Because the clearance of Sufentanil is reduced in neonates, especially those with cardiovascular disease, the dose should be
reduced accordingly.

Epidural (Infants>3 months and children)

Initial bolus of 0.2 mcg/kg followed by continuous infusion at 0.1 mcg/kg/hour in combination with ropivacaine.

Elderly: Dose should be reduced.

Storage, strengths and packaging

Store below 30°C and protect from light and freezing.
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