COLD AND COUGH DM- brompheniramine maleate, dextromethorphan hbr,
phenylephrine hcl solution
Publix Super Markets Inc

Publix Super Markets, Inc. Cold & Cough DM Drug Facts

Active ingredients (in each 10 mL)

Brompheniramine maleate, USP 2 mg
Dextromethorphan HBr, USP 10 mg
Phenylephrine HCI, USP 5 mg

Purposes

Antihistamine

Cough suppressant

Nasal decongestant

Uses

temporarily relieves cough due to minor throat and bronchial irritation occurring
with a cold, and nasal congestion due to the common cold, hay fever or other
upper respiratory allergies

temporarily relieves these symptoms due to hay fever (allergic rhinitis):

runny nose

sneezing

itchy, watery eyes

itching of the nose or throat

temporarily restores freer breathing through the nose

Warnings

Do not use

if you are now taking a prescription monoamine oxidase inhibitor (MAOQOI) (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.

to make a child sleepy

Ask a doctor before use if you have

heart disease



high blood pressure

thyroid disease

diabetes

trouble urinating due to an enlarged prostate gland

glaucoma

cough that occurs with too much phlegm (mucus)

a breathing problem such as emphysema or chronic bronchitis

cough that lasts or is chronic such as occurs with smoking, asthma or emphysema

Ask a doctor or pharmacist before use if you are

taking sedatives or tranquilizers

When using this product

do not use more than directed

may cause marked drowsiness

avoid alcoholic beverages

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

* you get nervous, dizzy or sleepless

* symptoms do not get better within 7 days or are accompanied by fever

* cough lasts for more than 7 days, comes back, or accompanied by fever, rash or
persistent headache. 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 Control Center right away (1-
800-222-1222).

Directions

* do not take more than 6 doses in any 24-hour period
 measure only with dosage cup provided

» keep dosage cup with product
* mL = milliliter

age dose
adults and children 12 years and over 20 mL every 4 hours
children 6 to under 12 years 10 mL every 4 hours

children under 6 years do not use



Other information

« each 10 mL contains: sodium 4 mg
» storeat 68°-77°F (20°-25°C)

Inactive ingredients

anhydrous citric acid, edetate disodium, FD&C blue no. 1, FD&C red no. 40, flavor,
glycerin, propylene glycol, purified water, saccharin sodium, sodium benzoate, sorbitol
solution

Principal Display Panel

P

FOR AGES 6 YRS. & OVER

CHILDREN'’S

cold & cough DM

ANTIHISTAMINE, BROMPHENIRAMINE MALEATE
COUGH SUPPRESSANT, DEXTROMETHORPHAN HBr
NASAL DECONGESTANT, PHENYLEPHRINE HCI
Relief of:

» Stuffy Nose

* Runny Nose

* Sneezing

* ltchy, Watery Eyes

* Cough

ALCOHOL-FREE

GRAPE FLAVORED

Compare to Children’s Dimetapp® Cold & Cough active ingredients
4 FL OZ (118 mL)



MOC S5052-507-1%

0

FOR AGES 6 YRS, & OVER
CHILDREN'S

cold&coughDM

ANTIHISTAMINE,
BROMPHENIRAMINE MALEATE
COUGH SUPPRESSANT,
DEXTROMETHORPHAN HBr
NASAL DECONGESTANT,
PHENYLEPHRINE HCI

Relief of:

= Swify Nose

= Aunny Nose

= Snasting

= |tchy, Watery Eyes
= Cough

ALCOHOL-FREE GRAPE FLAVORED

Compare to Children's Dimetapp™
Cold & Cough active ingredients”

4FLOZ (118 mL)

NDC S5062-267-26

(0

FOR AGES 6 YRS, & OVER
CHILDREN'S

cold&coughDM

ANTIHISTAMINE,
BROMPHENIRAMINE MALEATE
COUGH SUPPRESSANT,
DEXTROMETHORPHAN HBr
NASAL DECONGESTANT,
PHENYLEPHRINE HCI

Relief of

= Swify Mose

* Runny Mose

* Sneszing

* ltehy, Watery Eyes
= Cough

ALCOHOL-FREE GRAPE FLAVORED

Carpare to Children's Dimetapp®
Cold & Cough active ingredients®

4FLOZ (118 mL)

IN@ybnoagpjod

S.NIHATIHD
HIAQ 2 "SHA 9 S3DV HOA

Drug Facts
Active ingredients Pirposes
{in each 70 mL)

Brompheniramine maleats, USP 2 mg...... Antihistaming

Decetromethorphan HBr, l.EP‘IDmg Du.mmprnm
Phenylaphring HO, LLSP 5 my.... ... Nasal

Drug Facts (continued)

Stop use and ask a dector if

W you get nenvous, dizzy, or skaplss

W sympiome do not get bettar within 7 deys or are
accompaniad by fawr

W cough lasts for mors than T days, comes hack, or

is by fervar, rah, or p

Uses

B temporarily relisves cough due o minor throat and
bronehial imitation accurting with a cold, and
nazal congestion dua to the common cold, hay fawr
or othar upper respiratory allamgies b

' temporarily relisves thess symptoms due tn hey
fever (sllergic rhinitiaf
W runry noss
W snenzing
W itchy, watery ayes
W itching of the nass or throat

W temporarily restores freer breathing through the nose

arsistent
cough mey ba a sign of a

I pregnant or hreast-feeding, ask a haatth
professiorsl bafors uss,

Keep out of reach of children. In cass of ovardoss,
get madical help or contact a Poison Corrol Camter
right mway (1-800-222-1223),

Warmnings
D ot s
I if you are now taking a prescription monoaming
n'.[ldﬂna inhibitor (MADI) fcartain drugs for
ian, .:usmo‘lhml] conditions, ar
Parkinaon' adhmsﬂ or for a‘bpplrg
the MADI drug. Ifwudarmkm if your
ption drug comtsine an MAOI, ask a doctor or
prarmacist befors taking this product.
I to make a child sleapy

Ask a doetor before uss if you have

W heart dises=s Whigh blood pressurs

W thyroid diseaze W diabates

ln'nthurl'laﬂ i 1o ari an kand
ng largad prostate g

l :nuﬂ'lﬂ'atncwrsul‘mmn much phlagm {mucus)

' a breathing problam such as emphysama or
chironie hronchitis

' cough thet lasts or is chronic such s ocours with
smoking, ssthme or smphyssma

Ask a doetar or pharmaciat before usa if you are

‘taking sadatives or franquilizers

When using this prduct

W do not wse more than directed

W ety case marked dowsingss

I awnid aleoholic

W alechl, sedatives, and tranquilizers may increase
drowsinass

W be careful when driving a motor wehicks or operating
meachinary

W exccitability may cccur, especially in children »

Directi
I o it ks move then 6 doses in any 24-hour pariod
W measurs only with dosage cup provided
W ke dosage cup with prduct
B mL = millilitar

aga does
adults and childran 20 mL every 4 hours
12 years and aver
children & 1o undar
12 years
children under Byears | do ot uss

10mL every 4 hours

Other information
m each 10 mL contsine: sodium 4 mg
W store ot 68°-77°F (20°-26°C)

Inactive ingredients anhypdrous citric acid,
edstats disadium, FOAC blus no. 1, FD&C red no, 40,
Flawor, ghyesrin, propylens giyeol, purifiad waten

saccharin sodium, sodium benzeate, sorbitol solution

#Ilo-

*This preduct s sot manufaciured or dstributed by te owner of e
g stared ademirk Disetape”

PARENTS:

Learn about teen medicine abuse

www.StopMedicineAbuse.org

COLD AND COUGH DM

brompheniramine maleate, dextromethorphan hbr, phenylephrine hcl solution

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG
ORAL

Item Code (Source)

NDC:56062-987




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
BROMPHENIRAMINE MALEATE (UNII: IXA7C9ZN03) (BROMPHENIRAMINE - BROMPHENIRAMINE 2 mg
UNII:H57G17P2FN) MALEATE in 10 mL
DEXTROMETHORPHAN HYDROBROMIDE (UNIl: 9D2RTI9KYH) DEXTROMETHORPHAN 10 mg
(DEXTROMETHORPHAN - UNII:7355X3ROTS) HYDROBROMIDE in 10 mL
PHENYLEPHRINE HYDROCHLORIDE (UNIl: 04JA59TNS]J) (PHENYLEPHRINE -  PHENYLEPHRINE 5 mg
UNII:1WS297W6eMV) HYDROCHLORIDE in 10 mL

Inactive Ingredients

Ingredient Name Strength
ANHYDROUS CITRIC ACID (UNII: XF417D3PSL)
EDETATE DISODIUM (UNIl: 7FLD91C86K)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
GLYCERIN (UNIl: PDC6A3COO0X)
PROPYLENE GLYCOL (UNIIl: 6DC9Q167V3)
WATER (UNIl: 059QFOKOOR)
SACCHARIN SODIUM (UNIl: SB8Z UX40TY)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SORBITOL (UNII: 506T60A25R)

Product Characteristics

Color PURPLE (Clear bluish-red) Score
Shape Size
Flavor GRAPE Imprint Code
Contains
Packaging
# Item Code Package Description bRl e S il Hs
Date Date
1 NIDC:56062:987" 4 in 1 carTON 02/10/2014
1 118 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 Drug MO012 02/10/2014

Labeler - publix Super Markets Inc (006922009)
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