ROMPE PECHO SF FLU- dextromethorphan, brompheniramine maleate,
phenylephrine hydrochloride liquid
Efficient Laboratories Inc

Drug Facts

Active ingredients (in each 5 mis tsp.) Purpose
Dextromethorphan HBr 10 mg ........cccoveeveeennnen. Cough Suppressant
Brompheniramine Maleate 4 mg .......ccooeviiiiiiiiiiiiinnnns Antihistaminic
Phenylephrine HCI10 Mg ...ccovvviiiiiiiiiiicen, Nasal Decongestant
Purpose

Antihistamine
Cough Suppressant
Nasal Decongestant

USES

e temporarily relieves runny nose, sneezing, itching of the nose or throat and itchy
watery eyes due to hay fever or other upper respiratory allergies

e temporarily relieves cough and nasal congestion as may occur with the common cold

Warnings
Do not exceed recommended dosage

Do not use ° If you are 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 you are
taking a prescription drug that contains an MAOI; ask your doctor or pharmacist before
taking this product.

Ask a doctor before use if you have ¢ heart disease * glaucoma  high blood
pressure ¢ thyroid disease ¢ diabetes ¢ difficulty in urination due to an enlarged prostate
gland ¢ a persistent or chronic cough such as occurs with smoking, asthma or
emphysema ¢ a cough that is accompanied by excessive phlegm (mucus) ¢ a breathing
problem such as emphysema or chronic bronchitis

Ask a doctor or pharmacist before use if you are taking sedatives
or tranquilizers.

When using this product « may cause drowsiness ¢ avoid alcoholic drinks « alcohol,
sedatives, and tranquilizers may increase drowsiness ¢ be careful when driving a motor
vehicle or operating machinery ¢ excitability may occur, especially in children.



Stop use and ask a doctor if * symptoms do not improve within 7 days, cough
tends to recur, or symptoms are accompanied by a fever, rash or persistent headache.
A persistent cough may be a sign of a serious condition. ¢ if nervousness, dizziness, or
sleeplessness occur

If pregnant or breast-feeding, ask a health professional before use.

Keep out of reach of children.
In case of overdose, get medical help or contact a Poison Control Center right away.

Directions:
e shake well before use
e do not exceed more than 6 doses in any 24-hour period or as directed by a doctor

Age Dose
adults and children 12 years of age and over 5 mL (1 tsp) every 4 hours
children 6 to under 12 years of age 2.5 mL (1/2 tsp) every 4 hours
children under 6 years of age consult a doctor

Inactive Ingredients:

Blue Cohosh root extract, Citric Acid, Echinacea root extract, Eucalyptus Oil, Ginkgo
Biloba leaf extract, Glycerine, Golden Seal Root extract,

Honey Flavor, Horehound, Licorice Root extract, Menthol, Methylparaben, Mullein Leaf
extract, Myrrh gum extract, Potassium Citrate,

Potassium Sorbate, Propylene Glycol, Propylparaben, Slippery ElIm Bark extract, Sodium
Chloride, Sucralose, Water, Wild Cherry Bark extract, Zinc Sulfate.

Questions or Comments?
305-805-3456 Monday - Friday 9AM to 5PM EST

www.efficientlabs.com
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, Menthol & more
Brompheniramine Maleate (Antihistamine)
Dextromethorphan HBr (Cough Suppressant)
Phenylephrine HCI (Nasal Decongestant)
Adults & children 12 years & over

NET WEIGHT: 6 FL 0z (178 mL)

Drug Facts

Active ingredients (in each dose 5 mL
Brompheniramine Me\samgﬂ mg.....

Dx HBr 10 mg
Phenylephrine HCI 10 mg....

Uses - temporaily refieves runny nose, sneezing, itching of the
nose or throat, and ilchy walery eyes due o hay fever or ather upper,
respiratory allergles + temporarily refeves cough and nasallj
congestion as may occur with the common cold

Warnings
Da nat

Do not use + il you are now Iakmag a prescription monoaming
axidase inhibitar (MACI) {certain drugs for depression, psychiatric or
emolional conditions, o Parkinson's disease), of for 2 weeks afler
stopping the MAOI drug, If you do not know If your prescription drug
wmrl;a‘ins an MAQL ask a doctor or pharmacist before taking this|
product,

Ask a doctor before use if you have - heart disease - glaucoma

+ high blood pressure * thyroid disease * diabetes « difficulty in urination,
due to enlargement of the prostate gland + a persistent or chronic
cough such as occurs with smoking, asthma or emphysema » a cough,
thatis B hleam

+ a breathing problem such as emphysema or chronic branchitis .

Stop use and ask a doctor if « symptoms do not improve within 7/
days, cough tends to recur, or smpwms are accompanied by a
fever, rash or persistent headache. A persistent cough may be
sign of a serious condition * if nervousness, dizziness, or
sleeplessness occur,

Ask a doctor or pharmacist before use if you are + taking
tranquilizers or sedatives.

When using this product + may cause marked drowsiness + avoid
aleoholic drinks » alcohdl, sedatives, and tranquiizers may increase,
drowsiness effect + use caufion when driving a molor vehide o
operaling machinery - excitabilty may occur, especially in children,
Fpregnant or breastfeeding, ask a health professional before use.
Keep out of reach of children, In case of an overdose, get medical |
help or contact a Poison Conlrol Center right away.

Directions

+ do not exceed more than 6 doses in any 24=hour period

» shake well before use
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« this adult praduct is not intended for use in children
under 12 years of age

Age Dose
adults and chikiren 12 years 5 mL (1 teazpooniul
of ags and over em[eqdmurs ’
childran under 12 years of age do nol use

Other information - store between 15°30°C (59°-86° F).
Do nod refrigerate.

TAMPER-EVIDENT FEATURE: Do not use this product if
printed safety seal is tom, broken, or missing.

Inactive ig{gmdienfs blue cohosh rool extract, citric acid
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Pecho.

Monday = Friday (3 AM =5 PM EST) or www.efficiendabs.com
—_——

e 'Rompe Pechab SF, 3
‘Fempe Pechod DA, Cough Ot and Midim y Mis®, Rompe Pecho Max, and
Rompe Pecho® N
Keep bax for complete instructions Rev. 1
Distributed by/Distribuido por:

fficient ratories, Inc.
Miami, FL 33166, Made in U,S,A. Hecho en EE.UU,

SIN ALCOHOL
Equinicea, Eucalipto, Mentol y mas
Bromfeniramina Maleato (Antihistaminico)
Dextrometorfano HBr (Supresor de la tos)
Fenilefrina HCI (Descongestionante Nasal)
Adultos y Nifios mayores de 12 aiios

PESO NETO: 6 Oz FL (178 mL)

Datos Farmacolégicos
Ingrediientes activos (encadadosis,5mL)  Propésitos

ina Maleato 4 mg
Ds fano HBr 10 mg upresor de la tos
et HCl 10 mg. Dy i nas:

Usos - alivia temporalmente |a secrecion nasal, los
icazon de nariz o gai jos llorosos
la I

estomudos, la pi de garganta y ojos llorosos e
Irritados debido ala fiebre del heno u otras alergias respiratorias
latosyla nasal

pe « alivia 2
producto del resfriado comin,

Advertencias
No exceda la dosis

No utlice + si esta omando por prescripcién un inhibidor de la
monoamino  oxidasa (IMAD) {dertos medicamentos para la
depresion, trastomos psxigfhms o emocionales, o la enfermedad
de Parkinsan), o durante las 2 semanas después de dejar de tomar
el IMAQ. Si usted no sabe si su medicamento recetado confiene un

consulta a tu médico o farmacéutico antes de tomar este

ntede a su médico antes de usar si usted tiene
“al ad cardiaca + glucoma + ala presidn sanguinea
+enfermedad firoidea + diabetes + dificuliad para orinar debido al
agrandamiento de la gléndula de la prostata « una tos persistente o
crénica tal como ccurre con o tabaguismo, asma, enfisema * una tos
«que se acompafia de flema excesiva (mucosidad) « un problema
respiratorio, como enfisema o bronquitis cronica.

iy A RN A
mpanados por sarpullido o de e,
na os persistente p 8l un signo de una grave,

mareos o insomnio ocure .

egUr a su médico o 0 antes de usar si usted
estd + lomando tranquiizantes o sedantes.
Cu: use este jucto.« puede rcada somnolencia
. smda% sng&m nﬁs
RS A S o 2 RE
B axctabiged, sspecafmens en nas.
Si usted esta Tactando pregintele a un
de la selud antes de usar,
Mantener fuera del alcance de bos nifios, En casa de sobredosls,

busque ayuda médica o contacte un Centro de Control de
Intoxicacion inmediatamente.

Indicaciones

* no excedsr mas de 6 dosis en un periodo de 24 horas
+ agifar bien antes de usar

« medi sfamente con la copa de dasis inchida
= mantenga la copa de dosis con este producto
« mL = miliftro « TSP = cucharadita

« e producto

pr &N nifios menones
de 12 afios de edad
Edad Dasis
‘adullos y nifios 12 afos 5ml (1 cucharadita)
& edad y m: cada 4 horas
nifios menores de 12 afios o usar

Otra informacién

+ dmacenar entre 157-30° C (59° - 88” F), No refrigerar,

EVIDENCIA DE SEGURIDAD: No utilice este producto si el
sello de sequridad esta rasgado, rolo o falta.

Ingredientes inactivos exsacto de aiz de cohosh azul,
&cido cltrico, extracto de ralz de equindcea, aceile de eucalpto,
sabor, extracto de hoja de ginkgo biloba, glicerina, raiz de selo
dorado, extracto de (flor, hoja, yﬂlﬁu}ﬁe marrubio, raiz de regaliz,
mentol metipars irhcid jas de gordoob od

ia de mirra, citrato de potasio, sorbalo de potasio, proj icol,
g:?;iharabenu exlrach%c:acnr‘eza de uhopmléshﬂgdgfnagum
de sodio, su,u‘ﬂu!a. agua, extracto de corteza de cereza salvaje y
sulfato de zinc.

F untas o comentarios? 3058053456

Lunes = Viemes (9 AM =5 PM EST) o www.efficientlabs.com

Pacho S, Rompe Pechos CF, Rompe.
y Mis, Rompe Max, y Romps Pecio NT.

Guarde la caja para insirucciones completas

Oiras Fiamulas: Rompe Pechof EX. |
Fecho® DM, Cough Out® and Miskm

ROMPE PECHO SF FLU

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG
ORAL

Active Ingredient/Active Moiety
Ingredient Name

DEXTROMETHORPHAN HYDROBROMIDE (UNII: 9D2RTI9KYH)

(DEXTROMETHORPHAN - UNII:7355X3ROTS)

BROMPHENIRAMINE MALEATE (UNII: IXA7C9ZN03) (BROMPHENIRAMINE -
UNII:H57G17P2FN)

PHENYLEPHRINE HYDROCHLORIDE (UNII: 04JA59TNS]) (PHENYLEPHRINE -
UNI:1WS297W6MV)

Item Code (Source)

Basis of Strength

dextromethorphan, brompheniramine maleate, phenylephrine hydrochloride liquid

NDC:58593-225

Strength

DEXTROMETHORPHAN 10 mg
HYDROBROMIDE in 5 mL
BROMPHENIRAMINE 10 mg
MALEATE in 5 mL
PHENYLEPHRINE 10 mg
HYDROCHLORIDE in 5 mL




Inactive Ingredients

Ingredient Name Strength
SUCRALOSE (UNIl: 96K6UQ3ZD4)
CAULOPHYLLUM THALICTROIDES ROOT (UNII: JTJ6HH6YEH)
ECHINACEA, UNSPECIFIED (UNIl: 4N9P6CC1DX)
EUCALYPTUS GLOBULUS LEAF (UNIl: S546YLW6E6)
GINKGO (UNII: 19FUJ2C58T)
GOLDENSEAL (UNIl: ZW3Z11DO0)V)
HONEY (UNIl: YOH1V576FH)
GLYCYRRHIZA GLABRA (UNII: 2788Z9758H)
MENTHOL (UNIl: L7T10EIP3A)
METHYLPARABEN (UNII: A2I8C7HIOT)
VERBASCUM DENSIFLORUM LEAF (UNIl: 99360846LlI)
MYRRH (UNII: JC71GJ1F3L)
POTASSIUM CITRATE (UNIl: EE9OONI6FF)
POTASSIUM SORBATE (UNII: 1VPU26)ZZ4)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
PROPYLPARABEN (UNII: Z8IX2SC10H)
WATER (UNII: 059QF0KOO0R)
ULMUS RUBRA BARK (UNII: 91QY4PXU8Q)
SODIUM CHLORIDE (UNII: 451W471Q8X)
PRUNUS SEROTINA BARK (UNIl: 5D48E975HA)
ZINC SULFATE (UNII: 89DS0H96TB)
HOREHOUND (UNII: KO8036XE)V)
CITRIC ACID MONOHYDRATE (UNII: 2968PHWBQP)
POLYGLYCERIN-10 (UNIl: P90600936A)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:58593-225- 178 mL in 1 BOTTLE; Type 0: Not a Combination 10/01/2007
06 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO012 10/01/2007

Labeler - Efricient Laboratories Inc (969044932)
Registrant - Efficient Laboratories Inc (969044932)

Revised: 12/2023 Efficient Laboratories Inc



	Drug Facts

