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pRODUCT INFORMATION

TIONS

'C'temp.,my relief of these hay fever and other upper

For !J”my Hllergy symptoms: sneezing, itchy/watery eyes,

re:”l'f;nges.;m, ‘sore throat, runny nose, itchy throat and
n

stuffy nose.
DIRECTIONS

ay be e
3,",:":%’;2 Y %4 hours. Under 6 years (under 48 Ibs), con.
e eian, An Accudose™ measuring cup is provided
S carate dosing. Children's TYLENOL® ALLERGY.D Liq-
B Years (46-95 Ibs):  teaspooniuls.

WARNINGS
Do not use if plastic carton wrap, bottle wrap, or foil inner
vel imprinted “Safoty Seal®” is broken or missing. Do not
fake for pain for more than 5 days or for fever for more than
3 days unless directed by a doctor. If pain or fever persists,
or gots worse, if new symptoms oceur, or if redness or swell-
ing s present, consult a doctor because these could be signs
of a serious condition. Do not exceed recommended dos-
age. Ifnervousness, dizziness or slecplessness occur, discon-
inue use and consult a doctor. Do not give this product to a
ehild who has a breathing problem such as chronic bronchi-
s, or who has glaucoma, heart disease, high blood pressure
{hyroid disease, o diabetes without first consulting the
ilds doctor. May cause marked drowsiness; sedatives and
{ranquilizers may increase the drowsiness effect. Do not
gve this product to children who are taking sedatives or
Sanuilizers without first consulting the child’s doctor.
Feep this and all drugs out of the reach of children. In case
of accidental overdose, contact a doctor or poison control
center immediately. Prompt medical attention is critical for
adults as well as for children even if you do not notice any
signs or symptoms. Do not use with othe products contain-
ing acetaminophen. ¢
DRUG INTERACTION PRECAUTIONS
Donot give this product to a child who is taking a prescrip-
tion monoamine oxidase inhibitor (MAOI) (certain drugs for
depression, psychiatric or emotional conditions), or for 2
weeks after stopping the MAOI drug. If you are uncertain
whether your child’s prescription drug contains an MAOI,
cpsult a health professional before giving this product.
PROFESSIONAL INFORMATION
OVERDOSAGE INFORMATION
Acetaminophen in massive overdosage may cause hepatic
toricity in some patients. In adults and adolescents, hepatic
toxicity has rarely been reported following ingestion of
acute overdosage of less than 10 grams. Fatalities are infre-
quent (less than 3-4% of untreated cases) and have rarely
‘been reported with overdoses of less than 15 grams. In chil-
dren, an acute overdosage of less than 150 mg/kg has not
‘been associated with hepatic toxicity.
Early symptons following a potentially hepatotoxic over-
dose may include: nausea, vomiting, diaphoresis and gen-
eral malaise. Clinical and laboratory evidence of hepatic
toxicity may not be apparent until 48 to 72 hours postinges-
tion. In adults and adolescents, regardless of the quantity of
acetaminophen reported to have been ingested, administer
acetylcysteine immediately if 24 hours or less have elapsed
from the reported time of ingestion. For full prescribing in-
formation, refer to the acetylcysteine package insert. Do not
await the results of assays for acetaminophen level before
initiating treatment with acetylcysteine. The following ad-
ditional procedures are recommended: The stomach should
be emptied promptly by lavage or by induction of emesis
with syrup of ipecac. A plasma i assay should

peated every 4-6 hours. Do not use more

i
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g"AC_TlXEdeREnmms
enzoic Acid, Citric Aci
Glycol, pmpy]e:l:é?c’d’ Corn Syrup, Flavors, Polyethylene

eol, Sodi b ;
i Water,Red # 53, e 4 0. """t Sorbitl, Puri-

HOW SUPPLIED
Pinkish-red colored liquid in child resi
: quid in child resistant bottles 4 11
Shown in Product Identification Guide, page 321

_—

Children’s TYLENOL®
acetaminophen
Chewable Tablets, Elixir,
Suspension Liquid and

DESCRIPTION

Infants’ TYLENOL® Grape Suspension Drops are stable, al-
cohol-free, grape-flavored and purple in color. Infants’ TYLE-
NOL® Cherry Suspension Drops are stable, al fre

seal is broken. Phenylketonurics: grape contains phenylala-
nine 3 mg per tablet, bubble gum contains 6 mg per tablet,
fruit burst contains 4.5 mg per tablet.

PROFESSIONAL INFORMATION

GVERDOSAGE INFORMATION

Acetaminophen in massive overdosage may cause hepatic
toxicity in some patients. In adults and adolescents, hepatic
toxicity has rarely been reported following ingestion of
acute overdoses of less than 10 grams. Fatalities are infre-
quent (less than 3-4% of untreated cases) and have rarely
been reported with overdoses of less than 15 grams. In chil-
dren, an acute overdosage of less than 150 mg/kg has not
been associated with hepatic toxicity.

Early symptoms following a potentially hepatotoxic over-
dose may include: nausea, vomiting, diaphoresis and gen-
eral malaise. Clinical and laboratory evidence of hepatic

toxicity may not be apparent until 48 to 72 hours postinges-
tio

fon.
In adults and adolescents, regardless of the quantity of
acetaminophen reported to have been ingested, administer

cherry-flavored and red in color. Each 0.8 mL (one cal
brated dropperful) contains 80 mg acetaminophen. Chil-
dren’s TYLENOL® Elixir is stable and alcohol-free, cherry-
flavored, and red in color. Children’s TYLENOL® Suspen-
sion Liquid is stable, alcohol-free, cherry-flavored, and red
in color, or bubble gum flavored, and pink in color or grape
flavored and purple in color. Each 5 mL (one teaspoonful)
contains 160 mg acetaminophen. Each Children’s TYLE-
NOL® Chewable Tablet conteins 80 mg acetaminophen in a
grape, bubble gum, or fruit burst flavor.

ACTIONS

Acetaminophen is a clinically proven analgesic/antipyretic.
Acetaminophen produces analgesia by elevation of the pain
threshold and antipyresis through action on the hypothala-
mic heat regulating center. Acetaminophen is equal to aspi-
rin in analgesic and antipyretic effectiveness and it is un-
likely to produce many of the side effects associated with
aspirin and aspirin containing products.

INDICATIONS

Children’s TYLENOL® Chewable Tablets, Elixir, Suspension
Liquidand Suspension Drops are designed for treatment of
infants and children with conditions requiring temporary
relief of fever and discomfort due to colds and “flu,” and of
simple pain and discomfort due to teething, immunizations
and tonsillectomy. -

Precaution:
If a rare sensitivity reaction occurs, the drug should be
stopped.

DIRECTIONS

All dosages may be repeated every 4 hours, but not more
than 5 times daily. Under 2 years (under 24 Ibs), consult a
‘physician.Children’s TYLENOL Chewable Tablets: 2-3 years
(24-35 lbs): 2 tablets; 4-5 years (3647 Ibs): 3 tablets; 6-8
years (48-59 Ibs): 4 tablets; 9-10 years (60-71 Ibs): 5 tab-
Tets; 11 years (72-95 Ibs): 6 tablets.

Children’s TYLENOL® Elixir & Suspension Liquid: Measur-
ing cup is provided for accurate dosing. 2-3 years (24-35
Ibs): 1 teaspoonful; 4-5 years (3647 Ibs): 1 ', teaspoonfuls;
6-8 years (48-59 Ibs): 2 teaspoonfuls; 9-10 years (60-71
Ibs): 2 Y/, teaspoonfuls; 11 years (72-95 lbs): 3

if 24 hours or less have elapsed
from the reported time of ingestion. For full prescribing in-
formation, refer to the acetyleysteine package insert. Do not
await results of assays for acetaminophen level before initi-
ating treatment with acetylcysteine.
tional procedures are recommended:
emptied promptly by lavage or by induction of emesis with
syrup of ipecac. A serum acetaminophen assay should be ob-
tained as early as possible, but no sooner than four hours
following ingestion. Liver function studies should be ob-
tained initially and repeated at 24-hour intervals.
Serious toxicity or fatalities are extremely infrequent in
children, possibly due to differences in the way they metab-
olize acetaminophen. In children, the maximum potential
amount ingested can be more easily estimated. If more than
150 mg/kg or an unknown amount was ingested, obtain an
g plasma level. The i plasma
Tevel should be obtained as soon as possible, but no sooner
than 4 hours following the ingestion. Induce emesis using
syrup of ipecac. If the plasma level is obtained and falls
above the broken line on the acetaminophen
gram, the acetylcysteine therapy should be
continued for a full course of therapy. If acetaminophen
plasma assay capability is not available, and the estimated
acetaminophen ingestion exceeds 150 mg/kg, acetylcysteine
therapy should be initiated and continued for a full course
of therapy.
For additional emergency information, call your regional
poison center or call the Rocky Mountain Poison Center toll
free, (1-800-525-6115). P
INACTIVE INGREDIENTS
Children's TYLENOL® Fruit Burst Flavored Chewable Tab-
lets: Aspartame, Cellulose, Citric Acid, Corn Starch, Fla-
vors, Magnesium Stearate, Mannitol, Red #7. May contain
Ethyleellulose or Cellulose Acetate and Povidone.
Children’s TYLENOL® Grape Flavored Chewable Tablets:
Aspartame, Cellulose, Citric Acid, Corn Starch, Flavors,
Magnesium Stearate, Mannitol, Blue #1, Red #7, and Red
#30. May contain Ethylcellulose or Cellulose Acetate and
Povidone.
Children’s TYLENOL® Bubble Gum Flavored Chewable Tab-
lets: Aspartame, Cellulose, Flavors, Gt i
At

Infants’ TYLENOL® Suspension Drops: A calibrated drop-
per is provided for accurate dosing. 2-3 years (24-35 Ibs): 2
(2 x 0.8 mL). ’

be obtained as early as possible, but no sooner than four
hours following ingestion. Liver function studies should be
obtairied initially and repeated at 24-hour intervals. Seri-
9S toxicity or fatalities are extremely infrequent in chil-
dren, possibly due to differences in the way they metabolize
aetaminophen. In children, the maximum potential
“mount ingested can be more easily estimated. If more than
150 mg/kg or an unknown amount was ingested, obtain an

Professional Dosage Schedule: Children’s TYLENOL® Elixir
& Suspension Liquid: 4-11 months (12-17 Ibs): %/, teaspoon-
ful; 12-23 months (18-23 Ibs): Y, teaspoonful. Infants’
TYLENOL® Suspension Drops:0-3 months (6-11 lbs): 0.4
mL; 4-11 months (12-17 Ibs): 0.8 mL; 12-23 months (18-23
Ibs): 1.2 mL. All dosages may be repeated every 4 hours, but
not more than 5 times daily.

Plasma level. The lasma
level should be obtainéd as soon as possible, but no sooner
than 4 hours following the ingestion. Induce emesis using
£57up of ipecac. If the plasma level is obtained and falls
above the broken line on the acetaminophen overdose nomo-
gram, the acetyleysteine therapy should be initiated and
continued for,a full course of therapy. If acetaminophen
Plasma assay capability is not available, and the estimated
acetaminophen ingestion exceeds 150 mg/kg, acetylcysteine
therapy should be initiated and continued for a full course
of therapy,

For additional emergency information, call your regional
Boison center or call the Rocky Mountain Poison Center toll-

ee (1-800-525-6115),
Diphrenhydromine toxicity should be treated as you would
ta antihistamine/anticholinergic overdose and i likely to
& Present within a few hours after acute ingestion.
w’:xﬂwﬂ_w from pseudoephedrine overdose consist most of-
sm“f mild anxiety, tachycardia and/or mild hypertension.
ang hioms usually appear within 4 to 8 hours of ingestion
e transient usually requiring no treatment.

Do not take for pain more than 5 days or for fever for more
than 3 days unless directed by a physician. If pain or fever
persists or gets worse, if new symptoms occur, or if redness
or swelling is present, consult a physician because these
could be signs of a serious condition. Keep this and all drugs
out of the reach of children. In case of accidental overdose,
contact a physician or poison control center immediately.
Prompt medical attention is critical even if you do not notice
any signs or symptoms. Do not use with other products con-
taining acetaminophen.

NOTE: - In addition to the above: .
Infants’ TYLENOL® Suspension Drops: Do not use 11'
printed carton overwrap or printed plastic Safety Seal® is
broken or missing. i

Children’s TYLENOL® Elixir and Suspension Liquid: Do not
use if plastic carton wrap, or seal imprinted “Safety Seal®"
is broken or missing. Do not use if printed plastic bottle
wrap or printed foil inner seal is broken. Not a USP elixir.
Children’s TYLENOL® Chewables, Tablets: Do not use if car-

ton is opened or if printed neck wrap of printed foil inner

sium Stearate, annitol, 2
contain Ethylcellulose or Cellulose Acetate and Povidone. _
Children’s TYLENOL® Elixir: Benzoic Acid, Citric Acid, Fla-
vors, Glycerin, Polyethylene Glycol, Propylene Glycol, So-
dium Benzoate, Sorbitol, Sucrose, Purified Water, Red #33,
Red #40,

Children’s TYLENOL® Suspension Liquid: Butylparaben,
Cellulose, Citric Acid, Corn Syrup, Flavors, Glycerin, Prop-
ylene Glycol,Purified Water, Sodium Benzoate, Sorbitol,
Xanthan Gum. In addition to the above ingredients cherry
flavored suspension contains FD&C Red #40, bubble gum
flavored suspension contains D&C Red #33, and FD&C Red
#40, and grape flavored suspension contains D&C Blue #1
and D&C Red #33. -
Infants’ TYLENOL® Cherry Suspension Drops: Butylpara-
ben, Cellulose, Citric Acid, Corn Syrup, Flavors, Glycerin,
Propylene Glycol, Purified Water, Sodium Benzoate, Sorbi-
tol, Xanthan Gum, FD&C Red #40.

Infants’ TYLENOL® Grape Suspension Drops: Butylpara-
ben, Cellulose, Citric Acid, Corn Syrup, Flavors, Glycerin,
Propylene Glycol, Purified Water, Sodium Benzoate, Sorbi-
tol, Xanthan Gum, D&C Red #33, and FD&C Blue #1.

HOW SUPPLIED

Chewable Tablets (pink colored fruit, purple colored grape,
pink colored bubble gum, scored, imprinted “TyLexor”):
Bottles of 30 and also blister packaged 60's (fruit burst).
Elixir (cherry colored red): bottles of 2 and 4 fl. oz. Suspen-
sion liquid (cherry colored red): bottles of 2 and 4 . oz. (bub-
ble gum flavored colored pink and grape flavored colored

Continued on next page
Consult 1998 PDR® supplements and future editions for revisions
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PHYSICIANS' DESK REFEReneq

Children’s Tylenol—Cont.

purple): bottle of 4 fi. oz. Suspension drops (grape colored
purple): bottles of /, 0z (15 mL) (cherry colored red): bottles
of /, 0z and 1 oz, each with calibrated plastic dropper.
All packages listed above have child-resistant safety caps or
blisters.

Shown in Product Identification Guide, page 321

Children’s TYLENOL® COLD OoT
Multi Symptom Chewable Tablets and Liquid

o

DESCRIPTION
Each Children’s TYLENOL® COLD Multi Symptom Chew-
able Grape-Flavored Tablet contains acctaminophen 80 mg,
chlorpheniramine maleate 0.5 mg and pseudoephedrine hy-
drochloride 7.5 mg. Children’s TYLENOL® COLD Multi
Symptom Liquid is grape flavored and contains no alcohol.
Each teaspoon (5 mL) contains acetaminophen 160 mg,
chlorpheniramine maleate 1 mg, and pseudocphedrine hy-
drochloride 15 mg.

ACTIONS

Children’s TYLENOL® COLD Multi Symptom Chewable
Tablets and quuld combine the anzlgeslcﬁntlyyretlc acet-

hydro-

chloride and ¢ Lhe antihistamine chlorpheniramine maleate
to help relicve nasal congestion, dry runny noses and pre-
vent sneezing as well as to relieve the fever, aches, pains
and general discomfort associated with colds and upper res-
piratory infections.

Acetaminophen is equal to aspirin in analgesic and antipy-
retic effectiveness and it is unlikely to produce the side ef-
fects often associated with aspirin or aspirin-containing
products.

INDICATIONS

For temporary relief of nasal congestion, runny nose, sore
throat, sneezing, minor aches and pains, headaches and fe-
ver due to the common cold, hay fever or other upper respi-
ratory allergies.

PRECAUTIONS

If a rare sensitivity reaction occurs, the drug should be
stopped.
DIRECTIONS

ATl doses may be repeated every 4-6 hours, not to exceed 4
doses in 24 hours. Undef 6 years (under 48 Ibs), consult a
physician. Children’s TYLENOL® COLD Chewable Tablets:
6-11 years (48-95 lbs): 4 tablets. Children’s TYLENOL®
COLD Liquid Formula: An Accudose™ measuring cup is pro-
vided and marked for accurate dosing. 6-11 years (48-95
Ibs): 2 teaspoonfuls.

Professional Dosage Schedule: Children’s TYLENOL® COLD
Chewable Tablets: 2-5 years (2447 lbs): 2 tablets. Chil-
dren’s TYLENOL® COLD Liquid: 2-5 years (2447 Ibs): 1
teaspoonful. All doses may be repeated every 4-6 hours, not
to exceed 4 doses in 24 hours.

'WARNINGS

KEEP THIS AND ALL MEDICATION OUT OF THE REACH OF
CHILDREN. IN CASE OF ACCIDENTAL OVERDOSE, CON-
TACT A PHYSICIAN OR POISON CONTROL CENTER IMME-
DIATELY. PROMPT MEDICAL ATTENTION IS CRITICAL
EVEN IF YOU DO NOT NOTICE ANY SIGNS OR SYMP-
TOMS. DO NOT USE WITH OTHER PRODUCTS CONTAIN-
ING ACETAMINOPHEN. DO NOT EXCEED RECOMMENDED
DOSAGE. Do not take for pain for more than 5 days or for
fever for more than 3 days unless directed by a doctor. If
pain or fever persists or get worse, if new symptoms occur,
or if redness or swellmg is present, consult a doctor because
these could be signs of a serious condition. If sore throat is
severe, persists for more than 2 days, is accompanied or fol-
Towed by fever, headache, rash, nausea, or vomiting, consult
a doctor promptly. If nervousness, dizziness, or sleepless-
ness, occur discontinue use and consult a doctor. May cause
excitability especially in children. Do not give this product
to children who have a breathing problem such as chronic
‘bronchitis, or who have glaucoma, heart disease, high blood
pressure, thyroid disease, or diabetes without first consult-
ing the chllds doctor. May cause drowsiness. Sedatives and

may increase the iness effect. Do not

give this product to children who are taking sedatives or
tranquilizers, without first consulting the child’s doctor.
NOTE: In addition to the above:

Children’s TYLENOL® COLD Chewable Tablets: DO NOT
USE IF CARTON IS OPENED, OR IF PRINTED NECK
WRAP OR PRINTED FOIL INNER SEAL IS BROKEN.
PHENYLKETONU'R]CS ‘CONTAINS PHENYLALANINE

6 MG PER TABLET.

Chitdren’s TYLENOL® COLD Liquid: DO NOT USE IF CAR-
TON 1S OPENED, OR IF PRINTED PLASTIC BOTTLE

'WRAP OR PRINTED FOIL INNER SEAL IS BROKEN.

DRUG INTERACTION PRECAUTION ACTIONS

Do not give this product to a child who is taking a prescrip- | Children’s TYLENOL® COLD Multi Symptom piys ¢,

tion monamine omidase inhibitor (MAOD (certain drugs for | Chewable Tabletsand qumdcombmes the Analgeslc g
or emotional conditions), or for 2 with 4

ks st stopping the MAOI drug. If you are uncertain
whether your child’s prescription drug contains an MAOI,
consult a health professional before giving this product.

PROFESSIONAL INFORMATION

GVERDOSAGE INFORMATION

Acetaminophen in massive overdosage may cause hepatic
toxicity in some patients. In adults and adolescents, hepatic
toxicity has rarely been reported following ingestion of
acute overdosage of less than 10 grams. Fatalities are infre-
quent (less than 349 of untreated cases) and have rarely
been reported with overdoses of less than 15 grams. In chil-
dren, an acute overdosage of less than 150 mg/kg has not
been associated with hepatic toxicity.

Early symptoms following a potentially hepatotoxic over-
dose may include: nausea, vomiting, diaphoresis and gen-
eral malaise. Clinical and laboratory evidence of hepatic
toxlcxty may not be apparent until 48 to 72 hours postinges-

ln adultsrand adolescents, regardless of the quantity of
acetaminophen reported to have been ingested, administer
acetyleysteine immediately if 24 hours or less have elapsed
from the reported time of ingestion. For full prescribing in-
formation, refer to the acetyleysteine package insert. Do not
await the results of assays for acetaminophen level before
initiating treatment with acetylcysteine. The following ad-
ditional procedures are recommended: The stomach should
be emptied promptly by lavage or by induction of emesis
with syrup of ipecac. A plasma acetaminophen assay should
be obtained as early as possible, but no sooner than four
hours following ingestion. Liver function studies should be
obtained initially and repeated at 24-hour intervals.
Serious toxicity or fatalities are extremely infrequent in
children, possibly due to differences in the way they metab-
olize acetaminophen. In children, the maximum potential
amount ingested can be more easily estimated. If more than
150 mg/kg or an unknown amount was ingested, obtain an
plasma acetaminophen level. The acetaminophen plasma
level should be obtained as soon as possible, but no sooner
an 4 hours following the ingestion. Induce emesis using
syrup of ipecac. If the plasma level is obtained and falls
above the broken line on the acetaminophen overdose nomo-
gram, the acetylcysteine therapy should be initiated and
continued for a full course of therapy. If acetaminophen
plasma assay capability is not available, and the estimated
acetaminophen ingestion exceeds 150 mg/kg, acetylcysteine
therapy should be initiated and continued for a full course
of therapy.
For additional emergency information, call your regional
poison center or call the Rocky Mountain Poison Center toll-
free, (1-800-525-6115).
Chlorpheniramine toxicity should be treated as you would
an antihistamine/anticholinergic overdose and is likely to
be present within a few hours after acute ingestion.
Symptoms from pseudoephedrine overdose consist most of-
ten of mild anxiety, tachycardia and/or mild hypertension.
Symptoms usually appear within 4 to 8 hours of ingestion
and are transient, usually requiring no treatment.

INACTIVE INGREDIENTS

: Basi
tric acid, flavors, hydmxy‘pmpy] methyl:el-

lulose, magnesium stearate, mannitol, microcrystalline cel-

lulose, Blue #1, Red #7.

Liquid: Benzoic acid, citric acid, flavors, glycerin, malic aci

polyethylene glycol, propylene glycol, sodium benzoate, so

bitol, sucrose, purified water, Blue #1 and Red #40.

HOW SUPPLIED

Chewable Tablets (colored purple, scored, imprinted “Tyle-

nol Cold”) on one side and “TC” on opposite side—Blisters of

24. Liquid Formula—bottles (colored purple) of 4 fl. oz.

Shown in Product Identification Guide, page 321

Children's T\’LENOL@

COLD Multi Symptot
PLUS COUGH Ch'wnble Tablets and Liquid

DESCRIPTION

Each Children’s TYLENOL® COLD Multi Symptom Plus
Cough Chewable Cherry-Flavored Tabletcontains: acetami-
nophen 80 mg, chlorpheniramine maleate 0.5 mg, dextro-
2.5 mg, and

hydrochloride 7.5 mg.
Children’s TYLENOL® COLD Multi Symptom Plus Cough
Liquid is cherry flavored and contains no alcohol. Each tea-
spoon (5 mL) contains acetaminophen 160 mg, chlorphenir-
amine maleate 1 mg, dextromethorphan hydrobromide 5 mg
and pseudoephedrine hydrochloride 15 mg.

Information will be superseded by supplements and subsequent editions
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retic udoepheq.
rine hydrochloride, the cough suppressant dextromethg
phan hydrobromide, and the antihistamine chlorphengry
mine maleate to help relieve coughs, nasal congestion, g
sore throat, dry runny noses, and prevent sneczing ag yg))
as to relieve the fever, aches, pains and general discomfory
associated with colds and upper respiratory infections,
Acetaminophen is equal to aspirin in analgesic and anipy.
retic effectiveness and it is unlikely to produce the side or.
fects often associated with aspirin or aspirin-containing
products.
INDICATIONS
For temporary relief of coughs, nasal congestion, runny
nose, sore throat, sneezing, minor aches and pains, head.
aches and fever due to the common cold, hay fever or other
upper respiratory allergies.
PRECAUTION
If a rare sensitivity reaction occurs, the drug should be
stopped.
DIRECTIONS
All doses may be repeated every 4-6 hours, not to exceeq 4
doses in 24 hours. Under 6 years (under 48 Ibs), consult
‘hysician.
Children’s TYLENOL® COLD Plus Cough Chewable Tablets;
6-11 years (48-95 Ibs): 4 tablets. Children's TYLENOLg
COLD Plus Cough Liquid: An Accudose™ measurig cup i,
provided and marked for accurate dosing, 6-11 years (48-g5
Ibs): 2 teaspoonfuls.
Professional Dosage Schedule: Children’s TYLENOL® corp
Plus Cough Chewable Tablets: 2-5 years (2447 Ibs): u\,
lets. Children’s TYLENOL® COLD Plus Cough Liquid:
years (2447 Ibs): 1 teaspoonful. All doses may be repeaped
every 4-6 hours, not to exceed 4 doses in 24 hours.
WARNINGS
KEEP THIS AND ALL MEDICATION OUT OF THE REACH OF
CHILDREN. IN CASE OF ACCIDENTAL OVERDOSE, CON.
TACT A DOCTOR OR POISON CONTROL CENTER IMMEDI.
ATELY. PROMPT MEDICAL ATTENTION IS CRITICAL EVEN
IF YOU DO NOT NOTICE ANY SIGNS OR SYMPTOMS. DO
NOT USE WITH OTHER PRODUCTS CONTAINING ACET-
AMINOPHEN. DO NOT EXCEED RECOMMENDED DOSAGE.
Do not take for pain for more than 5 days or for fever for
‘more than 3 days unless directed by a doctor. If pain or fever
persists or gets worse, if new symptoms oceur, or if redness
or swelling is present, consult a doctor because these cou
be signs of a serious condition. If sore throat is severe, per-
sists for more than 2 days, is accompanied or followed by
fever, headache, rash, nausea or vomiting, consult a doctor
promptly. If nervousness, dizziness, or sleeplessness occur,
discontinue use and consult a doctor. May cause excitabiity
especially in children. Do not give this product to children
who have a breathing problem such as chronic bronchitis,or
who have glaucoma, heart disease, high blood pressure, thy-
roid disease, or diabetes, without first consulting the childs
doctor. May cause drowsiness. Sedatives and tranquilizers
‘may increase the drowsiness effect. Do not give this product
to children who are taking sedatives or tranquilizers, with-
out first consulting the child’s doctor. A persistent cough
may be a sign of a serious condition. If cough persists for
more than 1 week, tends to recur, or is ammpmled by fe-
ver, rash or persistent headache, consult a doctor. Do not
give this product for persistent or chronic cough such as oc-
curs with asthma or if cough is accompanied by excessive
phlegm (mucus) unless directed by a doctor.
NOTE: In addition to the above:
Chewable Tablets: DO NOT USE IF CARTON IS OPENED,
OR IF PRINTED NECK WRAP OR PRINTED FOIL IN-
NER SEAL IS BROKEN. PHENYLKETONURICS: CON-
TAINS PHENYLALANINE 4 MG PER TABLET.
Liquid: DO NOT USE IF CARTON IS OPENED, OR IF
PRINTED PLASTIC BOTTLE WRAP OR PRINTED FOIL
INNER SEAL IS BROKEN.

DRUG INTERACTION PRECAUTION

Do not give this pmducz 0 a child who s taking a prescrib-

tion xidase inhil
ion, or emotional conditions), or for 2

weeks after stopping the MAOI drug. If you are uncertain

whether your childs prescription drug contains an MAOL

consult a health professional before giving this product.

PROFESSIONAL INFORMATION

OVERDOSAGE INFORMATION

Acetaminophen in massive overdosage may cause hepati
toxicity in some patients. In adults and adolescents, hepﬂ";
toxicity has rarely been reported following ingestion o
acute overdoses of less than 10 grams. Fatalities are inffe-
quent (less than 3-4% of untreated cases) and have rerel

e
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peen reported with overdoses of less than 15 grams. In chil-
e, an acute overdosage of less than 150 mg/kg has not
been associated with hepatic toxicity. .
Early symptoms following a potentially hepatotoxic over-
dose may include: nausea, vomiting, diaphoresis and gen-
eral malaise. Clinical and laboratory evidence of hepatic
toxicity may not be apparent until 48 to 72 hours postinges-
tion.
In adults and adolescents, regardless of the quantity of
acetaminophen reported to have been.ingested, administer
acetylcysteine immediately if 24 hours or less have elapsed
from the reported time of ingestion. For full prescribing in-
formation, refer to the acetylcysteine package insert. Do not
await the results of assays for plasma acetaminophen level
‘efore initiating treatment with acetylcysteine. The follow-
ing additional procedures are recommended: The stomach
chould be emptied promptly by lavage or by induction of em-
esis with syrup of ipecac. A plasma acetaminophen assay
should be obtained as early as possible, but no sooner than
four hours following ingestion. If plasma level falls above
the lower treatment line on the acetaminophen overdose no-
‘mogram, acetylcysteine therapy should be continued. Liver
function studies should be obtained initially and repeated at
24-hour intervals. b
Serious toxicity or fatalities are extremely infrequent in
children, possibly due to differences in the way they metab-
glize acetaminophen. In children, the maximum potential
amount ingested can be more easily estimated. If more than
150 mg/kg or an unknown amount was ingested, obtain an
plasma acetaminophen level. The plasma acetaminophen
Jevel should be obtained as soon as possible, but no sooner
than 4 hours following the ingestion. If plasma level falls
above the lower treatment line on the acetaminophen over-
dose nomogram, the acetylcysteine therapy should be initi-
ated and continued for a full course of therapy. If plasma
i ‘assay capability is ilable, and the es-
timated acetaminophen ingestion exceeds 150 mg/kg, ace-
tylcysteine therapy should be initiated and continued for a
full course of therapy.
For additional emergency information, call your regional
‘poison center or call the Rocky Mountain Poison Center toll-
free, (1-800-525-6115). X
Chlorpheniramine toxicity should be treated as you would
an antihistamine/anticholinergic overdose and is likely to
e present within a few hours after acute ingestion.
Symptoms from pseudoephedrine overdose consist most of-
ton of mild anxiety, tachycardia and/or mild hypertension.
Symptoms usually appear within 4 to 8 hours of ingestion
and are transient, usually requiring no treatment.
Acute dextromethorphan overdose usually does not result in
serious signs and symptoms unless massive amounts have
been ingested. Signs and symptoms of a substantial over-
dose may include nausea and vomiting, visual disturbances,
CNS disturbances, and urinary retention.
INACTIVE INGREDIENTS
*Chewable Tablets: Aspartame, Basic Polymethacrylate,
Cellulose Acetate, Colloidal Silicon Dioxide; Flavors, Hy-
d 1 Mannitol, Microcrystalli
Cellulose, Stearic Acid and Red #7.
Liquid: Citric Acid, Corn Syrup, Flavors, Polyethylene Gly-
col, Propylene Glycol, Sodium Benzoate, Sodium Carboxy-
methylcellulose, Sorbitol, Purified Water, Red #33 and Red
#0.

HOW SUPPLIED
Chewable Tablets (colored pink, imprinted “TYLENOL C/C"
on one side and “TC/C” on the opposite side)—Blisters of 24.
Liquid Formula—(red colored) bottles of 4 fl. oz.

hown in Product Identification Guide, page 321

Children’s
TYLENOL® FLU
Liquid

DESCRIPTION

Children’s TYLENOL® FLU Liquid is bubble-gum flavored
and contains no alcohol or aspirin. Each teaspoon (5 mL)
contains acetaminophen 160 mg, pseudoephedrine HCI 15
mg, dextromethorphan HBr 7.5 mg, and chlorpheniramine
maleate 1 mg.

ACTIONS

Children's TYLENOL® FLU Liquid combines the analgesic-
afipyetic acetaminophen with the decongestant. psendoc-
Phe e i th.

INDICATIONS

For the temporary relief of fever, minor aches and pains
headaches, sore throat, nasal congestion, runny nose and
coughs dué to a cald or “flu”.

DIRECTIONS

All doses may be repeated every 6-8 hours. Not to exceed 4
doses in 24 hours, Under 6 years (under 48 Ibs), consult a
Physician. An Accudose™ measuring cupi provided fo ac-
curate dosing. Children’s TYLENOL® FLU Liquid. 6-11
(48-95 1bs): 2 teaspoonfuls. i
Pl’nfesf:‘i‘olxllll Ensage Schedule: 2-5 years (2447 1bs): 1 tea-
spoonful. All doses may be repeated

exceed 4 doses m 24 hours o 01 &8 ours. Notto
WARNINGS

DO NOT USE IF PLASTIC CARTON WRAP, BOTTLE WRAP,
OR FOIL INNER SEAL IMPRINTED “SAFETY SEAL"® IS
BROKEN OR MISSING. KEEP THIS AND ALL DRUGS OUT
OF THE REACH OF CHILDREN. IN CASE OF ACCIDENTAL
OVERDOSE, CONTACT DOCTOR OR POISON CONTROL
CENTER IMMEDIATELY, PROMPT MEDICAL ATTENTION IS
CRITICAL FOR ADULTS AS WELL AS CHILDREN EVEN IF
YOU DO NOT NOTICE ANY SIGNS OR SYMPTOMS. DO
NOT USE WITH OTHER PRODUCTS CONTAINING ACET-
AMINOPHEN. DO NOT EXCEED RECOMMENDED DOSAGE.
Do not take for pain for more than 5 days or for fever for
more than 3 days unless directed by a doctor. If pain or fever
persists, or gets worse, if new symptoms occur, or if redness
or swelling is present, consult a doctor because these could
be signs of a serious condition. If sore throat is severe, per-
sists for more than 2 days, is accompanied or followed by
fever, headache, rash, nausea o vomiting, consult a doctor
promptly. A persistent cough may be a sign of a serious con-
dition. If cough persists for more than 1 week, tends to recur
or is accompanied by fever, rash, or persistent headache,
consult a doctor. Do not give this product for persistent or
chronic cough such as occurs with asthma, or if cough is ac-
companied by excessive phlegm (mucus) unless directed by
a doctor. If nervousness, dizziness or sleeplessness occur,
discontinue use and consult a doctor. May cause excitability
especially in children. Do not give this product to children
who have a breathing problem such as chronic bronchitis, or
who have glaucoma, heart disease, high blood pressure, thy-
roid disease or diabetes without first consulting the child’s
doctor. May cause drowsiness; sedatives and tranquilizers
‘may increase the drowsiness effect. Do not give this product
to children who are taking sedatives or tranquilizers with-
out first consulting the child's doctor.

DRUG INTERACTION PRECAUTION

Do not give this product to a child who is taking a prescrip-
tion monoamine oxidase inhibitor (MAO) (certain drugs for
depression, psychiatric or emotional conditions, or Parkin-
son's disease), or for 2 weeks after stopping the MAOI drug.
If you are uncertain whether your child's prescription drug
contains an MAOL consult a health professional before giv-
ing this product.

PROFESSIONAL INFORMATION

OVERDOSAGE INFORMATION

Acetaminophen in massive overdosage may cause hepatic
toxicity in some patients. In adults and adolescents, hepatic
toxicity has rarely been reported following ingestion of
acute overdoses of less than 10 grams. Fatalities are infre-
quent (less than 3-4% of untreated cases) and have rarely
been reported with overdoses of less than 15 grams. In chil-
dren, an acute overdosage of less than 150 mg/kg has not
been associated with hepatic toxicity.

Early symptoms following & potentially hepatotoxic over-
dose may include: nausea, vomiting, di is and gen-
eral malaise. Clinical and laboratory evidence of hepatic
toxicity may not be apparent until 48 to 72 hours postinges-
i

jon.
In adults and adolescents, regardless of the quantity of
acetaminophen reported to have been ingested, administer
acetylcysteine immediately if 24 hours or less have elapsed

in

than 4 hours following the ingestion. If plasma level falls
above the lower treatment line on the acetaminophen over-
dose nomogram, the acetylcysteine therapy should be initi-
ated and continued for a full course of therapy. If plasma
acetaminophen assay capability is not available, and the es-
timated acetaminophen ingestion exceeds 150 mg/kg, ace-
tyleysteine therapy should be initiated and continued for a
full course of therapy.
For additional emergency information, call your regional
poison center or call the Rocky Mountain Poison Center toll-
free, (1-800-525-6115).
Chlorpheniramine toxicity should be treated as you would
an antihistamine anticholinergic overdose and is likely to be
‘present within a few hours after acute ingestion.
‘Symptoms from pseudoephedrine overdose consist most of-
ten of mild anxiety, tachycardia, and/or mild hypertension.
Symptoms usually appear within 4 to 8 hours of ingestion
and are transient, usually requiring no treatment.

usually does not result in
serious signs and symptoms unless massive amounts have
been ingested. Signs and symptoms of a substantial over-
dose may include nausea and vomiting, visual disturbances,
CNS disturbances, and urinary retention.
INACTIVE INGREDIENTS
Citric Acid, Corn Syrup, Flavors, Polyethylene Glycol, Prop-
ylene Glycol, Purified Water, Sodium Benzoate, Sodium
Carboxymethylcellulose, Sorbitol, Red #33 and Red #40.
HOW SUPPLIED
Pinkish-red colored liquid in child resistant bottles of 4 fl.

Shown in Product Identification Guide, page 321

Children’s TYLENOL®
SINUS Liquid

DESCRIPTION

Children’s TYLENOL® SINUS Liquid is fruit flavored and
contains no alcohol or aspirin. Each teaspoon (5 mL) con-
tains i ine HCI 15

160 mg and
mg.
ACTIONS
Children’s TYLENOL® SINUS Liquid combines the analge-
ic-antipyreti i i pseu-

iy with the
doephedrine hydrochloride to provide fast, effective, tempo-
rary relief of all your child’s sinus symptoms including
stuffy nose, sinus headache, sinus pressure, sinus pain, and
nasal congestion. Acetaminophen is equal to aspirin in an-
algesic and antipyretic effectiveness and is unlikely to pro-
duce the side effects often associated with aspirin or aspirin-
containing products.

INDICATIONS

For the temporary relief of minor aches, pains and head-
aches, sinus congestion, stuffy nose, and sinus pressure.
DIRECTIONS

All doses may be repeated every 4-6 hours. Do not use more
than 4 times in 24 hours. Under 2 years (under 24 Ibs), con-
sult a physician. An Accudose™ measuring cup is provided
for accurate dosing. Children’s TYLENOL® SINUS Liquid:
25 years (2447 Ibs): 1 teaspoonful; 6-11 years (48-95 Ib

2 teaspoonfuls.

WARNINGS

Do ot use if plastic carton wrap, bottle wrap, or foil inner
seal imprinted “Safety Seal®” is broken or missing. Do not
take for pain for more than 5 days or for fever for more than
3 days unless directed by a doctor. If pain or fever persists,
or gets worse, if new symptoms oceur, or if redness or swell-
ing is present, consult a doctor because these could be signs
of a serious condition. Do not exceed recommended dos-

from the reported time of ingestion. For full 5
formation, refer to the acetylcysteine package insert. Do not

i sults of assays for plasma acetaminophen level
before initiating treatment with acetylcysteine. The follow-
ing additional procedures are recommended: the stomach
should be emptied promptly by lavage or by induction of em-
esis with syrup of ipecac. A plasma acetaminophen assay
should be obtained as carly as possible, but no sooner than
four hours following ingestion. If plasma level falls above

age.If ccur, discon-
tinue use and consult a doctor. Do not give this product to a
child who has heart disease, high blood pressure, thyroid
disease, or diabetes without first consulting the child's doc-
tor. Keep this and all drugs out of the reach of children. In
case of accidental overdose, contact a doctor or poison con-
trol center immediately. Prompt medical attention is critical
for adults as for children even if you do not notice any signs
or symptoms. Do not use with other products containing ac-

the lower treatment line on the overdose no-
ine therapy should be continued. Liver

the h mogram, o
orphan bhydrobromide and the cntihi o | fonation studies should be obtained initially and repeated at
mine maleate to provide fast, effective, temporary relief of | 24-hour interval

all your child's symptoms associated with flu including fe-
ver, body aches, headache, stuffy nose, runny nose, sore
throat and coughs,

etaminophen is equal to aspirin in analgesic and antipy-
Tetic effectiveness and it is unlikely to produce the side ef-

s.
Serious toxicity or fatalities are extremely infrequent in
children, possibly due to differences in the way they metab-
clize acetaminophen. In children, the maximum potential
amount ingested can be more easily estimated. If more than
150 mg/kg or an unknown amount was ingested, obtain an

inophen level, The plasma acetaminophen

fects often associ i i i
proguten associated with aspirin or asp

plasma n
Tevel should be obtained as soon as possible, but no sooner

DRUG INTERACTION PRECAUTION
Do not give this product to a child who is taking a prescrip-
tion monoamine oxidase inhibitor (MAOD) (certain drugs for
depression, jatric or emotional conditions), o for 2
weeks after stopping the MAOI drug. If you are uncertain
whether your child’s prescription drug cantains an MAOL,
consult a health professional before giving this product.

Continued on next page

Consult 1998 PDR® supplements and future editions for revisions
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PHYSICIANS’ DESK REFEREN,
&)

Children’s Tylenol Sinus—Cont.

PROFESSIONAL INFORMATION
OVERDOSAGE INFORMATION

taminophen in massive overdosage may cause hepatic
toxicity in some patients. In adults and adolescents, hepatic
toxicity has rarely been reported following ingestion of
acute overdosage of less than 10 grams. Fatalities are infre-
quent (less than 3—4% of untreated cases) and have rarely
been reported with overdoses of less than 15 grams. In chil-
dren an acute overdosage of less than 150 mg/kg has not
been associated with hepatic toxicity.
Early symptoms following a potentially hepatotoxic over-
dose may include: nausea, vomiting, diaphoresis and gen-
eral malaise. Clinical and laboratory evidence of hepatic
toxicity may not be apparent until 48 to 72 hours postinges-
tion. In adults and adolescents, regardless of the quantity of
acetaminophen reported to have been ingested, administer
acetylcysteine immediately if 24 hours or less have clapsed
from the reported time of ingestion. For full prescribing in-
formation, refer to the acetylcysteine package insert. Do not
await the results of assays for acetaminophen level before
initiating treatment with acetyleysteine. The following ad-
ditional procedures are recommended: The stomach should
be emptied promptly by lavage or by induction of emesis

Children 6-8 years old (48-59 Ibs.): Two teaspoonfuls or one
caplet after first loose bowel movement, followed by one tea-
spoonful or one-half caplet after each subscquent loose
bowel movement. Do not exceed four teaspoonfuls or two ca-
plets a day. )

Professional Dosage Schedule for children 2-5 years old
(24-47 Ibs): One teaspoon after first loose bowel movement,
followed by one after each subsequent loose bowel move-
ment. Do not exceed three teaspoonfuls a day.

WARNINGS

KEEP THIS AND ALL DRUGS OUT OF THE REACH OF
CHILDREN. Do not use for more than two days unless di-
rected by a physician. DO NOT USE IF DIARRHEA 1S AC-
COMPANIED BY HIGH FEVER (GREATER THAN 101°F),
OR IF BLOOD OR MUCUS IS PRESENT IN THE STOOL,
OR IF YOU HAVE HAD A RASH OR OTHER ALLERGIC
REACTION TO LOPERAMIDE HCL. If you are taking an-
tibiotics or have a history of liver disease, consult a physi-
cian before using this product. As with any drug, if you are
pregnant or nursing a baby, seek the advice of a health pro-
fessional before using this product. In case of accidental
overdose, seek professional assistance or contact a poison
control center immediately.

PROFESSIONAL INFORMATION

OVERDOSAGE INFORMATION
Overds f ide HCl in man may result in consti-

with syrup of ipecac. A plasma assay should
be obtained as early as possible, but no sooner than 4 hours
following ingestion. Liver function studies should be ob-
tained initially and repeated at 24-hour intervals. Serious
toxicity or fatalities are extremely infrequent in children,
possibly due to differences in the way they metabolize acet-
aminophen. In children, the maximal potential amount in-
gested can be more easily estimated. If more than 150
mg/kg or an unknown amount was ingested, obtain an
plasma acetaminophen level. The acetaminophen plasma
level should be obtained as soon as possible, but no sooner
than 4 four hours following the ingestion. Induce emesis us-
ing syrup of ipecac. If the plasma level is obtained and falls
above the broken line on the acetaminophen overdose nomo-
gram, the acetylcysteine therapy should be initiated and
continued for a full course of therapy. If acetaminophen
plasma assay capability is not available, and the estimated
acetaminophen ingestion exceeds 150 mg/kg, acetylcysteine
therapy should be initiated and continued for a full course
of therapy.
For additional emergency information, call your regional
‘poison center or call the Rocky Mountain Poison Center toll-
free, (1-800-525-6115).
Symptoms from pseudoephedrine overdose consist most of-
ten of mild anxiety, tachycardia and/or mild hypertension.
Symptoms usually appear within 4 to 8 hours of ingestion
and are transient, usually requiring no treatment.
INACTIVE INGREDIENTS
Acesulfame Potassium, Benzoic Acid, Citric Acid, Corn
Syrup, Flavors, Polyethylene Glycol, Propylene Glycol, So-
dium Benzoate, Sorbitol, Purified Water, Red # 33, Red # 40.
HOW SUPPLIED
Red colored liquid in child resistant bottles 4 l oz.

Shown in Product Identification Guide, page 321

IMODIUM® A-D oTC

(loperamide hydrochloride)

DESCRIPTION
Each 5 mL (teaspoon) of IMODIUM® A-D liquid contains
i ide 1 my A-D liquid is

g
stable, cherry-mint flavored, and clear in color.
Each caplet of A-D contains 2 mg of
and is scored and colored green.
ACTIONS
IMODIUM® A-D contains a clinically proven antidiarrheal
medication. Loperamide HCI acts by slowing intestinal mo-
tility and by affecting water and electrolyte movement
ugh the bowel.
INDICATIONS
IMODIUM® A-D is indicated for the control and symptom-
atic relief of acute nonspecific diarrhea, including Travelers’
Diarrhea.
DIRECTIONS X
Adults and children 12 years of age and older: Take four
teaspoonfuls or two caplets after first loose bowel move-
ment. If needed, take two teaspoonfuls or one caplet after
cach subsequent loose bowel movement. Do not exceed eight
teaspoonfuls or four caplets in any 24 hour period, unless
directed by a physician.
Children 9-11 years old (60-95 Ibs.): Two teaspoonfuls or
one caplet after first loose bowel movement, followed by one
teaspoonful or one-half caplet after each subsequent loose
bowel movement. Do not exceed six teaspoonfuls or three
caplets a day.

pation, CNS depression and nausea. A slurry of activated
charcoal administered promptly after ingestion of loperam-
ide hydrochloride can reduce the amount of drug which is
absorbed. If vomiting occurs spontaneously upon ingestion,
ashurry of 100 grams of activated charcoal should be admin-
istered orally as soon as fluids can be retained. If vomiting
has not occurred, and CNS depression is evident, gastric la-
vage should be performed followed by administration of 100
gms of the activated charcoal slurry through the gastric
tube, In the event of overdosage, patients should be moni-
tored for signs of CNS depression for at least 24 hours. Chi
dren may be more sensitive to central nervous system ef-
fects than adults. If CNS depression is observed, naloxone
may be administered. If responsive to naloxone, vital signs
‘must be monitored carefully for recurrence of symptoms of
drug overdose for at least 24 hours after the last dose of
naloxone.
INACTIVE INGREDIENTS
Liquid: Benzoic acid, citric acid, flavors, glycerin, propy-
lene glycol, purified water, sodium benzoate, sorbitol, su-
crose, contains 0.5% alcohol.
Caplets: Dibasic calcium phosphate, magnesium stearate,
‘microcrystalline cellulose, colloidal silicon dioxide, FD&C
Blue #1 and D&C Yellow #10.
HOW SUPPLIED
Cherry-mint flavored liquid (clear) 2 fi. 0z., and 4 fl. oz.
tamper evident bottles with child resistant safety caps and
special dosage cups.
Green Scored caplets in 6's and 12, 185 and 24's blister
packaging which is tamper evident and child resistant.
Shown in Product Identification Guide, page 321

Infants’ TYLENOL® COLD
Decongestant & Fever Reducer Drops

DESCRIPTION

Infants’ TYLENOL® COLD Decongestant & Fever Reducer
Drops are alcohol-free, bubble gum flavored and red in color.
Fach 0.8 mL (dropperful) contains acetaminophen 80 mg
and pseudocphedrine HCI 7.5 mg.

ACTIONS

Acetaminophen is a clinically proven analgesic/antipyretic.
‘Acetaminophen produces analgesia by elevation of the pain
threshold and antipyresis through action on the hypo-
thalamic heat regulating center. Acetaminophen is equal to
aspirin in analgesic and antipyretic effectivencss and it is
unlikely to produce many of the side effects associated with

Infants’ TYLENOL® COLD Decongestant & oy

Drops: 2-3 years (24-35 1bs): 2 dropperuls (5 ey Cbcer
Professional Dosage Schedule: 0-3 months (5. -
mL; 4-11 months (12-17 Ibs): 0.8 mL; 12-23 mopgpe 0 04
Ibs); 1.2 mL. All dosages may be repeated every 4_2(;&23
but not more than 4 times daily our,

WARNINGS

Do not use if printed carton OVerwrap or printed piagy
bottle wrap s broken or missing o if carton is opees "
Keep this and all medication out of the reach of chilgren-p-
case of accidental overdose, contact a doctor or porr."
control center immediately. Prompt medical attention -
critical even if you do not riotice any signs or symptom.
Do not exceed recommended dosage. Do not take for pai,
for more than 5 days or for fever for more than 3 days unjes,
directed by a doctor. If pain or fever persists or gets worse, .;
new symptoms occur, or if redness or swelling is pregen
consult a doctor because these could be signs of a serigy,
condition. If nervousness, dizziness or sleeplessness ocryr
discontinue use and consult a doctor. Do not give this pryj.
uct to a child who has heart disease, high blood pressyr,
thyroid disease, or diabetes unless directed by a doctar, y,
not use with other products containing acetaminophen,
DRUG INTERACTION PRECAUTION

Do not give this product to a child who s taking a preser,
tion monoamine oxidase inhibitor (MAOD) (certain drugs fr
d i iatric or emotional iti or for g
weeks after stopping the MAOT drug. If you are uncertsj,
whether your child’s prescription drug contains an MAo]
consult a health professional before giving this product,
PROFESSIONAL INFORMATION

OVERDOSAGE INFORMATION

Acetaminophen in massive overdosage may cause hepatic
toxicity in some patients. In adults and adolescents, hepatie
toxicity has rarely been reported following ingestion of
acute overdoses of less than 10 grams. Fatalities are infre.
quent (less than 34% of untreated cases) and have rarcly
been reported with overdoses of less than 15 grams. In chil.
dren, an acute overdosage of less than 150 mg/kg has not
been associated with hepatic toxicity.

Early symptoms following a potentially hepatotosic over.
dose may include: nausea, vomiting, diaphoresis and gen-
eral malaise. Clinical and laboratory evidence of hepatic
toxicity may not be apparent until 48 to 72 hours postinges.
tion. In adults and adolescents, regardless of the quantityaf
acetaminophen reported to have been ingested, adminisar
acetylcysteine immediately if 24 hours or less have elapsed
from the reported time of ingestion. For full prescribing in-
formation, refer to the acetylcysteine package insert. Donot
await results of assays for plasma acetaminophen level be-
fore initiating treatment with acetylcysteine. The following
additional procedures are recommended. The stomach
should be emptied promptly by lavage or by induction ofen-
esis with syrup of ipecac. A plasma acetaminophen assey
should be obtained as early as possible, but no sooner than
four hours following ingestion. If plasma level falls above
the lower treatment line on the acetaminophen overdose no-
mogram, acetylcysteine therapy should be continued. Liver
function studies should be obtained initially and repeatedat
24-hour intervals.

Serious toxicity or fatalities are extremely infrequent ia
children, possibly due to differences in the way they metab-
olize acetaminophen. In children, the maximum potents
amount ingested can be more easily estimated. If more than
150 mg/kg or an unknown amount was ingested, obtain 8
plasma acetaminophen level. The plasma acetaminophen
level should be obtained as soon as possible, but no sooner
than 4 hours following the ingestion. If plasma level falls
above the lower treatment line on the acetaminophen over-
dose nomogram, the acetylcysteine therapy should be initi
ated and continued for a full course of therapy. If plasma
acetaminophen assay capability is not available, and the es-
timated i ingestion exceeds 150 mg/kg, ace-

aspirin and aspirin containing products.
hydrochloride is a sympathomimetic amine which provides
temporary relief of nasal congestion.

INDICATIONS

Infants’ TYLENOL® COLD Decongestant & Fever Reducer
Drops are indicated for the temporary relief of nasal conges-
tion, minor aches and pains, headaches and fever due to the
common cold, hay fever or other upper respiratory allergies.

ity reaction occurs, the drug should be

DIRECTIONS ;
Al dosages may be repeated every 4-6 hours, but not more
than 4 times daily. Under 2 years (under 24 Ibs), consult a
physician. A calibrated dropper is provided for accurate dos-
ing.

tyleysteine therapy should be initiated and continued for a
full course of therapy.

For additional emergency information, call your regional
poison center or call the Rocky Mountain Poison Center toll-
free, (1-800-525-6115).

Symptoms from pseudoephedrine overdose consist most of-
ten of mild anxiety, tachycardia and/or mild hypertension-
Symptoms usually appear within 4 to 8 hours of ingestion
and are transient, usually requiring no treatment.

INACTIVE INGREDIENTS

Citric Acid, Corn Syrup, Flavors, Polyethylene Glycal, Prop-
ylene Glycol, Purified Water, Sodium Benzoate, Saccharit,
FD&C Red #40. -

HOW SUPPLIED
Red-colored drops in bottles of /, fl. 0z. :
Shown in Product Identification Guide, page 321
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