ROMPE PECHO CF- dextromethorphan hbr, guaifenesin, phenylephrine
hcl liquid
Efficient Laboratories Inc

Drug Facts

Active Ingredients:(in each teaspoonful 5 ml.) Purpose
Dextromethorphan HBr 10 mg .......cooeevvviiiiniiineiineeieenn, Cough Suppressant
Guaifenesin 100 MQ .ooiriiii Expectorant
Phenylephrine HCL 5 mMQ ...oooiiiiiiiiir e Nasal Decongestant
Purpose

Cough Suppressant

Expectorant

Nasal Decongestant

Warnings

Do not exceed recommended dosage.

Do not use

e |f 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 your prescription drug contains an MAOI; ask your doctor
or pharmacist before taking this product.

Ask a doctor before use if you have
* heart disease

* high blood pressure

* thyroid disease

* diabetes

e trouble urinating due to an enlarged prostate gland

* a persistant or chronic cough
e a cough that is accompanied by excessive phlegm (mucus)

* a breathing problem or chronic cough that lasts or as occurs with smoking, asthma,
chronic bronchitis, or emphysema.

Stop use and ask doctor if

e symptoms do not improve within 7 days or is accompanied by a fever, rash, or
persistent headache. A persistent cough may be sign of a serious condition.

e nervousness, dizziness, or sleeplessness occurs



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

Keep out of reach of children. In case of accidental overdose, get medical help or

contact a Poison Control Center right away.
Directions

Shake well before use

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

10 mL (2 tsps) every 4 hours

children 6 to under 12 years of age

5 mL (1 tsp) every 4 hours

children under 6 years of age

consult a doctor

Uses

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

¢ helps loosen phlegm (mucus) and thin bronchial secretions to rid the bronchial

passageways of bothersome mucus.

Inactive Ingredients:Blue Cohosh root extract, Echinacea root extract, Eucalyptus
Oil, Ginkgo Biloba leaf extract, glycerin, Golden Seal root extract, Honey, Horehound,
Licorice Root extract, Menthol, Methylparaben, Mullein leaf extract, Myrrh gum extract,

Potassium Sorbate, Propylene Glycol, Propylparaben, Slippery ElIm Bark extract, Sodium

Chloride, Sucralose, Water, Wild Cherry Bark extract and Zinc Sulfate.

Questions or Comments?

305-805-3456 Monday - Friday 9AM to 5PM EST

www.efficientlabs.com

Distributed by

Efficient Laboratories, Inc., Miami, Fl 33166

Made in U.S.A.
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ALCOHOL FREE
Echinacea, Eucalyptus, Menthol & more
Dextromethorphan HBr (Cough Suppressant)
Guaifenesin (| rant)
Phenylephrine HCI (Nasal Decongestant)
Adults & Children 12 years & over

Drug Facts

Active ingredients (in each dose, 10 mL) Pui

{ Dextromethorphan HEr 20 mg.... ere.COUGN SUPprESSANt
in 200 mg......... Expectorar
Phenylephrine HCI 10 mg. Nasal t

Uses + temporariy relieves cough and nasal congestion as may
occur with the commen cold * helps leasen phlegm (mucus) and thin
bronchial secretions to rid the bronchial passageways of bothersome
Mucus.

Warnings

Do not exceed dosage.

Do not use - if you are now faking a prescription moncaming
oxidase inhibitor (MAOI) (certain drugs for depression, psychiatric, or|
emotional conditions, or Parkinson's disease), or for 2 weeks after|
stopping the MAOI drug, [f you do not know if your prescription drug
contains an MAOI, ask a doctor or pharmacist before taking this
| product.

Ask a doctor before use if you have - heart disease « high blood
pressure + thyroid disease + diabetes + trouble urinating due fo
enlargement of the prostate gland - a persistent or chronic cough - a
cough that is accompanied by excessive phlegm (mucus) + a
[ persistent chronic cough such as occurs with smoking, asthma,
chranic bronchifis, or emphysema.

Stop use and ask a doctor if +symploms do not improve within 7
days, tend to recur, or are accompanied by a fever, rash or persistent
headache. A persistent cough may be a sign of a serious condition.
= nervousness, dizziness, or sleeplessness ocour.

llfpmgnan!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

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

+ shake well before use

» measure only with dosing cup provided

+ keep dosing cup with product

+ mL=millliter « TSP = teaspoonful

+ this adult product is not intended for use in children
under 12 years of age

Age Dose

adubs and children 12 years 10 mL (2 teaspoonful)
of age and over every 4 hours
children undar 12 years of age do not use

Other information - siore between 15°- 30°C (59°- 86° F).
1 Do not refrigerate « product color & flavor may vary due to natural
honey,

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

Inactive mgredrents blue cohosh root extract, echinacea
roof extract, eucalyptus ol, ginkgo biloba leaf extract, glycerin,

nseal root extract, honey, horehound (flower, leaf, slem?exlract.
icorice root extract, menthol, methylparaben, mullein leaf extract,
myrth gum extract, potassium sorbate, propylene glycol,
propylparaben, slippery elm bark extract, sodium chlonde, sucralose,
water, wild cherry bark extract and zinc sulfate,

Questions or Comments? 305-805-3456
W Monday - Friday (9 AM - 5 PM EST) or www.eficientlabs.com

Other cold formuds: Rompe Pcha EX, Romps Pacho SF, Rompe Pacho® D,
Rompe Pachos FLU, Caugh Out® and Mislim y WsE; Rompa Pecho® Max, and
Rompa Pacho® NT.
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Rompe
Pecho.

F catarroy GriPe

SIN ALCOHOL
Equinacea, Eucalipto, Mentol y mas
Dextrometorfano HBr (Supresor de la tos)
Guaifenesina (Expectorante)
Fenilefrina HCI (Descongestionante Nasal)
Adultos y Nifios 12 afios y més

Datos Farmacoldgicos

activos (en cada dosis, 10mL)  Proposito

y HBr 20 mg Supresor de la tos

Gl 1a 200 mg E
Fenilefrina HCI 10 mg.....

..........Descongestionante nasal

Usos - alivia temporalmente la tos y la congestién nasal
producto del resfriado comdn - aru la a aflojar la flema
(mucosidad) y de esa forma facilita la eliminacion de la
mucaosidad de los conductos bronquiales,

Advertencias
No exceda la dosis

No utilice - si estd tomando un inhibidor de la monoamino
oxidasa prescripcion (IMAQ) (ciertos medicamentos para la
depresion, trastomos psiquiatricos o emocionales, o la
enfermedad de Farkfnsurg‘ o durante 2 semanas después de
dejar de tomar el IMAQ. Si usted no sabe si su medicamento
recetado contiene un IMAO, consulta a tu médico o farmacéutico
antes de tomar este producto,

Pregintele a su médico antes de usar si usted tiene

+ enfermedad cardiaca + alta presion sanguinea + enfermedad

tiroidea » diabetes « dificultad para orinar debido al agrandamien-

to de a gléndula de |a prostata « una tos persistente o cronica

=una tos que se acompafia de flama excesiva (mucosidad) - un

Eroblema respiratorio, como ocurre con el tabaquismo, el asma,
ronquilis eronica o enfisema,

Pare de usar y consulte al médico si -los sintomas no mejoran
dentro de 7 dias o se acompafian de fiebre, erupcién cutdnea o
dolor de cabeza persislente. Una fos persislente puede ser un
signo de una enfermedad grave + se produce nerviosismo,
mareos o falta de suefio.

Si usted estd embarazada o lactando pregintele a un
profesional de la salud antes de usar,

Mantener fuera del alcance de los nifios. En caso de
sobredosis, busque ayuda médica o contacte un Centro de
Control de Intoxicacion inmediatamente,

Indicaciones

+ no exceder més de 6 dosis en un periodo de 24 horas

+ agitar bien antes de usar

+ medir solamente con la copa de dosis inchida

+ mantenga la copa de dosis con este producto

« mL=milliro « TSP = cucharadita

+ esle producto para adulos no estd desfinado a usarce en nifios menores
de

Edad Dosis
“d“h&f gﬁs“;&g:""s 10 mL (2 cucharaditas) cada 4 haras
nifios manores de 12 afios no usar

Otra informacién

» almacenar entre 15°-30° C (59°-86° F). No refrigerar » color y
sabor del producto puede variar debido a la miel.

EVIDENCIA DE SEGURIDAD: No utllice este producto si el §
selo de seguridad esté rasgado, roto o falta.

Ingredientes inactivos exracto de raiz de cohosh azul,

exdracto de ralz de equinécea, aceite de eucalipto, extracto de hoja de

ginkgo bileba, glicerina, ralz de sello dorado, miel, extracto de (for,

hoja, y tallo) de marrublo, rafz de regaliz, mentol, mefilparabeno, extracto

de hojas de gordelobo, extracto de gorr;a de mirra, sorbato de potasio,
& I k

choruro de sodo, sucrakesa, agua, extracto e corteza de cereza salvaje
y sulfata de zinc.

¢Preguntas o Comentarios? 3058053456
Lunes - Viemes (9 AM - 5 PM EST) o wwwefficieniiabs.com

Keep box for complete instructions Rev. 1 e e =
NET WEIGHT: 6 FL 0z (178 mL) Eifciant L aborsaon e 2 PESO NETO: 6 0z FL (178 mL) P L Gough 0. e s o ko . R et 1
Miami, FL 33166, Made in U.S.AJ Hecho en EELUU, Guarde la caja para instrucciones completas
] N K |

Drug Facts (continued)
bronchis, or emphysema_

5t0p use and ask a doctor - sy 6o il Frprove i |

Gays or are accompanied by a fever,rash, o persistent headeche.
persisient cough may be a s of 2 serious condilon.

66°% more Free

4 fl oz Bottle Free

BONUS PACK

669 lmgre Free
0|mas gratis
41 0z Bottle Free/Botella de  fl 0z gratis

b66% mas gratis
Botella de 4 fl oz gratis

[Keep out o reach of chikdren. I case of an overcose, get mecical
b o contact a Poison Contol Genterright awa

Directions

use.
24-hour period or 25 directed by a doctor,

3
550k 3 crien 17 years o age s over | TOTL 2 ) eery 4 s
Ghilon 610 nger 2 year o ae L ) ovey & s
G e years o age

Other informalion - cosage cup rcksed - procuc e &
 flavor may vary due to natural honey + store between 15°- 30° G
(59°- 86° F)

[ TAMPER-EVIDENT FEATURE: Do net usa s produc f pinted
[sealover cap i om, beoken or missing.

Inactive ingredients blue cohosh root extract, echinacea
roct s, cucalyplus o, gikgo bleea feal exrad, ghoan,
goisenseal ool extact, honey, herehound, licoes roat ex
menthol, methylparaben, mullein leaf extract, myh gu extact,
polassium sorcat, prupylone gy, propyigaraben, sippery eim

tract, sodum chioride, sucrakose, waler, wid chery bark
exact and dinc sl

Questions or Comments? 3156053456
ionday - Frday (94 -5 PUEST) orwwuieficentlts.com
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66°% more Free
4 fl oz Bottle Free

BONUS PACK

0/, |more Free
6 / I mas gratis
41102 Bottle Froo/Botelia ge 4 o7 gratis

b66% mas gratis
Botella de 4 fl oz gratis

=4
&EFF\CIENT

Hompe Pecho.

Pecho.

cF Cold & Flu

S betwoon 1550 G

[
(59°- 86° F]

[BAPERAETIN A 00 et we 1 proded F e
tom, brol 0.

Rompe Pecho.
CF Ca

Q' Bronchial Congestion - :i)
; ; | ‘ j Nasal Congestion ’ <
o \ @Bronchial Congestion 'v ARG Frem T Jb‘l Congestion Bronquial ( l‘"
e wINasal Congestion 3 Ul “Congestion Nasal
PR WPhlegm (n?ucus) / i‘ mﬁggglgﬁsmuﬁ ek IZIFIen?a (mocos)
FZ & Cough Wi Cheniidyinin @Tos m/ln.

=4
pNEREEI EN T

tarroy Gripe

BSIGJ 8

010856

ROMPE PECHO CF
dextromethorphan hbr, guaifenesin, phenylephrine hcl liquid

Product Information

HUMAN OTC DRUG Item Code (Source)

Product Type

Route of Administration ORAL

Active Ingredient/Active Moiety

NDC:58593-235

Ingredient Name Basis of Strength Strength

DEXTROMETHORPHAN HYDROBROMIDE (UNII: 9D2RTI9KYH) DEXTROMETHORPHAN 10 mg
(DEXTROMETHORPHAN - UNII:7355X3ROTS) HYDROBROMIDE in 5 mL
GUAIFENESIN (UNIl: 495W7451VQ) (GUAIFENESIN - UNI:495W7451VQ) GUAIFENESIN 1i205r?ng|_
PHENYLEPHRINE HYDROCHLORIDE (UNII: 04JA59TNS)) (PHENYLEPHRINE -  PHENYLEPHRINE 5 mg
UNII:1WS297W6MV) HYDROCHLORIDE in 5 mL
Inactive Ingredients

Ingredient Name Strength

SUCRALOSE (UNII: 96K6UQ3ZD4)

HOREHOUND (UNII: KOB036XEJV)

CAULOPHYLLUM THALICTROIDES ROOT (UNII: JTJ6HH6YEH)
ECHINACEA, UNSPECIFIED (UNIl: 4N9P6CC1DX)
EUCALYPTUS GLOBULUS LEAF (UNIl: S546YLW6EG)
GINKGO (UNII: 19FUJ2C58T)

GOLDENSEAL (UNIl: ZW3Z11DO0)V)

HONEY (UNIl: YOH1V576FH)

GLYCYRRHIZA GLABRA (UNII: 2788Z9758H)

MENTHOL (UNII: L7T10EIP3A)



METHYLPARABEN (UNII: A2I8C7HIOT)
VERBASCUM DENSIFLORUM LEAF (UNII: 99360846LlI)
MYRRH (UNII: JC71GJ1F3L)

POTASSIUM SORBATE (UNII: 1VPU26JZZ4)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
PROPYLPARABEN (UNII: Z8IX2SC10H)
WATER (UNIl: 059QFOKOOR)

ULMUS RUBRA BARK (UNII: 91QY4PXU8Q)
SODIUM CHLORIDE (UNII: 451WA7IQ8X)
PRUNUS SEROTINA BARK (UNIl: 5D48E975HA)
ZINC SULFATE (UNIl: 89DS0H96TB)

Packaging

# Item Code Package Description

1 NDC:58593- 178 mL in 1 BOTTLE; Type 0: Not a Combination
235-06 Product

2 NDC:58593- 118 mL in 1 BOTTLE; Type 0: Not a Combination
235-04 Product

3 NDC:58593- 237 mL in 1 BOTTLE; Type 0: Not a Combination
235-08 Product

a NDC:58593- 296 mL in 1 BOTTLE; Type 1: Convenience Kit of
235-29 Co-Package

5 NDC:58593- 10 mL in 1 POUCH; Type 0: Not a Combination
235-10 Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC Monograph Drug MO012

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