PREFERRED PLUS CHEST CONGESTION RELIEF DMTDM TDM- dextromethorphan
hydrobromide / guaifenesin tablet
Kinray

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.

DRUG FACTS
Active ingredient - (per tablet)

Dextromethorphan Hydrobromide 20mg

Guaifenesin 400mg
Purpose
Cough Suppressant

Expectorant

Uses

®m Temporarily relieves cough due to minor throat and bronchial irritation as may occur with a common
cold

m Helps loosen phlegm (mucus) and thin bronchial secretions to rid the bronchial passageways of
bothersome mucus

®m Helps make coughs more productive.

Warnings

Do notuse mif you are now taking a prescription monoamine oxidase (inhiMor~MAIQO) (Certain drugs
for depression, psychiatric or emotional conditioners or Parkinson's disease)or for 2 weeks after
stopping MAIO drug, If you do not know if your prescription drug contains an MAIO, ask your doctor
or pharmacist before using this product.

Ask doctor before use if you have
W persistent or chronic cough, such as occurs with smoking, asthma, bronchitis or emphysma
® cough is accompanied by excessive phlegm (mucus)

Stop use and ask doctor if

m symptoms are accompanied by fever, rash or persistent headache
® cough persists for more than 1 week or tends to recur.

A persistent cough may be a sign of a serious condition.

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 Center
immediately.

Directions

® Adults and children 12 years of age and over:take 1 tablet every 4 hours as needed.
® Children 6 to 10 under 12 years of age: take 1/2 tablet every 4 hours as needed.

® Children under 6 years of age: consult a doctor.

Do not exceed 6 doses in a 24 hour period or as directed by a doctor



Other Information

Store at 15°-30°C (59°

-86°F)

Inactive Ingredients magnesium stearate, microcrystalline cellulose. May also contain (colloidal)
silicon dioxide, (co) povidone, dicalcium phosphate, maltodextrin, sodium starch glycolate, stearic

acid.
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CAUTION: DO NOT USE IF IMPRINTED SEAL UNDER CAP IS BROKEN OR MISSING.

Drug Facts

Active myredfenrs (per caplet)
phan HI

Dextromethaory
Guaifenesin 400m

Usesm Tempaorarity

Pnrpase

Expectorant

inor throat and bronchial

irritation as may occur with a common cold M Helps loosen phlzgm
(mucus) and thin branchial secretions to rid the branchial passageways.

es cough due to

- 0f bothersome mucus M Helps make coughs more productive.

Drug Facts (continued)

Warnings
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W cough that is accompanied by excessive phlegm
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Directions
W adults and children 12 years and over:
take 1 caplet every 4 hours as needed.

Mchildren 6 to under 12 years:
take 1/2 caplet svery 4 hours a8 needed.
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M children under 6 years: consult 2 doctor

Do not exceed 6 doses in a 24 hour period or as directed

Other Information store at 15°-30° G (59°-86°F)

Inactive Ingredients magnesium stearate,
microcrystalling cellulose. May also contain (colloidal)
silicon dioxide, (co) povidane, dicalcium phosphate,
maltodextrin, sodium starch glycolate, stearic acid.
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Hechos acerca del Medicamenla (cont.)

| Adveriéncias

No tome M este producto si actualmente esta tomando
medicamentos de prescripeion que contiznen el inhibidor
de Oxidasa Monoamina (MAOI) (ciertos medicamentos para
Ia depresion, estados psiquidtricos 0 emocionales o Mal de
Parkinson), o durante las 2 semanas siguientes a haber
dejado de tomar un dedicamento con MAQI, consulte a un
profesional de la salud.

Consulte a un médico antes de usarla si tiene

M |2 tos persistente o eronica como la que ocurre al fumar,
con el asma, bronquitis crénica o enfisema

! la tos se acompaia de flema excesiva (moca;

gje de tomar y consulte a su médico -
W [0 sintomas se acompaian de feibre, erupcion cutinea
o dolor de cabeza persistente

M [a tos persiste por mds de 1 semana o tiznde a reaparecer.
Una tos persistente pueda ser signo de un Irastorno serio.
Si esta embarazada o dando pecho, consulte aun
profesional de salud antes de tomar este medicanenta.
Mantengalo lejos del alcance de los nifios. En caso de
una sis, consiga asistancia médica

Instrucciones

M adultos y nifios mavores de 12 afios:

tome 1 comprimido cada 4 horas como sea necesario
M nifios de 6 a 12 afios:

tome 1/2 comprimido cada 4 horas como sea necesarlo

M nifios menores de 6 afios: consulte a un doctor
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No exceda mas de 6 dosis durante un periodo de 24

horas o como se lo indique un doctor

Ofra Informacion quardelo de 15°-30°C (59™-86°F)

Ingredientes Inactivos estearato de magnesio, celulosa

micro cristalina. También puede contener dioxido de silican
coloide), {co) polividona, fosfato dicilcico, maltodextrina,
licolato de almiddn sddico, dcido estedrico.
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R A

ns & Relieves
t Congestion
s Cough -

Guaifenesin 400mg
Dextromethorphan HBr 20mg

50 Caplets

All Preferred Plus Pharmacy products are
satisfaction guaranteed or your money back
from retailer whare purchased.

Distributed by:
KINRAY INC. Whitestone, N 11357
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Product Type

Route of Administration

Product Information
HUMAN OTC DRUG

ORAL

Item Code (Source)

PREFERRED PLUS CHEST CONGESTION RELIEF DMTDM TDM

dextromethorphan hydrobromide / guaifenesin tablet

NDC:61715-013




Active Ingredient/Active Moiety
Ingredient Name

DEXTRO METHO RPHAN HYDRO BRO MIDE (UNIL: 9 D2RTIS KYH)
(DEXTROMETHORPHAN - UNIL:7355X3ROTS)

Guaifenesin (UNIL: 495W7451VQ) (Guaifenesin - UNI:495W7451VQ)

Inactive Ingredients

Ingredient Name
SILICON DIO XIDE (UNIE: ETJ7Z6 XBU4)
MAGNESIUM STEARATE (UNIE 70097M6130)
CELLULOSE, MICRO CRYSTALLINE (UNI: OP1R32D6 1U)
MALTODEXTRIN (UNI: 7CVR7L4A2D)
STEARIC ACID (UNIE: 4ELV7Z65AP)

Product Characteristics
Color white Score
Shape OVAL Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description
1 NDC:61715-013-50 50 in 1 BOTTLE, PLASTIC

2 NDC:61715-013-01 1in 1 CARTON

Marketing Information

Basis of Strength Strength

DEXTROMETHORPHAN

HYDROBROMIDE 20 mg

Guaifenesin 400 mg

Strength

2 pieces
17mm

PHO73

Marketing Start Date Marketing End Date

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date

OTC monograph final part341

Labeler - xinray (012574513)

Registrant - Reese Pharmaceutical Co (004172052)

Establishment
Name Address ID/FEI
Reese Pharmaceutical Co 004172052
Establishment
Name Address ID/FEI
Pharbest 557054835

08/01/2012

Business Operations
relabel(61715-013) , repack(61715-013)

Business Operations
manufacture(61715-013)
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