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Original Prescription Strengt|

NDC 50580-116-04

LYRTEC

HIVES

10mg

Hives
Relief

HIVES RELIEF

Reduces ZYRTEC

Hives 10mg L1733

HIVES 3 o

Tabes

RELIEF 10 mg each

YYYY/ MMM

Tablets Reduces Itching
10 mg each Actual Size Due to Hives

EXP

30 TABLETS
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Actual Size

Reference ID: 5486429



Drug Facts Format Information

Drug Facts: N/Apt | Subheadings/Body Text: 4.50 pt | Barlines:  N/Apt | Horizontal Scale: 80%
Drug Facts (continued):  N/Apt | Bullets: 3.50 pt | Hairlines: N/Apt | Tracking: 0
Headings: 4.50 pt | Leading: 4.70 pt

This condition can be life threatening if not treated by a health ional i If Symptoms of ic shock may occur
when hives first appear or up to a few hours later. Not a Substitute for Epinephrine. If your doctor has prescribed an epinephrine
injector for “anaphylaxis” or severe allergy symptoms that could occur with your hives, never use this product as a substitute for the
epinephrine injector. If you have been prescribed an epinephrine injector, you should carry it with you at all times. Do not use m to
prevent hives from any known cause such as: mfoods minsect stings m medicines m latex or rubber gloves because this product will not
stop hives from occurring. Avoiding the cause of your hives is the only way to prevent them. Hives can sometimes be serious. If you do
not know the cause of your hives, see your doctor for a medical exam. Your doctor may be able to help you find a cause. m if you have
ever had an allergic reaction to this product or any of its i ients or to an antihistamine containing ine. Ask a doctor before
use if you have m liver or kidney disease. Your doctor should determine if you need a different dose. m hives that are an unusual color,
look bruised or blistered m hives that do not itch Ask a doctor or pharmacist before use if you are taking tranquilizers or sedatives.
When using this product m drowsiness may occur m avoid alcoholic drinks W alcohol, sedatives, and tranquilizers may increase
drowsiness m be careful when driving a motor vehicle or operating machinery Stop use and ask a doctor if m an allergic reaction to this
product occurs. Seek medical help right away. m symptoms do not improve after 3 days of treatment m the hives have lasted more than |
6 weeks If pregnant or breast-feeding: m if breast-feeding: not mif pregnant: 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) |

T

- n Directions Adults and children 6 years and over: one 10 mg tablet once daily; do not take more than one 10 mg tablet in 24 hours.

g:g:;llnneﬂ%ﬁ'l'um"{' ach m“‘”,,,An(ihi’s”('g:vz:'e NDC 50580-116-04 | A SImg f;n::::‘(“:nav be appropriate fnr'l‘?sg severe svmmon!s;l'\’g:::;ﬁi years and over: ask a doctor Children under 6 years of
! e A . 3 kidney
#‘" redu_nes_hlveTsh_and rilleves _“chmg due to | information w store between 20° to 25°C (68° to 77°F) m do not use if foil inner seal imprinted with “Sealed For Your
ives (urticarial. This product wil not prevent broken or missing m meets USP Dissolution Test 2

hives o an ajeric skinreactionfrom occurring. @ | ingredients colloidal silicon dioxide, sodium lactose magnesium stearate,
Warnings Severe Allergy Warning: Get HI VES " 4 g d
emergency help immediately if you have hives 10mg

| micrqus!allins cellulose, polyethylene glycol, titanium dioxide
along with any of the following symptoms: Questions? call 1-800-343-7805 (toll-free) or 215-273-8755 (collect).
u trouble swallowing m dizziness or loss of

consciousness m swelling of tongue m swelling in

=
=
P
&
2
{j

. ! The trade dress of this ZYRTEC® package is subject to trademark protection.

= iy e v T [—— 30 | JetmbguiincnoeisSicaind

symptoms may be signs of anaphylactic shock. RELIEF Tablets | McNeil Consumer Healthcare Division, Fort Washington, PA 19034 USA

WP PEEL HERE 10 mg each | ©J&JCI2024  Pat.www.kenvuepats.com zyrtec.com

Reference ID: 5486429
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NET
CONTENT  AREA OF PDP
Net Content Statement 1/16 IN. 550. IN. OR LESS
: f . 1/8 IN. MORE THAN 5 SQ. IN. BUT
PDP Area: (width x height)  9.69 in? NOT MORE THAN 25 Q. IN.
Net Content Size: 0.125” 3/16 IN. MORE THAN 25 SQ. IN. BUT
NOT MORE THAN 100 SQ. IN.
1/4IN. MORE THAN 100 SQ. IN. BUT
NOT MORE THAN 400 SQ. IN.
1/2IN. OVER 400 SQ. IN.

Drug Facts Format Information
Drug Facts: 10.00 pt | Subheadings/Body Text: 6.00 pt | Barlines: 2.5 pt | Horizontal Scale: 80%

Drug Facts (continued): 8.00 pt | Bullets: 5.00 pt | Hairlines: 0.5 pt | Tracking: -10
Headings: 8.00 pt | Leading: 6.30 pt

Children’s

LZYRTEC

Cetirizine HCl oral solution H/V/FS

Tmg/ml/antihistamine
OPEN HERE

Grape A
Flavor

NDC 50580-128-04

Childrens

Important: Read all product information before .
using. Keep this box for important information. DruQ Facts (Contmued)

When using this product
Drug Facts

mdrowsiness may occur  Wavoid alcoholic drinks
— - malcohol, sedatives, and tranquilizers may increase

Active ingredient Purpose

(in each 5 mL)

drowsiness
Cetirizing HCl 5 MQ....vovvevreveereereeesseeesesseesess Antihistamine

Children’s

m be careful when driving a motor vehicle or operating

ZYRTEC AZYRTEC

Stop use and ask a doctor i Cetirizine HCl oral solution A/ VES Cetirizine HCl oral solution ffJ VES

an allergic reaction to this product occurs. Seek 1 mg/m|/antihistamine 1 mg/ml/antihistamine
medical help right away.

B symptoms do not improve after 3 days of treatment

m the hives have lasted more than 6 weeks H iV es

If pregnant or breast-feeding: .
Relief

mif breast-feeding: not recommended
el HIVES RELIEF

Uses reduces hives and relieves itching due to hives
(urticaria). This product will not prevent hives or an
allergic skin reaction from occurring.

Warnings

Severe Allergy Warning: Get emergency help
immediately if you have hives along with any of the
following symptoms: W trouble swallowing

m dizziness or loss of consciousness

mswelling oftongue  mswelling in or around mouth
mtrouble speaking m drooling

W wheezing or problems breathing

These symptoms may be signs of anaphylactic shock.

mif pregnant: 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  muse only with enclosed dosing cup
ufindright dose on chart below ~ mmL = milliliter

This condition can be life threatening if not treated by a adults and 5mL or 10 mL once daily
health professional immediately. Symptoms of children 6 years depending upon severity of H l VE S R E L l E F
anaphylactic shock may occur when hives first appear and over symptoms; do not take more
or up to a few hours later. than 10 mL in 24 hours.
Not a Substitute for Epinephrine. If your doctor has adults 65 years 5 mL once daily; do not take
prescribed an epinephrine injector for “anaphylaxis” and over more than 5 mL in 24 hours.
or severe allergy symptoms that could occur with children under ask a doctor
your hives, never use this product as a substitute for 6 years of age
the epinephrine injector. If you have been prescribed T Kz doct
an epinephrine injector, you should carry it with you consumers With liver | ask a doctor N
atalltimes. or kidney disease 2 I
Donotuse Other information 2
u to prevent hives from any known cause such as: W store between 20° to 25°C (68° to 77°F) Reduces Itching Reduces
mfoods ~ Winsectstings ~ Wmedicines m do not use if carton is opened or if bottle wrap Due to Hives Hives
W [atex or rubber gloves ' imprinted with “Sealed For Your Safety” is broken 3
because this product will not stop hives from or missing |
occurring. Avoiding the cause of your hives is the only — - .
way to prevent them. Hives can sometimes be Inactive ingredients anhydrous citric acid, Reduces Itching Reduces
serious. If you do not know the cause of your hives, flavors, propylene glycol, purified water, sodium Due to Hives Hives

see your doctor for a medical exam. Your doctor may
be able to help you find a cause. =

mif you have ever had an allergic reaction to this Questions? call 1-800-343-7805 (toll-free) or
product or any of its ingredients or to an antihistamine 215-273-8755 (collect).

containing hydroxyzine. i The trade dress of this ZYRTEC® package is subject to
Ask a doctor before use if you have trademark protection.

benzoate, sorbitol solution, sucralose

u liver or kidney disease. Your doctor should determine Active ingredient made in Switzerland
if you need a different dose. ) Distributed by: Grape Flavor Grape Flavor
m hives that are an unusual color, look bruised or JOHNSON & JOHNSON CONSUMER INC.

blistered W hives that do not itch McNeil Consumer Healthcare Division Dosi
Ask a doctor or pharmacist before use if you are Fort Washington, PA 19034 USA ©J&JCI 2024 4 ﬂ 1 1 8 I Dosing cup 4 ﬂ (1 1 8 I) osing cup
taking tranquilizers or sedatives. » zyrtec.com Pat. www.kenvuepats.com 30056395 oz m e o OZ m included

LOT XXXXXXXX
EXP YYYY/MMM ﬁ
3““00450”13904H 7




Drug Facts Format Information

Drug Facts: N/Apt | Subheadings/Body Text: 5.00 pt | Barlines: N/Apt | Horizontal Scale: 90%
Drug Facts (continued):  N/Apt | Bullets: 4,00 pt | Hairlines: N/Apt | Tracking: -20
Headings: 5.00 pt | Leading: 5.25pt

/Am've ingredient in each 5 mL) ’ _Purp:_m

a o be able to help you find a cause. mif you haveeverhadanallergiueadionmthispmdu((\
etirizine HCI 5 mg. S .

oranyofitsi ientsortoan itaining hydroxyzine. Ask a doctor

Reference ID: 5486429

Uses reduces hives and relieves itching due to hives (urticaria). This
productwill not prevent hives or an allergic skin reaction from occurring.
Warnings
Severe Allergy Warning: Get emergency helpimmediately ifyou
have hives along with any of the following syrr||ptoms: mtrouble

dizzi 0ss of consci

mswelling of tongue m swelling in or around mouth
mtrouble speaking m drooling mwheezing or
problems breathing These symptoms may be signs of
anaphylactic shock. This condition can be life
threatening if not treated hy‘ a hea!thlprofeslsiorlal

p anaphylactic shock may
occurwhen hivesfirstappear or up to a few hours
later. Not a Substitute: &r!pinephﬁna. Ifyour
doctor has prescribed an epinephrine injector for

ylaxis" ors gysymp
occurwith your hives, never use this productas a
substitute{orthe epinephrine injector. If you have
been prescribed an epinephrine injector, you should
carry itwith you atalltimes. Do not use
mto prevent hives from any known cause such as:
mfoods minsect stings m medicines mlatex or rubber
gloves because this product will not stop hives from
occurring. Avoiding the cause of your hives is the only
way to prevent them. Hives can sometimes be
serious. If you do not know the cause of your hives,

LOT: XXXXXXXX
EXP: YYYY/MMM

\ see your doctor foramedical exam. Your doctor may

Ci hildrenisg‘

ZYR

Cetirzine HClTmg/m1 HJVES

oral solution antihistamine

yrs &
older

HIVES RELIEF

@ relief % !S)

Reduces ltching  Reduces
Due to Hives Hives

Grape Flavor 4floz (118 ml)

before use if you have mliver or kidney disease. Your doctor should determine if you
need a different dose. m hives thatare an unusual color, look bruised or blistered m hives
thatdo notitch Aska doctor or ph ist bef il
orsedatives. When is p
drinks malcohol, sedatives, and ili yinc
when driving a motor vehicle or operating machinery Stop use and ask a doctor if
manallergic reaction to this product occurs. Seek medical help right away. msymptoms
do notimprove after 3 days of treatment m the hives have lasted more than 6 weeks If

[ i i feeding: not if pregnant: ask
ahealth professional before use. Keep out of reach of children. In case of overdose,
getmedical help or contacta Poison Control Center right away. (1-800-222-1222).
Directions muse only with enclosed dosing cup m find right dose on chart below
mmL= milliliter Adults and children 6 years and over: 5 mLor 10 mLonce daily
depending upon severity of symptoms; do not take more than 10 mLin 24 hours. Adults
65 years and over: 5 mLonce daily; do nottake more than 5 mLin 24 hours. Children
under 6 years of age: ask a doctor Consumers with liver or kidney disease: ask a
doctor Other information m store between 20° to 25°C (68° to 77°F) mdo not use if
bottle wrap imprinted with “Sealed For Your Safety” is broken or missing.
Inactive ingredients anhydrous citricacid, flavors, propylene glycol, purified water,
sodium benzoate, sorbitol solution, sucralose Questions? call 1-800-343-7805
(toll-free) or 215-273-8755 (collect)

Dosing cup should be washed and left to air dry after each use.

Active ingredient made in Switzerland

The trade dress of this ZYRTEC® package is subject to trademark protection.
Distributed by: JOHNSON & JOHNSON CONSUMER INC.

McNeil Consumer Healthcare Division Fort Washington, PA 19034 USA
©J8&JCI 2024 zyrtec.com Pat. www.kenvuepats.com 30056339

£
y occur mavoid alcoholic
drowe be careful

%




Signature Page 1 of 1

This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.

MARTHA K LENHART
11/26/2024 03:45:08 PM

Reference ID: 5486429

I





