CHILDRENS BENADRYL ALLERGY PLUS CONGESTION- diphenhydramine
hydrochloride and phenylephrine hydrochloride solution
Johnson & Johnson Consumer Inc.

Childrens Benadryl Allergy Plus Congestion
Drug Facts

Active ingredients (in
each 5 mL)

Diphenhydramine HCI
12.5 mg

Phenylephrine HCI 5 mg Nasal decongestant

Purposes

Antihistamine

Uses
= temporarily relieves these symptoms due to hay fever or other upper respiratory
allergies:
= runny nose
= sneezing
= jtchy, watery eyes
= jtching of the nose or throat
= nasal congestion
= stuffy nose
= temporarily relieves these symptoms due to the common cold:
= runny nose
= sneezing
= nasal congestion
s stuffy nose
= temporarily relieves sinus congestion and pressure

Warnings

Do not use

= to make a child sleepy

= with any other product containing diphenhydramine, even one used on skin

= 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.

Ask a doctor before use if you have
= heart disease

= high blood pressure

» thyroid disease

= diabetes



= trouble urinating due to an enlarged prostate gland
= a breathing problem such as emphysema or chronic bronchitis
= glaucoma

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

When using this product

do not exceed recommended dose

marked drowsiness may occur

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
® nervousness, dizziness, or sleeplessness occur
= symptoms do not improve within 7 days or occur with a fever

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

= find right dose on chart below

s mL = milliliter

= take every 4 hours

= do not take more than 6 doses in 24 hours

Age (yr) Dose (mL)
children under 4 years do not use

do not use unless

children 4 to 5 years directed by a doctor

children 6 to 11 years 5 mL
adults and children 12 years 10 mL
and over

Attention: use only enclosed dosing cup specifically designed for use with this product.
Do not use any other dosing device.

Other information

= each 5 mL contains: sodium 10 mg

= store between 20-25°C (68-77°F)

= do not use if carton tape or bottle wrap imprinted with "Sealed For Your
Safety" is broken or missing



Inactive ingredients

anhydrous citric acid, carboxymethyicellulose sodium, edetate disodium, FD&C blue no.
1, FD&C red no. 40, flavors, glycerin, purified water, sodium benzoate, sodium citrate,
sorbitol solution, sucralose

Questions or comments?
call 1-877-717-2824 (toll-free) or 215-273-8755 (collect)

PRINCIPAL DISPLAY PANEL
NDC 50580-341-01

Children's
Benadryl ®

ALLERGY PLUS
CONGESTION

Diphenhydramine HCI / antihistamine
Phenylephrine HCI / nasal decongestant
oral solution

4 Hours/Dose

RELIEF OF:

Runny Nose
Sneezing

ltchy, Watery Eyes
ltchy Throat or Nose
Sinus Congestion
Stuffy Nose

Alcohol Free
Sugar Free

ALLERGY + CONGESTION RELIEF

Grape!
Flavored Liquid

4 floz (118 mL)



(Benadryl)

ALLERGY PLUS
CONGESTION

How can we help?
(1-877-717-2824

benadryl.com

NDC 50580-341-01
Children’s ==
Benadr D

ALLERGY PLUS

CONGESTION

Diphenhydramine HCI / antihistamine
Phenylephrine HCI / nasal decongestant
oral solution

‘(4 Hours/Dose

RELIEF OF:

@ Runny Nose

& Sneezing

© Itchy, Watery Eyes

O Itchy Throat or Nose
O Sinus Congestion

O Stuffy Nose r@

Alcohol Free
Sugar Free

o VI

Actual Size

Tips for Outdoor Allergens:
» Avoid being

outside when the
pollen count is
high, typically ih
the morning |

change clothin
after spending
time outdoors |

« Shower and %

* Wash sheets and
blankets in hot'water

and use the dryer
weekly ‘




« Minimize contact

and keep pets out of
the bedroom to help
with pet allergies
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Drug Facts (continued)

W alcohol, sedatives, and franquilizers may increase drowsiness
W be careful when driving a motor vehicle or operaling machinery
W excitability may occur, especially in children

Children’s
Stop use and ask a doctorif
W nenvousness, dizziness, or sleeplessness ocour

B 5y rmploms do not improve within 7 days or occurwith a fever

ALLE R GY PL US Ifpregnant or breast-feeding, ask a health professional before use.
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Drug Facts
Activeingredients (in each 5mL) Purposes
Diphenhydraming HCI1Z 5 M. oo Artihistamine
Pherylephrine HCI5mg........vu... MNasal decongestant
e N N Uses
W temporarily relieves these symptoms due to hay fever or other upper
g respiratory allergies:
N M unny nose W sneezing
Wifchy, watery eyes W iiching of the nose or thmat
%o B rasal congestion I sluffy nose
W temporarily relieves these symptoms due tothe common cold:
AN B unny nose W sneezing
W rasal congestion B siuffy nose
& W temporarily relisves sinus congestion and pressure
N Warnings
N AN Do not use
W lomake achild sleepy
X W with any other product containing diphenhydramine, even one
B usad on skin
W if you are now taking a prescription monoaming oxidase inhibitor
N (MAQI) (certain drugs for depression, psychiatric oremotional
N conditions, or Parkinson's disease), or for 2weeks afier slopping
the MAQI drug. Ifyou donet know if your prescription drug containg
N an MAQI, ask a docior or phamacist before taking this product.
B Aska doctor before use if you have
W hearldiseass W high blood pressure
Ry W thyroid disease mdabetes
W troubke urinating due toan enlarged prostate gland
= i abreathing problem such as emphyserna or chronic bronchilis
B glaucoma
X
Aska doctor or pharmacist before use ifyouare taking
¥ |l sedalives or ranquilizers
L When usingthis product
N mdonot exceed recommended dose

Emarked drowsinessmay occur W avoid alcoholic drinks
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or conlact a Poison Control Center right away. (1-800-222-1222)
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Directions

m{indright dose oncharl below

B mL=mililier

B {ake every 4hours

W donot take more than 6 doses in 24 hours

Age (yr)

chidren under 4years

Dose (mL)

donot use

donot use unless
direcied by a doclor
children 6 fo 11 years 5mL

adults and children 12 yearsand over | 10mL

Attention: use only enclosed dosing cup specifically designed for
usa with this product. Donot use any other dosing device,

children 4 105 years

Other information
W each 5mL contains: sodium 10 mg

W slore between 20:25°C (68-77°F)

mdo not use if carton tape or bottle wrap imprinted with
"Sealed For Your Safety" is broken or missing

Inactive ingredients

anhydrouscitric acid, carboxymethylcellulose sodium, edetate
disodium, FD&C blue no. 1, FD&C red no. 40, flavers, glycerin, purified
water, sodium benzoate, sodium citrate, sorbitol solution, sucraloss

Questions or comments?
call 1-877-717-2824 (toll free) or 215-273-8755 (collect)

Distributed by:

JOHNSON & JOHNSON CONSUMER INC.
McNeil Consumer Healthcare Division

Fort Washington, PA 19034 USA

©@J&ICI 2019

30046178

For more information, visit:

www.benadryl.com




CHILDRENS BENADRYL ALLERGY PLUS CONGESTION

diphenhydramine hydrochloride and phenylephrine hydrochloride solution

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:50580-341

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
DIPHENHYDRAMINE HYDROCHLORIDE (UNII: TC2D6JAD40) DIPHENHYDRAMINE 12.5 mg
(DIPHENHYDRAMINE - UNII:8GTS82S83M) HYDROCHLORIDE in 5 mL
PHENYLEPHRINE HYDROCHLORIDE (UNIl: 04JA59TNSJ) (PHENYLEPHRINE - PHENYLEPHRINE 5 mg
UNII:1WS297W6eMV) HYDROCHLORIDE in 5 mL

Inactive Ingredients
Ingredient Name Strength
ANHYDROUS CITRIC ACID (UNII: XF417D3PSL)
CARBOXYMETHYLCELLULOSE SODIUM, UNSPECIFIED (UNIl: K6790BS311)
EDETATE DISODIUM (UNII: 7FLD91C86K)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
GLYCERIN (UNII: PDC6A3C00X)
WATER (UNIl: 059QFOKOOR)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SODIUM CITRATE, UNSPECIFIED FORM (UNIl: 1Q73Q2JULR)
SORBITOL SOLUTION (UNIl: 8KW3E20702)
SUCRALOSE (UNII: 96K6UQ3ZD4)

Product Characteristics

Color purple Score

Shape Size

Flavor GRAPE Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start  Marketing End

Date Date

NDC:50580- :

1 341-01 1in 1 CARTON 09/30/2014

1 118 mL in 1 BOTTLE; Type 1: Convenience Kit of

Co-Package



Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC Monograph Drug MO012

Labeler - Johnson & Johnson Consumer Inc. (878046358)

Revised: 1/2024

Marketing Start Marketing End
Date Date

09/30/2014

Johnson & Johnson Consumer Inc.
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