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DESCRIPTION
Each capsule for oral adminisiration contains; 7827-00

Oxycodone hydrochionde 5mg*
WARNING. May be habit forming
Acetaminophen, USP 500 mg
Inactive ingredients: gelatin, magnesium siear-

ate, pregelatinized starch, taic. FO&C Blue No.
1, FD&C Rad No. 40, and litanium dioxide.

phen is 4'h
oocursasavmno odorless, cryslallnepowdor

e o hown S o OXYCODONE AND
Ho . ACETAMINOPHEN
] CAPSULES, USP €

C,H,NO, MW. 15147

The oxycodons component is 4,5a-Epoxy-14-hydroxy-3-methoxy-17-methylmorphinone-6-one
hydrochlonde, a white, odortess, crystaine powder havm? a saline, bitter taste. {t is derived from the
opium alkaloid thebaine, and may be represented by the following structural lormula:

H,CO

0,
CHNOHG O MW. 35183
*5 mg oxycodone HC! is equivalent to 4.4815 mg of oxycodone.
CUINICAL PHARMACOLOGY

The principal ingredient, oxycodone, is a semisynthetic narcotic analgesic with multiple actions
qualitatively similar to those of morphine; the most prominent of these involve the cantral nervous system
and organs composed of smaoth muscle. The principal actions of therapeutic value of the oxycodone
in oxycodone and acelaminophen capsules are analgesia and sedation.

Oxycodone is simitar to codeine and methadone in that it retains at least one-half of its anaigesic activity
when administered orally.

Acetaminophen is a non-opiate, non-saiicyl Igesic and antipy

INDICATIONS AND USAGE

Oxycodone and Acetaminophen Capsules are indicated for the relief of modsrata to moderately severe
pain.

CONTRAINDICATIONS

Oxycodone and Acetaminophen Capsules should not be administered to patients who are
hypersensitive to ary component.

WARNINGS

Drug Dependence: Oxycodone can produce drug mmmmmmwwxm
has the potential for being abused. Psychic dep

develop upon repeated administration of Oxycodone and Ammrmnophen Capwos and it shoukd bo

aen 30 G0

e



prescribed and administered with the same degree of caution appropriate to lhe usa of othsv oral
narcoticcontaining medications.  Like other narcobic:

DRUG ABUSE ANDOEPENDENCE

medicatiof
acetaminophen capsules are subjct o the Federal Controlled Substances Act 1Schadule ).
PRECAUTIONS
General

Head Injury and Increased Intracranial Pressure: The resp effects of tics and
their capacrly to elevata cerebrospinal fluid pressure may be markedry exaggerated in the presence of
head injury, other intracranial lesions or a pre-existing increass in intracranial prassure. Furthermore,
narcolics produce adverse reactions which may obscure the clinical course of patients with head injuries.

Acutg Abdominal Conditions: The adi ion of Oxy and A inophen Capsules or other
narcotics may obscure the diagnosis or clinical course in patients with acute abdominal condtions.

Special Risk Patients: O and psules should be given with caution to certain
patients such as the eldsny or debililated, and those with severs impairment of hepatic or renal function,
hypothyroidism, Addison's disease, and prostatic hypertrophy or urethral stricture.

Information for Patients

Oxycodone may impair the mental and/or physical abslities required for the performance of potentially
hazardous tasks such as driving a car or operating machinery. The palient using oxycodone and
acetaminophen capsules should be cautioned accordingly.

Drug Interactions

Patients receiving other narcotic anak general h ines, other trang
sedative-hypnotics or other CNS depressants (including alcohol) cou:omamry with oxycodone and
acataminophen capsules may exhibit an additve CNS depression. When such combined therapy is
contemplated, the dose of one or both agents should be reduced.

The concurrent use of anticholinergics with narcotics may produce paratytic ileus.

Usage in Pregnancy
Teralogenic Effects: Pregnancy Category C: Animal reproductive studies have not been conducted with

capsules are a Schedule [ lad subst:

Oxycodone can produce drug dependence and has the potential for being abused. {See WARNINGS )

OVERDOSAGE

Acstamino

Signs and In acute d fatal hepatic
necrosis is the most serious adverse effect. Fenal lubular necrosus hypoglycem-c coma and
thrombocytopenia may aiso occur.

In adults, hepatic toxicity has rarety been reported with acute overdoses of less than 10 grams and
falalities with les * =) 15 grams. importantly, young children seem to be more resistant than adutts to
the hepatoxie &..e.( of an acetami Despite this, the measures outfined beiow should
be inivated in any adult or chid suspected of having ingested an acetaminophen overdose.

Early symploms following a potentially hepatotoxic overdose may inciude: nausea, vomiting,
diaphoresis, and general malaise. Clinical and laboralory evidence of hepatic toxicity may not be
apparent untit 48 to 72 hours post-ingestion.

Traatment. The stomach should be emptied promptly by lavage or by induction of emasis with syrup of
ipecac. Patients’ ostmam of the quanw of a drug ingested are notoriously unreliable. Therefora, f an

 serum assay should be obtained as early as
possible, bu no soonef lnan four hours fokowing |ngesnon Liver luncmm studies should be oblained
wnitially and repeated at 24-hour intervals.

The antidote, N-acetylcysteine, should be administerad as earty as possible, preferably within 16 hours
of the overdose ingestion for opnmal resulls. Following recovery, there are no residual, structural, or
funchional hepatic abnormaiities.
0 odom
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oxycodone and acetaminophen capsules. !t is also not known whether oxycodone and P

g to siupor or coma, skeietal muscle ﬂacc;dry‘ cold and clammy skin, and

capsules can cause felal harm when administered 10 a pregnant woman or can affect rept
capactty. Oxycodone and acetaminophan capsules shouid nol be given to a pregnant woman unless in
Ihe judgment of the physician, the potential benefits outweigh the possible hazards.

Nonteratogenic Effects. Use of narcotics dunng pregnancy may produce physical dependence in the
neonale.

Labor and Delivery

As with all ! of done and ac 1en capsules 1o the mothar shortly
beore delivery may result in some dsgrae of respiratory depression in the newbom and the mother,
especially if higher doses are used.

Nursing Mothera

It is not known whether the comp of and acetaminooh psutes are excreted in
human mik. Because many drugs are excreted in human milk, caution should be exercised when
oxycodone and acetaminophen capsules are administered to a nursing woman.

Pediatric Use

Safety and effectiveness in pediatric patients have not been established.

ADVERSE REACTIONS

The most ctions include sodation, nausea

’ -
and vommng Thess affects seem to be more p in y than in bulalory patients,
and some of these adverse reactions may be alleviated f the patient I;os down.

Other adversa reactions include allergic suphona, \ / , skin rash, and
pruntus. At higher doses, oxycodone has mast of the disadvaniag es of phine including respiratory
depression.

‘and ion. n severe . apnea, circulatory collapse, cardiac

arrest and dsalh may oceur.

Treatment. Primary altention should be given to the reestablishment of adequate respiratory exchange
through provision of a palent airway and the institution of assisted or controlled ventilation. The narcotic
antagonist naloxone is a specific antidole against respiratory depression which may resut from
overdosage or unusual sensiivity to narcotics, including Therefore, an appropnate dose of
naloxone hydrochloride (usual inttial adult dosa 0.4 mg 1o 2 mg) should be adminislered preferably by the

routs, and with efforts at respiratory resuscitation (see package insert).
Since the duration of action of oxyoodone may exceed that of the antagonist, the patient shouid be kept
under continued survailtance and repeated doses of the anlagonist should by administered as needed
te maintain adequate respiration.

An anlagonm should not be administered in the absence of clinically significant respiralory or

fluids, P and other supp
should be ernployed as indicat
Gastric emptying may be useful in removing unabsorbed drug.
DOSAGE AND ADMINISTRATION

Dosage should be adjusted according o the severity of the pain and the response of the patient.
However, it should be kept.in mind that tolerance lo oxycodone can develop with continued use and that
the incidencs of untoward effects is dose related. This product is inappropriate even in high dases for
severe or infractable pam.

Oxycodone and Acetaminophen Capsules are given orally. The usual aduit dosage is one capsule every
6 hours as needed for pain.
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HOW SUPPLIED .
Qxycodone 5 hen 500 mg C . supplied as White Opaque/ Red Opaque

y mg and A i apsules
Gelatin Capsules with fmprint A 041 on body and cap available in botties ol 100 (NOC 52151 041-02)
and 1000 (52152-041-05).
Dispensa in a tight, light-resistant container as defined in the USP.

Slore at controtted room temperature 15°-30°C (59°-86°F). Protect from moisture.

CAUTION: Faderal law prohibils dispensing without a prescription.

DEA Order Form required. . v
\mn:&i‘:
*
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i MANUFACTURED BY: '
AMIDE PHARMACEUTICAL, INC.

| LITTLE FALLS, NJ 07424 USA
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Lmide

PHARMACELTICAL. INC.

Each Capsule Contains:

NDC 52152-041-02

OXYCODONE &
ACETAMINOPHEN
CAPSULES, USP

5 mg/500 mg

CAUTION: Federal law prohibits
dispensing without prescription.

Oxycodone hydrochloride .......-.-- 5 mg
Warning: May be habit forming.
Acetaminophen .. .....cooveeeneee 500 mg

* 5 mg Oxycodone hydrochloride is
equivalent to 4.4815 mg oxycodone.
USUAL ADULT DOSAGE: One capsule
every six hours as needed. See package
insert for full prescribing information.
This is a bulk container.

Not intended for household use.
Dispense in a tight, light-resistant
container as defined in the USP.

Store at controlied room temperature

11

100 CAPSULES

Ami

15°-30°C (59°-86°F).
Protect from moisture.

Each Capsule Contains:

* 5 mg Oxycodone hydrochloride is

T

2152-041-02

AMIDE PHARMACEUTICAL, INC.
101 East Main Street
Little Fails. NJ 07424

Control No.:
Exp. Data:
782500 neEs 3 O 1998

| Oxycodone hydrochloride .........-: 5mg"
PHARMACEUTICHL P Warning: May be habit forming.
-041- Acetaminophen .........oooxow e : mg
NDC 5215204102 * 5 mg Oxycodone hydrochloride is N 0
OXYCODON E & equivalent 1o 4.4815 mg oxycodone. 3752152-041-02
USUAL ADULT DOSAGE: One capsule
ACETAMl N OPH EN gvery six hours as ne_adqd. See package AMIDE PHARM ACEUTICAL, INC.
insart for full prescribing information. 101 East Main Street
CAPSU LESI USP This is a bulk container. " ~ Littie Falls, NJ 07424
Not intended for household use. v
5 mg/ 5 00 mg Dispense in a tight, |igm-rasistam Controt Nou:
CAUTION: Federal law prahibits container as defined in the USP. Exp. Date:
dispensing without prescription. Store at controlled room temperature Ace ~
15°-30°C (59°-86°F). e 3 0 *L,;Q
100 CAPSULES Protect from moisture. 7825-00 NS
—
. Each Capsule Contains: .
m l Oxycodone hydrochlonge e 5mg
PrARMACEUTCAL: IC, s Warning: May be habit forming.
Acetaminophen ... oo 500 mg
NDC 52152:041°02 » 5 mg Oxycodone hydrochioride is l; i o
OXYCODONE & equivalent to 4.4815 mg oxycodone. ‘ 52152-06 1-02
USUAL ADULT DOSAGE: One capsu ]
CETAM‘ N OPHEN II gvery Six hours as needed. See package AMIDE PH ARM ACEUTIC AL, INC.
A insert for full prescribing information. 101 East Mil\.rj‘ ?;Tfl
CAPSULES, usP This is a bulk container. Litte Falls,
Not intended for household use.
5 mg/ 500 mg Dispense in 3 tight, Iight—resislam Control No.:
N: Federal b rohibits container as defined in the USP. Exp. Date:
H aw
g:;’e“ngng wnng:; presgrip(lon. ?‘Se'rg antcctzggoo‘léeee é)oom temperature nEC 3 0 ,; 998
100 CAPSU LES Protect from moisture- 7825-00
J— "
o
mi e Each Capsule Contains:
PHARMACEUTICAL. INC. Oxycodone hydrochloride ........... 5 mg"
Warning: May be habit forming.
NDC 52152-041-02 Acetaminophen ........ococoovoe-- mg
N
3 9

OXYCODONE &
ACETAMINOPHEN
CAPSULES, USP

.5 mg/500 mg

CAUTION: Federal law prohibits
dispensing without prescription.

100 CAPSULES

equivalent to 4.4815 mg oxycodone.
USUAL ADULT DOSAGE: One capsule
gvery six hours as needed. See package
insent for full prescribing information.
This is a bulk container.

Not intended for household use.
Dispense in a tight, light-resistant
container as defined in the UsP.

Store at controlled room temperature
15°.30°C (59°-86°F).

Protect from moisture. 7825-00

52152-041-02

AMIDE PHARMACEUTICAL, INC.

101 East Main Street:
Littte Falls, NJ 07424

Control No.:
Exp. Date:

nEC 30 199
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PHARMACEUTICAL. INC.,

NDC 52152-041-05

OXYCODONE &

ACETAMINOPHEN ({ []

CAPSULES, USP
5 mg/500 mg

QAUTIQN: Federal law prohibits
dispensing without prescription.

1000 CAPSULES

-ﬂ;u'a(e

PHARMACEUTICAL., INC.

NDC 52152-041-05

OXYCODONE &
ACETAMINOPHEN
CAPSULES, USP

5 mg/500 mg

CAUTION: Federal IaQ;/ prohibits
dispensing without prescription.

Each Capsule Contains:
Oxycodpne hydrochloride ... 5 mg*
Warning: May be habit forming.
Acetaminophen ............ 500 mg
*5 mg Oxycodone hydrochloride is
equivalent to 4.4815 mg

oxycodone.

USUAL ADULT DOSAGE: One
capsule every six hours as needed.
See package insert for full
prescribing information.

This. is a bulk container.

Not intended for household use.
Dispe.nse in a tight, light-resistant
container as defined in the USP.
Store at controlled room

AT

52152-041-05 °

AMIDE PHARMACEUTICAL, INC.
101 East Main Street
Little Falls, NJ 07424

temperature 15°-30°C (59°-86°F). - NEC 30 1998
Protect from moisture. ) oo =
7826-00
Each Capsule Contains:
Oxycodone hydrochloride ... 5 mg*
Warning: May be habit forming.
Acetaminophen ............ 500 mg N o

3752152-041-05

* 5 mg Oxycodone hydrochloride is
equivalent to 4.4815 mg
oxycodone.

USUAL ADULT DOSAGE: One
capsule every six hours as needed.
See package insert for full .
prescribing information. ‘
This is a bulk container.

Not intended for household use.

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

Store at controlled room

AMIDE PHARMACEUTICAL, INC.
101 East Main Street
Little Falls, NJ 07424

1000 CAPSULES

neo 30 Balals]

temperature 15°-30°C (58°-86°F).  controi No.:
Protect from moisture. Exp. Date:
7826-00



