Dimetane®-DX Cough Syrup
SUGAR-FREE

Rx only

DESCRIPTION

Dimetane-DX Cough Symp is a light-red syrup with a bufterscolch fiavor.
Each 5 mi. {1 teaspoonful) contains:

Brompheniramine Maleats, USP
Pssudoephedrine Hydrochloride, USP .
Dextromethorphan Hydrobromids, USP . .

2my
mg
- 10mg

1O . o
CHCHNICH,), HE—LOGH
Brompheniramine Maleate, USP

2-Pyridingpropanaming, vy-(4-bromophenyl-
N,N-dimathyl-{Z)-butenedicate (1:1).

y

3

- wHG

eOrnag,

©-

OH

~CH,

Toe,

Pseudoephedrine Hydrochloride, USP
Benzenemethane!, a-[1-{meathylaminc)sthyl]-{5-(R* R*)]-,
hydrochlaride.

Aleohol 0.95 percent

In a palatable, aromatic vehicle,

Inactive Ingredients: Citric Ackd, FD&C Red 40, FD&C Yeliow B, Flavors, Glycerin, Saccharin
Sedium, Sodium Benzoale, Sorbitol, Waier,

Artihistamine/Nasal Decongestant/Antitiussive syrup for oral adminigtration.

CLINIGAL PHARMACOLOGY

Brompheniramine malsate is a histamine antagonist, specificaly an H,-receptor-blocking agent
belonging to the alkylamine class of antiistamines. Antihistamines appear to competa with hista-
mine for recepior sites on effector celis, Brompheniramine also has antichafinergic {drying) and
sedative effects, Among the antikisiaminic effects, it antagonizes the allergis response (vasodi-
latation, increased vascular permeability, increased mucus secration) of nasal tissie.
Bromphenlramine is well absorbed from the gastrolntestinal tract, with peak piasma concentra-

INDICATEONS AND USAGE ) _ ! )
Far relief of coughs and upper respiratory symptoms, including nesal congestion, associated with
allergy or the common cold.
CONTRAINDICATIONS . . .
Hyersansitivity to any of the ingredients, 0o not use in the newborm, in prematire infants, in
nursing mothers, or in patients with severs hypertenslon or severs mronw}rpri‘ew disoase. Do
not use dexirometherphan in patients receiving monoaming oxidase (MAQ] inhibitors: {see PRE-
GAUTIONS - Drug Interactions). o
Antilvistamines should not be used to treat lower respiratory tract conditions including asthma.
NINGS

Especlafty in infants and smal children, ardgihistamines in overdosage may cause hallucinations,
comvulsions, and death.

Monosmine oxidase MAC) inhibitars—Hyperpyrexia, hypotension, and death have besn reposted
coincident with the co-administration of MAQ inhibiters and produsts containing dextromethor-
phan. In addition, MAQ inbibiters preleng and intensify the antichatinergic {drying) effects of anti-
histamines and may enhancs the effect of pseuticephedrine. Concomitant administration of
Dimetane-DX and MAQ inhibitors should be avoided (ses CONTRAINDICATIONS).

Cantral nervous system {CNS) depressants —Antihistaminas have additive effects with alcehol
and other CNS depressants (hypretics, sedatives, ranquilizers, antianwiaty agents, etc).
Antthypertensive drugs—Sympathomimstics may reduce the effects of antihypertensive drugs.
Cercinegenesis, Mutagenesis, Impairmant of Fertillty i

Anima studies of Cimetane-DX Gough Syrup to assess the carcinogenic and mutagenic potential
o the effect on fertility have not been performed.

Pediatric Use

Safety and effectiveness in pediatric patients below the age of 6 months have niot been estab-
lished (see DOSAGE AND ADMINISTRATION).

Geratric Use

Clinical studies of Dimetane-DX. dict not include sufficient numbess of subjects aged 85 and over
to determine whether they respond difisrently from younger subjects. However, antihistamines
are mors likely to cause dizziness, sedation, and hypotension in eldery pationts. The elderly are
also more fikely to experience adverse reactions to sympathomimetics. )

In general, dose selection for an eiderly patient should be cauiious, usually starling al the low end
of fhe dosing range, reflecting the greater frequency of decreased hepatic, rens!, or cardiac fune-~
fon, and of concomitant disease or cther drug therapy.

G.U. System
LUrinary frequency, difficult urination.
G.L Sysiem

Epigastic discomfort, anorexia, nausea, vemiting, dianhea, constipation.

Respiratory System

Tightness of chest and wheezing, shortness of breath.

Hematologic System

Hermolytic anemia; thrombocytopenia, agranulacytosis.

QVERDOSAGE

Signs and Symptoms i
Central nervous system effects from overdosage of brompheniramine may vary from depression
to stimulation, espaclally in children. Anticholinergic effects may be noted. Toxic doses of pseu-

&gainst aspiration must be taken, especially n mntants and smatl children, tiasme lavage may be

céiled out, elthough in seme instances racheosiemy may be necessary prior to lavage.

WNeioxone hydrochioride 0.005 mgfkg intravenously may heof value in reversing the GNS depres-
occur from an overdose of dextromethorphan. ONS stimulants may counter CNS

hauld CNS hyperactivity or convolsive seizures oceur, intravenous short-acting bar-
iirates may be indicated. Hypertensive responses andor tachycardia should be treated appro-

ion that.
il

pﬂglgly. Oxygen, infravenous fluids, and other suppartive measures should be employed as indi-
cal

DOSAGE AND ADMINISTRATION

Adults and pediatric patients 12 vears of age and over: 2 teaspoonflis every 4 hours. Children &
to under 12 yaars: 1 teaspoonful every 4 hours. Children 2 to under 8 years: 172 taspooniul
every 4 hours, Infants & months to under 2 years: Dosage lo be established by physician.

Dextrometherphan Hydrebromide, USP
Morphinan, 3-methoxy-17-methyl-(9c, 13w, 140)-,
hydrobromide, monohydrate.

fian atter single, oral dase of 4 mg reached in 5 hours; urinary excretion is the major route of elim-
ination, mostly as praducts of biodegradation; ihe liver is assumed to be the main site of meta-
bolic ransformation.

Psslcdoephediine acts on sympathetic nervs endings and also on smooth muscle, making it use-
ful as @ nasal decongestant. The nasal decongestant effect is mediated by the antion of pseu-
doephedring on e-sympathelic receptors, praducing vasoconstriction of the dilated nasa arteri-
oles, Following oral administration, effects are noted within 30 minutes with peak activity occur-
ring at approximately cne hour.

Dextromethorphan acis centrally to elevate the threshold for coughing. it has no analgesic or
addictive properties. The onset of antitussiva action ocewrs in 15 to 30 minutes after administra-
tion and is of long duration,

Antihistamines may diminish mentat alerthess. in the young ehild, they may produce excitation.
PRECAUTIONS

General

Because of its antihistamine component, Dimetane-DX Colugh Syrup should He used with caufion
in patients with a history of bronchial asthma, narrow angle glaucoma, gastrointestinal obstruc-
tion, or urinary bladder neck obstruction, Betause of nss\{(r'?ﬁalhomimeﬂc component, Dirmetane-
X Cough Syrup shoutd be used with caution in patients with diabstes, hypertension, heart dis-
ease, or thyroid disease.

Information for Patienis

Patients should bs warned about engaging in activities requiring mentat aleriness, such as driving
a¢ar or oparating dangerous macivinery.

Drug Interactions

Pregnancy Category &

Teratogenic Fffects

Animaf reproduction stutlfes have rot been condusted with Dimetane-DX Cough Syrup. It s also
not known whether Dimetane-DX Cough Syrup can cause fetal harm when administered o a
pragnant waman or can affect reproduction capacity. Dimetane-DX Gough Syrup should be given
1o a pragnant woman onty if clearly needed.

Reproduction studies of brampheniramine maleats (2 compoient of Dimatane-DX Cough Syrup)
in rats and mice at doses up to 16 times the maximum human dose have revealed no evidence of
impalred fertility or harm 1o the fetus.

Nursing Mothers

Besause of the higher risk of imolerance of antihistamines insmall infants generally, and in newboms
and prematures in particular, Dimetane-DX Cough Syrup is contraindicated in nutsing molhers.,

ADVERSE AEACTIONS

The most frequent adverse reactions to Dimetane-DX Cough Syrup are: sedation; dryness of
inouih, nose and thraat; thickening of bronchial secretions; dizziness. Other adversa reactions
may includs:

Darmatologic

Urticaria, drug rash, photosensitivity, pruritus.

Cardiovascular System

H)h%otension. hypertension, cardiac arhythmias, paipitation.

[

Disturbad coordination, tremor, imitability, insomnia, visual disfurbances, weakness, nervousness,
convuisions, headache, euiphotia, and dysphoria.

doaphedrine may result in GNS stimulation, tachycardia, hypertension, and cardiac amhythmias;
signs of CNS depression may eccasionally be seen. Dextromethorphan in toxic doses will cause
drowsiness, ataxia, nystagmus, opisthotonos, and convulsive seizures.

Toxie Doses

Data suggest that individuals ma?r respond in an unaxpected manner to apparently small amont:
of a particular drug, A 7V-year-oid child survived the ingestion of 21 mg/kg of dextromethorphan
exhibiting only ataxia, drowsiness, and fever, but seizures have been reported in 2 children foi-
lowing the ingestion of 13-17 mg/kg. Anoiher 2\:-year-old child survived a dose of 380-800 mg
of brompheniramire. Tha toxic dose of pseudosphedring should be less than that of ephedring,
which is estimaten to be 50 mg/kg.

Treatment

induuca emesis if patient is alert and is seen prior to § hours following ingestion. Precautions

U not exceed b dOses aunng & 24-nour penoa,

HOW SUPPLIED

Dimetane®-DX Cough Syrup is a light-red syrup containing in each 5 ml. 1 teaspaoniul)
brompheniramine maleats 2 mg, pseudosphedrine hycrochloride 30 mg and dextomethorhan
hydrobromide 10 mg, availabla in pints (NDC D031-1836-25),

Stora at controlled room temperature, between 20°C and 25°C (B6°F and 77°F).

Dispense in tight, light-resistant containar,
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