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Uhit Dose Carton ' )

USUAL DOSAGE:
See package insert for complete dosage

recommendations. Ma”i"CkrOdt

See label for temperature storage conditions,

. This product is protected with sealed blister
units. Do not use if any are torn or broken.

* This unit-dose package is not child resistant.
See window for expiration date and lot number.
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USUAL DOSAGE:

Saa package ingert for complete
dosage recommendations.
STORAGE: Store at contrelled
room temparatue 15° 1o 30°C

{59° 10 B6°F) (See USP).

Dispense in a tight container with a
child-resistant closura.
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o°~ (See USP).
i Dispense in a tight container
- R =, with a child-resistant closure.
1= - E -h U Do not accept if seal over
. ach tablet contaims: . bottle opening is broken or
O == Iramadol Hydrochlorice 50mg  missing.
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! Geratri¢ Use

in general, dese selection f
the lawer end of the dosin
. hepatic, tenal or cardi
In palignts over 75 years
{see  GLINICAI

recommended.
AOMINISTRATION)

A Toia! of 455 elgerly (65 years of age or older) subjects wers axpesed (o Iramadel in
contralled dinical trials, Of thase, 145 subjecis ware 75 years of ageand oider.
ric patients, {reatmant-imiting adverss events weré higher
[ age compared to lhose wnder G5 years af age. Specifically, and taking licit actions to abt;
Tistory ot opioid dependence
observed 1o be higher. Tramadal is associated with craving and ltelerance
development. Withdrawal symploms may eccur if tramadul is discorinued ahruptly.
These symptoms may include: amxety, sweating, insomnia, rigors, pain, nausea,
fremors, diarrhea, upger raspiratory  symploms, piloarection, and rarely
halucindtions. Clinical Experience suguests that wi
(elieved by reinstilution of opicid theragy followeq by a gradual, tapered dose
reduction of the medication combined with symptomatic suppart.

n studigs including geriat
in subjects uver 75 years ol
30% of those over 75 years of age had gasiroinesting! trestment-imiting adverse
of thasa under 65 years of age. Constipalion resuiled in

rt in 10% of those ovar 75.

ADVERSE REACTIONS
Tramadol was administered lo 350 patients during the doubie-bling or open-tabel
xiension pariods in U5, sludies ‘of ghronic nonmakgant pain. Of these patients, 375
older. Tatle 2 reports the cumulalive ncidence rate of adverse
d 90 days for the most frequent reatlions (5% br more by 7
days). The most sraquently reported gvents were in tha centrl nervous syslem and
i h the reaclians jisted in the table are felt 1o be

evenls compared 10 17%
discominuation of 11eaima

probabily reiated to tramadol
gvents that may have been dug
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Canfimvescular: Abnarmal ECG, Hypertensicn, Hypotension, Myecardial ischemia,

and DOSAGE AND  decrease, Protainurid.

or an eldarty patiant should be cautious, usually starting at Paipitalions, Pulmonary edema, Pulmonary embofism.
g range, reflecting Lne grealer frequency ol decreased
ac ynction and of corcomitant disease of other druf Therapy.
of age, daily doses in 2wcess ot 300 mg ara nol
L PHARMACOLOGY

Central Hervous System: Migraine, Speech disoroers.
Gastrofntzstinal: Gastroimestinai bleeding, Hepatitis, Stomatitis, Liver faiture. i
Lavoralory Abnormalities: Creatinine increass, Elovaled hver enzymes, Homaglabin

Sensory. Cataracls, Deafness, Tinnilus.

1 underlying disease or cor

the reporied rales also include some
iant i n_Tha

averall i

and the active control grou
with codeine phosphata 36 m
however, the rates of withdrawals du

tramadol groups.

rales ¢ adverse
ps, TYLEWOL® with Codeing £3
), and aspirin 323 mg with cogeine phasphate 30 mg,
2 to adversa events appeared to be higher in the

in thesa Lrials were similar for tramadot
i 13

DRUG ABUSE AND DEPENDENCE
Tramadol may induce psychic and physical dependance of the morphine-type {p-
opioid) (See WARNINGS). Dependence and abuse, ncluding drug-seeking hehavior
ain the drug are not limited 10 those patients with priar
“The risk in patients with substance abuse has been

withdrawal symptems may ba

OYERDOSAGE

Seripus potential consequances of guerdosage are respiratory epression, lethargy,

coma, seizurg, cardiac arfest and death. (Ses WARNINGS}. Fatalities have been

reported in post marketng in assocation with both intenhonai and enintamtonal

overdose with 1ramadol. in iraating an ‘overdose, primary attention should be given lo
Fiimpad " iation 2long
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is not expecied

with general supportive trealmenl. ‘While

naloione will Tevarse soms, byt not all, symptoms caused by overdosage with
{ramadal the risk of seizures
animais convulsions following
suppressed wilh bartiturates or
Halowong administratien did nol chaoge \ha lelhallty of an overdese in mice.
I to be helpful in an overdose pecause il 1emaves less
thart 7% of the administered dase in a d-hour dialysis peried.
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i also increased with naloxong administration. In

the administralion of toxic doses of tr}ma_dol coufd be

bt were wilh naioxone.
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