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LABELING

TYLENOI.®
with Codeine

tablets@

' (acetaminophen and cudeme
- pbosp ate mblefs)
ellxlr@

{acetaminophen and codeine
‘phosphate alixlr)

Analgesic ‘ :

‘ For Oral Use
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i CLINICAL PHARMACOLOGY
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CONTRAINDICATIONS
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Codeine: A rats and rabbits no
study in reported

. teratogenic effect of codeine

the period of organogencsis in doses ranging from
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Withdrawal signs inchade irritability, ewessive cry-

diacthea. These 1113
signs usu y-wurdunn:' the
first few days of fife. -

reactions including anaphyiactic symptoms and

life-threatening or less severe asthmatic episodes Labor and Delivery ) .

in certain susceptibie people. The overall preval ' ics cross the pl i barrier, The
of sulfite sensitivity in the general population is closer 1o delivery and the larger the dose used, the
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Information for Patieats
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Pediatric Use .
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ADVERSE REACI'IONS
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ness of breath, nausea and vomiting. Meﬁeﬁs
mwhmmmmbﬂmyhnn

machinery. The patient using this drug :hould be.

* cautioned accordingly.

Tbep-nqnshouldundumdmenngledoumd
24 hour dose limits, and the time interval between
doses.

Drn;lllencﬂols
Patients receivi antip-
sychotics, lndamuay agents, of oth:x CNS
) concomitandy with
thudm;mxya&ibumaddiﬂvecrls press

d therapy is the
dmen!anewbmhmuﬂwu\dheuawed.
Thewmmtuucimuchohmvuwnheo—
deine may produce paralytic ficus.

;'mughqu codeine has most of the dissd-

and some of these
d may be iated if the patient
nsdmoma-dvuummchﬂelw

abdominal pain and pruritus.

2 4

depression.




surveillance and repeated doses of the
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(Range) 24 Hour Dose
Codetne . 1omg- Gl)mc .. 360mg
. Phosphate
Acetaminophen 300mg - 1000mg  4000mg
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HOW SUPPLIED
TYLENOL with Codeine tablets (acetaminophen
and codeine tablets): (round, white,
imprinted “McNEIL", “TYLENOL CODEINE”
and either. "l" uzil u;n ac‘n). Ne. 1 - NDC
0043-0510, bottles of 100; No.2 - NDC 0045-0511,
bottles of 100 and 500; No. 3 - NDC 0045-0513,
bottles of 20, 30, 50, 100, 500, and 1000; and No. 4
- NDC 00450515, boutics of 100 and 500. No- 2,
No. %, and No. 4 also nvaihhl: in unit doses @&
x 25).

00450508, bottles of 1
SnL)ndnnndoump(mxISmL).
g nw fight-resistant container as
deﬁned in ﬂ;.ed:‘mdal compendium.
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