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T ®if pregnant: ask a heatth professional before use,
Usss: Newp out of reach of childran. In casa of overcose, get medical elp -
1smporarily retisves these symptoms due to hay faver or ofher ‘or contact a Poison Control Center right away. ; ®
upper respiratory allergies: - .
mrunynose  msneedng  milchy, watery eyes Direttions . o o
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Supplemental NDA 19-835/5-022: Zyrtec Tablets (cetirizine HC1 5 mg and 10 mg)
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Amendment to Pending Application

Blister @ 100% Scale

Blister @ 200% Scale

10mg tablet

Dist.by:

Mcteil Consumer Healthcare
DIVISION OF McNEIL-PPC, INC.
FORT WASHINGTON, PA 19034 USA
24246

COMPANY CONFIDENTIAL

Page 30 of 73
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[ any of s ingredients or to.an ankihistaming. cotalning hydeaxyzine.
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Yoer doclor should determing ¥ you need a diffarent dose.
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tranquikzers or sefatves:

. Wiem oning SN product

-J @ drowskess may occur - @ avold coholic drinks

' makohol, sedatives, and tranquilzers may Increase drowsingss

@ be careful when drivinga mokor vehicls or operating machingry: B
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Wil pragnant: ask 2 heakh professional befors use.

Keap vt of reach of childrmn. In casa of overdose, gat medical help
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When usiag this pradect: o kidney diseasa .

wdrowsiness may occur - @ avold alcoholic drinks
malcohol, sedatives, and tranquilizers may increase drowsiness

Other Information usiore betwssn 20° 10 25°C (66° 10 77°F)

@ he careful when driving 3 motor vehicle or operating machinery

Stop use and ask » doctor it an aliesgic reaction to this product
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Ston 130 and 29k 2 dloclsr H an alergic reaction fo this product occars.
Seek medical help right away.
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Antihistamine
- i proguant ot braashieeting:
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Warnings
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(ffrug Facts

Active wgmﬂem {In each iabletj Purgoss
Cetlzig HC) Anthistaning

Drug Fasts {continued) \ \

Siop e and a3k 3 dactor i an aBergic reaction to this product occurs.
smmedhlhalpﬂwmy

sif MMM

temporarlly refleves thess symptoms due to hay fever or other Wil pragnant: ask a health professional before uss.
upper respiratory allergles: Kesp ot of mummmmmmnumm
lﬁmm' “‘“ﬁ.‘& Wilchy, wetery eyes  or contacta Poison Cantrol Center Hight away
A g fthe oo [ Directions
Wamings ) ) adsksandchideen | ona 10/mg falef once daly, fo ol ke more an
00 net s if you have ever had an allergic reaction bo this proguctor | @ years and over one 1 mg tabletin 24 hows. &S g prodact
any ol iks ingredients of to an antibistamine containing fydroxyzing, nay b¢ appropria for less severs symploms.
Aak 2 docter kutore ese i yes have Ever or kidney distase. s 65 years and over | aska doclor
Your doctor should dederine If you nead a different dose. kiren under 3k doctor
MlmudeMwnmmm Byeas of ap
tranguilizers or sedatives. wilhliver | askadoctx:
Whed sieg this presect O tlnoy diass
W drgwsiness may occur  w avoid aicoholic drinks Other |
w oo, edatves, and ranqulloars ey e drowsinss i I
' be carsful when diiving a motor veicla or operling machineyy D
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sodium, typeometiose, lactoss monotydrale, magnesium stearats,
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Questions?  cal1-30-343:7805
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Cetirizine HCl/antihistaminess
10 mg tablets - ALLERGY

Tablets
10 mq each (contains one bottle of 45 tablets and one botde of 30 tablets)




Original Prescription Strength |

Cetirizine HCl/antihistamine.~
10 mg tablets ALLERGY

I Drug Facts
8 Active ingredient (in each lablet} Pumpose
CRUMTING HOE 10 00 et escesreecrer e esrcees st ot ones vt rs | st st .. Antihistamins

i Uses

temporarily relisves these symptems dus to hay fever or other upper respiratory aliergiss:

munynoss msncezing  milchy, watesyeyes  m iiching of the noss or throat

 Warnings
! Do not 638 1f you hava ever had an atlergic ceaction to this produet or any ot its Ingr or to an anthistamine

f Acka docior bole1e wea  you ki heror widney o
B Rak a doclor or pharmacist befars use liyou are takong Hanqodizers or sadatives.
[ Whes usisg this produst

a2, Your docior shosld determine if you ncea 2 diflererd ose.

MW drowsiness may ¢ccur mavaid alcoholtc drinks

H watcohol, sedatives, and q may increase i M be careful when driving a motor vehicle or aperating m:

Stop use and ask a docorilan a¥ergic reaction to Mg produet BCEWS. Sm medical nelp rght away.
W pragnant or breast 0w If breast-eding: not wif pregnent: ask a health professional hefore use.

B Keag outof reach of children. In casa of verdase, getmedical help or contact a Poison Control Cealer right away.

Dirgclions
adults and children 6 years and over one 10mg tbletonce day; do not take more 1an one 10 mg tahiet in 24 hours.
A5 mg product may be approgrials for fass severs

adults 65 years and over ask a doctor
children under 6 years of age aska
consumers with fiver or kidney disease | aska doctor

Other Information wstare between 20° to 25°C {68° to 77°F)

inaclive ingredienis cooial siicon dioxide, sodium, hyp , lactose
polyethrylane giycol, titanium dioxide

Questions?  cail1-300-343-7805
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o et ae I you have ever had an llergic reaction to this product or any of s ingredients

0rto an aniistamine containing hydroxyzine.

Ask 2 doctor befers wse ¥ you have kver or bidney disease. Your doctor should detarming

Tyou nesd a ditferent dose.

sk 2 doctor or pharmaciel bejere wse H yow ars taking tranquiiizers or sedatives.

When using this preduct m drowsiness may occur — sravoid alcoholic drinks

8 2iconol, Sedatives, and tramquiizers may increase drowsiness

106 carehil when driving a saotor vehicle o aperating machinery

Stopt wse ad a0k 8 ducter ¥ an alleryic reaction to this product occurs.

. Seak medical help right away.

1 prognant or bresc-loading:

@ 1l breast-feeding: not recommended  mif pregnant: ask & health professiona! before wse,
Koep ot of reach of childran. In 0358 of overdoss, get medica! halp or comtact & Poison Gontrol
Center right away.

Directions

madults and chidren 6 yaars ang over: one 10 mg tablet onca dady; do nat take

more than one 10 m tablet in 24 hours. A5 mg product may be appropriate for fess severe
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symptoms. M adults 85 years and over: ask a doctor & children under 6 years of age: aska
docter @oonsumers with Mvar or kidney disease: aska doctor

Other information  m store beoween 20°10 25°C {88° to 77°F)

| Mmactive ingrediests  culioida! sitcon dioxids, croscamelioss Sodium, hypromelioss,
factose monchydrate, magnesium stearate, microcrystalline cefilose, polysthylena giycol,
titantum dioxide

Questions?  cat1-900-343-7005
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any of the toliowing symploms:

w broubls Swallowing: m dizziness of loss of consciousness

Wsweking of tongie 1 swellin in or arcund mouth - w8 lrouble speaking mdrooiing
|wheezing or problems breathing

These symploms may be signs of anaphylaclic shock. This condiin can be e
Uhreatening if nottreated by a health prutessional iewmesidlely. Symptoms of anaphylactic
Shock may occur udhen hives first appeas o up to 2 few hours later,

Not a Sukatitute for Eginephvies. if your doclor bas presciibed an epinephiing inecior
mmmmmwmmnmumeummmm
mmisprwmasamuitmbrmaepimﬂﬁmm«.nmmhmmmm
an epinephrine injector, you should carry  with you 2t ai ¥mes.
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» ioeS_ e or rober goves
Cetirizine Hcl/ S Decase s product Wt st S o octunig Avdig b Caise0f

antihistamine . Relief
§ mg chewiable tablets

your hives is the only way 10 pravent them. Hives can sometimes be sedious.
11you do ot know the cus of your fives, ses your docter i+ 2 medica exam,
Your doctor may be able ta hatp you find a cause,
W iFy0u have ever had an allergic reaction ko this product or any of its
ingredients or 1o an antikistaming coclaining hydoxyzine.
Aski 3 Sector betucs w6 i you hive .
iver 1 Aoy diseass. Yous doctor should deiesmine H you need a iffersnt dose,

Whives that ars an uwsual cokor fook bruised of ikered @ hives (bt do ackitch
mamu@mmlﬁnﬁﬁwg@—m
When usiag this groduct 18 Orowsiness may occr | avoig Rkcakoke Y0NS ’
walcotiol, sedatives, and tranqullizers may incresss drowsiness
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Sop use sod sk doctor ¥

W anallrgic reaction to (S product occurs. Seck medical help right away.

[ Symptoeks d0'a0t imgrave ler 3 days of treatment s the hi
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Supplemental NDA 21-621/8-005: Zyrtec Chewable Tablets (cetirizine HC1 5 mg and 10 mg)

Over-the-Counter (OTC) Use
Amendment to a Pending Application
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Warnings
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Do not use if blister unit

is open or torn.
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 pregaant or hreast-feading:
w [ breast-faeding: not recommended
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B “ . a Poison Control Cener right away.
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Cetirizine HCl/ ALLERGY
antlhlstamme

H Active mmdlmt (in each chewabls labllf

‘ Usn
N temporarily tsiieves thess symploms due to hay fever or olher upper respiraiory allergies:
[l wunyncse mseerng  mitchy, wateryeyes  mitching of the aose or iroat
d Warnings
8 Do rot usa Hyou have ever had an aiergic reaction to this product or any of its Ing OF 10 ar antihistamina containing hydroxyzine.
’ Ask 2 daclor before use if you have Ever or kidney disease. Your doclor shouid detesmine if you need a ditferant dose.
, Ask a doctor or pharmacist befers use If you are taking tranquiizers of sedatives.
[} When using this prodect
B = drowslness may occur 8 avoid aicoholic drinks
walcohol, sedatives, and tranquilizers may lncrease drowsiness
w8 b carsful when driving a motor vehicle or operating mathinery
J§ Stop s and ask o ducter M ax allergi: reaction iy this prodoct occirs. Seek medical feip rigiht avay.
11 pregnant or hressi-feading:
S [f breast-faeding: not recammendsd @ if pregnant: ask  health professional before use.
JXeap oot reach of childran. In case of averdose, get medicalhelp ar contacta Poisoa Control Canker right away.
Directions mmay be taken with or without water
adults and children 8 years and over one 10 mg lablet once daily, do not lake mors than 008 10 me fablatin 24 howrs, A 5 mg product may Be appropriste for kess Sovave syptoms.
adulls 63 years and over ask adoctor
“thildren under 8 years of age aska doctor
consumers with liver or kidney disease ask & doslor

- Other information
mstora batwean 20° to 25°C (68° to 77°F)
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Questions?  cal 1-800-333-7805
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