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[TRADENAME] 
(Oxycodone and Acetaminophen Tablets, USP) 15 mg1325 mg 

(Oxycodone and Acetamiriophen Tablets, USP) 20 mg/325 mg 

R, only 
CII 

DESCRIPTION 
Each tablet, for oral administra 
following strengths: 

oxycodone hydr 

Oxycodone Hydrochloride 15 mg* 
Acetaminophen, USP 325 mg 

Oxycodone Hydrochloride 
Acetaminophen, USP 
*20 mg oxycodone HCI is equivalent to 17. 

Both strengths of FRADENAME] also contain the following inactive ingredients: 

Acetaminophen, 4’-hydroxyacetanilide, is a non-opiate, non-salicylate analgesic and antipyretic 
which occurs as a white, odorless, crystalline powder, poss 
molecular formula for nophen is CgHg ight is 151.17. It 
represented by the foll 

one HCI is equivalent to 13.4456 mg of oxycodone. 

g a slightly bitter taste. The 

structural formula: 

Oxycodone, 14-hydroxydihy 
white, odorless, crystalline p 
oxycodone hydrochloride is 
the opium alkaloid thebaine, 

HCI 

t least one-half of its analgesic 
activity when admi 
Acetaminophen is a non-opiate, non-salicylate analgesic and antipyretic. 



INDICATION 
[TRADENAM he relief o 

oxycodone, 

WARNINGS 
Drug Dependence 

nd, therefore, has 
and tolerance may de 
etaminophen Tablets, USP), and it 

ppropriate to the use of 
ications, [TRAD ENAME] 

PRECAUTIONS 
Gene 

NAME] or other opioids may 

e impairment of hepatic or 

Information fo 
the performance of 

ating machinery. The patient using 

Drug Interactions 
Patients receiving other opioid analgesics, general 
tranquil ize rs , sedative-h ypnotics or o 
[TRADENAME] may exhibit an additi 
contemplated, the dose of one or both agents should be reduced. 
The concurrent use of a 

Usage in Pregnancy 
Teratogenic 
conducted wi 
when administered to a pregnant woman 
should not be given to a pregnant woman 
benefits outweigh the possible ha 

Labor and Delivery: As with all opioids, administration of [TRADENAME] 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. 

etics, phenothiazines, other 
s (including alcohol) concomitantly with 

ssion. When such combined therapy is 

uce 

Pregnancy Category C: Animal reproductive studies have not been 
ENAME]. It is also not kn [TRADENAME] can cause 

uctive capacity. FRADEN 
ent of the physician, the potential 

togenic Effects: Use of ay produce physical d e in 
ate. 

Nursing Mothers 
It is not kno eth 1 is excreted in hum ny drugs are 

2 



excreted in huma cauti 

tiveness in pediatri ts have not been e 

ADVERSE REACTIONS 
iness, sedation, 
than in 
d if the patient lies 

, constipation, skin rash and pruritus. At 
es of morphine including respiratory 

Schedule I1 controlled 
substance. 

n produce drug d ndence and has the potential for being abused (See 
WARNINGS). 

OVERDOSAGE 

r by induction of emesis with 
are notoriously unreliable. 
aminophen assay should be 

result from ove 
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a 

continued surveillant 

ly significant respiratory o 

AME] 15 rng1325 mg 

P) i Ilows: 

15 mg1325 mg 
Bottles of XXX NDC 

20 mg1325 mg 
Bottles of XXX 

Store at 25°C (77"F), excursions permitted to 1 
Temperature]. 

DEA Order Form Required. 

Manufactured for: 
xxxxxx 

rWDENAME]@ is a Registered Trademark of xxxxx. 

Copyright 0 2002 xxxx 

Printed in U.S.A. 

XXXXXX Month, 2002 
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