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Current Insert 

oxycodone hydrochloride and 
acetaminophen in the 
following strengths: 
Oxycodone Hydrochloride 

Acetaminophen, USP 
7.5 mg* 

equivalent to 6.7228 mg of 
oxycodone. 
Oxycodone Hydrochloride 

10 mg* 

325 mg 
Acetaminophen, USP 

* I O  mg oxycodone HCI is 
equivalent to 8.9637 mg of 
oxy codon e. 
Both strengths of PERCOCET 
also contain the foll 
inactive ingredients 
silicon dioxide, croscarmellose 
sodium, crospovidone, 
microcrystall I 

povidone, pr 
starch, and stearic acid. In 
addition, the 7.5 mg/325 mg 
strength contains 
No. 6 Aluminum L 
10 mg/325 mg strength 
contains D&C Yellow No. 10 
Aluminum Lake. 

hydroxyacetanilide, is a non- 
opiate, non-salicylate analgesic 

powder, possessing-a slightly 

Proposed Insert 

Acetaminophen Tablets, 
USP) 15 mg/325 mg 

Acetaminophen Tablets, 
USP) 20 mg/325 mg 

CII 

Each tablet, for oral 
administration, contains 
oxycodone hydrochloride and 
acetaminophen in the 
following strengths: 
Oxycodone Hydrochloride 

15 mg* 
Acetaminophen, USP 

325 mg 
*I5 mg oxycodone HCI is 
equivalent to 13.4456 mg of 

20 mg* 
Acetaminophen, USP 

325 mg 
*20 mg oxycodone HCI is 
equivalent to 17.9274 mg of 
oxycodone. 
Both strengths of 
[TRADENAME] also contain 
the following inactive 
inaredients: 

Acetaminophen, 4’- 

and antipyretic whi 
a white, odorless, 
powder, possessing a slightly 

Comments 

Change Oxycodone 
Hydrochloride strength 

Change equivalent to 13.4456 
mg of oxycodone 

Change Oxycodone 
Hydrochloride strength 

Change equivalent to 17.9274 
mg of oxycodone 

Add inactive ingredients 
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which occurs as a white, 
odorless, crystalline powder 
having a saline, bitter taste. 
The molecular form 
oxycodone hydroch 
C18H21 N04-HCI and the 
molecular weight 351.83. It is 

represented by the following 

oxycodone, is a semisynthetic 
opioid analgesic with multiple 
actions qualitatively similar to 
those of morphine; the most 
prominent involves the central 
nervous system a 
composed of sm 
The principal act 
therapeutic value of the 
oxycodone in PERCOCET 

it retains at least one-half of its 
analgesic activity when 
administered orally. 
Acetaminophen is a non- 
opiate, non-salicylate analgesic 

oxycodone hydrochloride 
C18H21 N04-HCI and the 
molecular weight 351.83. It is 
derived from the opium 

HCI 

composed of smooth muscle. 
The principal actions of 
therapeutic value of th 

codeine and methadone in that 
it retains at leas 
analgesic activity when 

opiate, non-salicylate analgesic I I 
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administered to 

develop upon repe 
administration of 
FRADENAME] (Oxycodone 

subject to the Federal 

produce adverse reacti 
which may obscure the 
course of patients with 
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such as the elderly or 

operating machinery. The 
patient using [TRADENAME] 
should be cautioned 

hypnotics or other CNS 
depressants (including 
alcohol) concomitantly with 

known whether 

woman or ca 
reproductive capacity. 
[TRADENAME] should not be 
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may produce physical 

all opioids, administration of 
PERCOCET to the mother 
shortly before delivery may 
result in some degree of 
respiratory depression in the 
newborn and the mother, 
especially if higher doses are 
used. 
Nursing Mothers 

human milk. Because many 
drugs are ex 
milk, caution should be 
exercised when P 
is administered to 
woman. 

Safety and effectiveness in 
pediatric patients have not 

adverse reactions include 
I ig h theaded ness, d izzi 
sedation, nausea and vomiting. 
These effects seem to be more 
prominent in ambulatory than in 
nonambulatory patients, and 
some of these adverse 
reactions may be alleviated if 
the patient lies down. 
Other adverse reactions 
include euphoria, dysphoria, 
constipation, skin rash and 
pruritus. At higher doses, 
oxycodone has most of the 
disadvantages of morphine 
includina remiratow . . *  

depression. 

all inistration of 
ET 
shortly before delivery may 
result in some degree of 
respiratory depression in the 

used. 
Nursing Mothers 
It is not known whether 
[TRADENAME] is n 
human milk. Beca 
drugs are excreted in human 
milk, caution sho 
exercised when 
[TRADENAME] is 
administered to a nursing 

I woman. 
I Pediatric Use 

Safety and effectiveness in 
pediatric patients have not 
been established. 
ADVERSE REACTIONS 
The most frequently observed 
adverse reactions include 
lightheadedness, dizziness, 

some of these adverse 
reactions may be alleviated if 

include euphoria, dysphoria, 
constipation, skin rash and 
pruritus. At higher doses, 
oxycodone has most of the 
disadvantages o 
including respira 
depression. 
DRUG ABUSE AND 
DEPENDENCE 
FRAD EN AM E] (Oxycodone 
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Potential for being abus 

Signs and Symptoms: In 
acute acetaminophen 
overdosage, dose-dependent, 
potentially fatal hepatic 
necrosis is the most serious 

less than 15 grams. 
Importantly, young children 
seem to be more 
than adults to the 

measures outlined 
should be initiated in any adult 
or child suspected of having 
ingested an acetaminophen 
overdose. 
Early symptoms following a 
potentially hepatotoxic 
overdose may include: nausea, 
vomiting, diaphoresis and 
general malaise. Clinical and 
laboratory evidence of hepatic 
toxicity may n 
until 48 to 72 
ingestion. 
Treafmenf: The stomach 
should be emptied promptly by 
lavage or by induction of 
emesis with syrup of ipecac. 
Patient's estimates of the 
quantity of a drug ingested are 
notoriously unreliable. 
Therefore, if an acetaminophen 
overdose is suspected, a 
serum acetaminophen assay 
should be obtain 
ossible, but no so 

Signs and Symptoms: In 
acute acetaminophen 
overdosage, dose-dependent, 
potentially fatal hepatic 
necrosis is the most serious 

and thrombocytopenia may 
also occur. 

rarely been reported with 
acute overdoses of less than 
10 gra 
less th 
Importantly, young children 
seem to be more resistant 
than adults to the hepatotoxic 
effect of an acetaminophen 
overdose. Despite this, the 
measures outlined 
should be initiated 
or child suspected of having 
ingested an acetaminophen 
overdose. 
Early symptoms following a 
potentially hepatotoxic - 
overdose may include: nausea, 
vomiting, diaphoresis and 
general malaise. Clinical and 

toxicity may not be apparent 
until 48 to 72 hours post- 
ingestion. 
Treatment: The stomach 
should be emptied promptly by 
lavage or by induction of 

notoriously unreliable. 
Therefore, if an acetaminophen 
overdose is suspected, a 
serum acetaminophen assay 
should be obtained as early as 

- -  

Liver function studies should be 

Comments 
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but in any case, within 24 
hours. Following recovery, 
there are no residual, 

hours. Following recovery, 
there are no residual, 

extreme somnolence 
progressing to stupor or coma, 
skeletal muscle flaccidity, cold 

hypotension. In severe 

opioid antagonist naloxone 
hydrochloride is a specific 
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Current Insert 

41 1042 February, 2002 
be kept under continued 
surveillance and repeated 
doses of the antagonist should 
be administered as needed to 
maintain adequate respiration. 
An antagonist should not be 
administered in the absence oi 
clinically significant respiratory 
or cardiovascular depression. 
Oxygen, intravenous fluids, 
vasopressors and other 
supportive measures should 

in removing unabsorbed drug. 
DOSAGE AND 
ADMINISTRATION 

pain and the response of the 
patient. It may occasionally be 
necessary to exceed 

or in those patients who have 
become tolerant to the 

acetaminophen should not 
exceed 4 grams (maximal 
daily dose of PERCOCET 7.5 
mg/325 mg and PERCOCET 
10 mg/325 mg is 8 tablets and 
6 tablets, respectively). 

Acetaminophen Tablets, USP) 
is supplied’as follows: 
7.5 mg/325 mg- 
Peach oval-shaped tablet 
debossed with “PERCOCET” 
on one side and “7. 
the other. 

Bottles of 100 
NDC 63481-628-70 

Bottles of 500 

Proposed insert 
XXXX%X Month, 2002 

be kePt under continued 
surveillance and repeated 
doses of the antagonist should 
be administered as needed to 

or cardiovascular depression. 

supportive measures should 

in removing unabsorbed drug. 
DOSAGE AND 
ADMINISTRATION 

patient. It may occasionally be 
necessary to exceed the usual 
dosage recommended 
in cases of more sever 
or in those patients who have 
become tolerant to the 

adult dosage is one table 

pain. The total daily dose of 
acetaminophen should not 

resPectivelv). 
HOW SUPPLIED 
[TRADENAME] (Oxycodone 
and Acetaminophen Tablets, 
USP) is supplied as follows: 
15 mg/325 mg 

Bottles of XXX 
NDC XxxXX-XXX-XX 

NDC 63481-628-85 

Comments 

Change maximal daily dose 
for the 15/325 mg strength to 4 
tablets. 
Change maximal daily dose 
for the 20/325 mg strength to 3 
tablets. 

Color and descrbtion of tablet 
TBD 

Package sizes and NDC TBD 
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Yellow capsub-shaped tablet 
debossed with “PERCOCET” 
on one side and “1 01325” on 
the other. 
Bottles of 100 

NDC 63481-629-85 
Unit dose package of 100 
tablets 
NDC 63481-629-75 
Store at controlled room 
temperature, 15” to 30°C (59” 
to 86°F) [see USP]. 

Dispense in a tight, light- 
resistant container as defined 
in the USP, with a child- 

Chadds Ford, Pennsylvania 
19317 . . 

PERCOCEY is a Registered 
Trademark of Endo 

20 mg/325 mg Color and description of tablet 
TBD 
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