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Drug d7ependence--Propoxyphene, when taken in higher-than recommended 
doses aver long periods of time, can produce drug dependence characterized by 
psychic dependence and, less frequently, physical dependence and tolerance . 
Propoxyphene will only partially suppress the withdrawal syndrome in individuais 
physically dependent on morphine car other narcotics . The abuse liability of 
propoxyphene is qualitatively similar to that of codeine although quantitatively less, 
and propoxyphene should be prescribed with the same degree of caution 
appropriate to the use of codeine. 

Usage in Ambulatory Patients-P'ropoxyphene may impair the mental and/or 
physical abilities required far the performance of potentially hazardous tasks, such 
as driving a car or operating machinery . The patient should be cautioned 
accordingly . 

PRECAUTIONS 



Usage in the Elderly _.._The rate of propUxyphene metabolism may be reduced 9r¬ 
some patients . Increased dosing interval should be considered . 

A Patient Information Sheet is available for this product . See text following "How 
Supplied" section below . 

ADVERSE REACTIONS 
in a survey conducted in hospitalized patients, less than 1 % of patients taking 
propoxyphene hydrochloride at recommended doses experienced side effects . The 
most frequently reported were dizziness, sedation, nausea, and vomiting . Some of 
these adverse reactions may be alleviated if the patient lies down . 

Other adverse reactions include constipation, abdominal pain ; skin rashes, 
lightheadedness, headache, weakness, euphoria, dysphoria, hallucinations, and 
minor visual disturbances . 

Liver dysfunction has been reported in association with both active components of 
Propoxyphene Napsylate 100 mg and Acetaminophen 300 mg tablets . 
Propoxyphene therapy has been associated with abnnrmai liver function tests and ., 
more rarely, with instances of reversible jaundice (including rho9estatic jaundice) . 
Hepatic necrosis may result from acute overdose of acetaminophen (see 
Management of Jverdosage) . In chronic ethanol abusers, this has been reported 
rarely with short-term use of acetanninaphen dosages of 2,5 to 10 glday. Fatalities 
have occurred . 

Renal papillary necrosis may result from chronic acetarninophen use, particularly 
when the dosage is greater than recommended and when combined with aspirin . 

Subacute painful myopathy has occurred following chronic; propoxyphene 
overdasage . 

DOSAGE AND ADMINISTRATION 
This product is given orally . The usual dosage is one propaxyphene napsylate and 
acetaminophen tablet (100mg J' 300 mg or 50 mg / 300 mg) every 4 hours as 
needed for pain . The maximum recommended dose of prapoxyphene napsylafe is 
600 mg per day. 

Consideration should be given to a reduced total daily dosage ¬n patients with 
hepatic or renal impairment . 
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