BREACOLD ADULT- guaifenesin, dextromethorphan hbr liquid
Menper Distributors, Inc.

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may
be marketed if they comply with applicable regulations and policies. FDA has not
evaluated whether this product complies.

Active ingredients (in each 10mL tsp)

Guaifenesin 200 MQg......ccoviviiieiiiiiiieieeeeen, Expectorant
Dextromethorphan HBr 20 mg............cccceeveee. Cough suppressant
Purpose

Expectorant

Cough Suppressant

Uses

Temporarily relieves cough due to minor throat ands bronchial irritation as may occur
with the common cold and helps loosen phlegm (mucus) and thin bronchial secretions
to make coughs more productive.

Do not exceed recommended dosage.

A persistent cough may be a sign of a serious condition. If cough persists for more than
one week, tends to recur, or is accompanied by fever, rash or persistent headache,
consult a doctor.

Do not use:

e this product for persistent or chronic cough, such as occurs with smoking, asthma,
chronic bronchitis, or emphysema, or where cough is accompanied by excessive
phlegm (mucus) unless directed by a doctor.

e if you are now taking a prescription monoamine oxidase inhibitor (MAOI) (certain
drugs for depression, psychiatric or emotional conditions, or Parkinson’s disease), or
for 2 weeks after stopping the MAOI drug. If you do not know if your prescription
drug contains an MAOI, ask a doctor or pharmacist before taking this product.

Keep out of reach of children.

If pregnant or breast-feeding

ask a health professional before use. In case of accidental overdose, get medical help or
contact a Poison Control Center right away.



Directions: Do not exceed 6 doses in 24 hours.

Age Dose
Adults and children 12 years of age and over 2 teaspoonfuls (10 mL) every 4 hours
Children under 12 years of age Do not use

Other information
e Store this product between 15°-30°C (59°-86°F)

Inactive ingredients

Citric acid, D&C red #33, glycerin, methylparaben, propylene glycol,
propylparaben,raspberry flavor, sucrose, water
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BREA-COLD

Factores Farmacoldgicos

Ingmdtentes actnvas (en cada 10mL) Propositos
Znn mg Alivio de la Tos

Usos

m Alivio temporal de la tos debido a irritacion de la garganta y bronquios,
asociada al resfriado comiin o gripe y ayuda a aflojar a flema (mucosa)
y secreciones bronguiales para hacer ka tos mis productiva,

BREA-COLD

Drug Facts

Active rngred:ents (‘ in each 10 mL) Purposes
Dextromethorphan HBr Cough suppressant
Guaifenesin 200 mg Expectorant
Uses

m Temporarily relieves cough due to minor throat and bronchial irritation
‘as may occur with the common cold and helps loosen phlegm {mucus)
and thin bronchial secretions to make coughs more productive.

GUAIFENESINA, DEXTROMETORFAN HBr

Advertencias

No exceder la dosis recomendada.

Una tos persistente puede ser sefial de una condicién seria. Si la tos
perdura por mas de una semana, regresa o estd acompaniada por figbre,

dolor de cabez Ipe n la piel, consulte a su médico.

GUAIFENESIN, DEXTROMETHORPHAN HBt

ALIVIALA TOS
EXPECTORANTE

Para alivio temporal
de la tos causada por el
resfriado comin a la gripe

Contenido: 4 Oz FL (120 mL)

No usar

m este producto para tos persistents o cronica, hl como ocurre si fuma,
tiane asma, bronquitis cronica o enfisenta o 5i Ia t0s os acompanada
por flema excesiva (secrecion), sclo por mmca on memca

Wi usted esté medicii
contenga inhibidores de la mvnoammuux:dasa 1IMAO) (memzs dwgas
para la depresion, sicuiatricas, o condiciones emocionales,
enfermedad de Parkinson) o pasacas 2 sermanas después de haber
mgavmc medicame nhs ‘que contengan IMAQ. Si usted no estd sequro

L 1 IMAO, consulte a

ssted st
su duc(ur oaun favmacsutmu amgs de usarlo.
Mantener fuera del alcance de los nifos.

Si estd embarazada o lactando, pregunte a un profesional de la salud
antes de usarlo. En caso de sobredosis accidental, busque ayuda médica
0 contacte a un Gentro de Control de Envenenamiento inmediatamente.

Instruceit No exceda ms de 6 dosis en 24 horas.
edad dosis

[Aduktos y nifios 12 afios de 2 cucharaditas (10 mL)

edad 0 méds cada 4 horas

Nifios menores de: 12 afios de edad| No use

Otra informacion
W conserve este producto entre 15° a 30°C (59° a 86°F)

Ingredientes inactivos acido citrico, D&C rojo #33, glicerina,
metilparabeno, propilenglicol, propilparabeno, sabor a frambuesa,
sucrosa, agua

Preguntas? llama 1-800-560-5223 L-V 9 AM a 4 PM Este.

COUGH SUPPRESSANT
EXPECTORANT

For the temporary relief of cough
due to the common cold

Contents: 4 FL 0z (120 mL)

42279725204

Warnings

Do not exceed recommended dosage.
A persistent cough may be a sign of a serious condition. If cough persists
for more than one week, tends to recur, or is accompanied by fever, rash
or persistent headachie, consult 2 doctor.

Do notuse
m this product for pels\stem or chmmc cwgh such as cccws with
3 ronic bronchitis or emphysema or if cough is
accompanied hy estswe nrlegm 1muws ), unless dirested by a doctor,
mif you are now taking a prescription monoamine oxidase inhibitor (MAOK
(certain drugs for depression, psychiatric, or emotional conditions, of
Parkinson's Disease), or for 2 weeks after stopping the MAOI ﬁrug
1f you do ot know if your prescription drug contains an MAQ,
a doctor or pharmacist before taking this prouct,
Keep out of reach of children,

If pregnant or breast-feeding, ask a health professional before use.
In case of accidental overdose, get medical help or contact a Poison
Control Genter right away.

Directionsm Do not exceed 6 doses in 24 hours.
age dose
Adults and children 12 2 teaspoonfuls (10 mLy
\vears of age and over every 4 hours
(Children under 12 years of age Do not use

Other information
mstore this product between 15° to 30°C (59° to 86°F)

Inactive lnyremenls citric acid, DAC red 433, glycerin,
lene g raspberry flavor, sucrose,

water
Questions? call 1-800-560-5223 M-F 9 AN to 4 PM Eastern.

BREACOLD ADULT

guaifenesin, dextromethorphan hbr liquid

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG
ORAL

Item Code (Source)

NDC:53145-040




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
GUAIFENESIN (UNII: 495W7451VQ) (GUAIFENESIN - UNII:495W7451VQ) GUAIFENESIN 2i2012)n?n|_
DEXTROMETHORPHAN HYDROBROMIDE (UNIl: 9D2RTI9KYH) DEXTROMETHORPHAN 20 mg
(DEXTROMETHORPHAN - UNII: 7355X3ROTS) HYDROBROMIDE in 10 mL

Inactive Ingredients

Ingredient Name Strength
CITRIC ACID ACETATE (UNIl: DSO12WL7AU)
GLYCERIN (UNIl: PDC6A3CO0X)
PROPYLENE GLYCOL (UNIIl: 6DC9Q167V3)
METHYLPARABEN (UNII: A2I8C7HI9T)
PROPYLPARABEN (UNII: Z8IX2SC10H)
D&C RED NO. 33 (UNIl: 9DBAOSBBOL)
SUCROSE (UNII: C151H8M554)
WATER (UNIl: 059QFOKOOR)
RASPBERRY (UNII: 4N14V5R27W)

Product Characteristics

Color red Score
Shape Size
Flavor RASPBERRY Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 (PC53145:040- 1 4n 1 carTON 02/21/2012
1 120 mL in 1 BOTTLE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph final part341 02/21/2012

Labeler - Menper Distributors, Inc. (101947166)

Revised: 2/2022 Menper Distributors, Inc.
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