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(in each tablet) if breast-feeding: not recommended

irizi ihistami mif pregnant: ask a health professional before use.
e HO) S ke Keep out of reach of children. In case of overdose,

Uses get medical help or contact a Poison Conrol Center
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adults and children | 1 to 2 tablets once daily

6 years and over depending upon severity of
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than 2 tablets in 24 hours

itching of the nose or throat

Do not use if you have ever had an allergic reaction

o this proauicyor an lensfogioan adults 65 years 1tablet once a day; do not take

containing and over more than 1 tablet in 24 hours
Ask a doctor before use if you have fiver or kidney 1 tablet in 24 hours
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different dose. children under aska doctor
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When using this product or Kidney disease
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this product ocours. Seek medical help right away. p. | glycol, povidone, titanium dioxide, triacetin
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more than one 10 mg tablet in 24 hours. A 5 mg product may be appropriate fﬂv\
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Cetizing HCI 10 mg

Uses temporarily y fever or other upper respiratory
WIunny nose M sneezing m itchy, watery eyes witching of the nose or throat
Warnings Do not use i you have ever had an alleric reaction to this product or any of its
ingredients or to an antihistami taining hydroxyzine. Ask a doctor before use if you
have fiver or kidney disease, Your doctor should determine f you nead a different dose. Ask
dector or pharmacist before use if you are taking tranquilizers or sedatives. When using
this product m drowsiness may occur w avoid alcoholic drinks m alcoko, Sedatives, and
anguitzers may increase drowsiness m be careful when driving a motor vehicle or aperating
machinsry. Stop use and ask a doctor if an allergic reaction to this product accurs. Saek
medical help right away. i pregnant or breast-feeding: w if breast-feeding: not

mif pregnant: ask a hy before use. Keep out of seach of
children. n case of overdose, get medical help or contact a Poison Control Center right away.
Directfons Adults and children 6 years and over: one 10 mg tablet once daily, do not take

. Adults 65 years and over: ask a doctor. Children under
6 years of age: ask a doctor, Consumers with liver or kidney disease: ask a
doctor, Other information w store between 20° 0 25°C (68° to 77°
Inactive ingredients corn starch, FD&C blue #1, hypromeliose, lactose,
magneslum stearate, polydextrose, polyethylene glycol, povidone, titanium
dioxide, triacetin
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medical help right away.
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FINAL PRINTED LABELING

ANDA 78-336
CETIRIZINE TABLETS 10 mg (ALLERGY)
100 - COUNT BOTTLE LABEL
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behind the Part #.
DO NOT change
position of part #.

Active ingredient (in each tablet) Purpose

Original Prescription Strength  IbrbalAssats Anthistami

Fasnz7sr1 ELA 17A

mme than one 10 mg tablet in 24 hours. A 5 mg product may be appropriate for \
Adutts 65 years and over: ask a doctor. Children under

Uses temporarfly refieves these symploms due to hay fever or ofher uppsr Tespiratory allergies:
wrunny nose msneezing itchy, watery eyes mitching of the nose or throat
Warnings Do not use .ﬁ you have ever iad an ailergic reaction to this product or anyoms

Cetirizine

6 years of age: ask a doctor. Consumers with fiver or kmney disease: aska
dactor. Other information m store between 20° to 25°C (68° 10 77°F)
Inactive ingredients corn starch, FO&C blue #1, hypromellose, lactose,

Hyd rOCh lorl de ingredients or o g hydroxyzine. Ask a doctor fyou
‘have liver or kidney disease. Your doctor should determine if you need a different dose. Ask a
doctor or phamacist before use if you are taking tranquilizers or sedatives. When using
this product m drowsiness may occur w 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 an allergic reaction to this product occurs. Seek
medical help right away. If pregnant or breast-feeding: w if breast-feeding: not
recommended m if pregnant: ask a heaith professional before use. Keep out of reach of
children, in case of overdose, get medical help or contact a Poison Control Center right away.
Directions Adults and chifdren 6 years and over: one 10 mg tablet once daily; do not take

Tablets
ANTIHISTAMINE
ALLERGY

100 TABLETS

150% FOR REVIEW ONLY

LEGAN, Mi 48010 TUH278 FA F1

polydextrose, polyethylene glycol, povidone, titanium
dioxide, triacetin

Questions? If you h tons of a medical nature, please contact your
pharmacist, ductor o healh rofessional
Do ol s Il puinbed foid under cag is
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Drug Facts (continued) Original Prescription Strength Drug Facts
se and ask a doctor if an aliergic Inactive ingredients Active ingredient
product oceurs. Seek cornstarch, FD&C blue #1, hypromeliose, L. in each fablet)
medical help right away. lactose, magnesium stearate, nmﬂ— ﬂ—N— : m { 4
It pregnant or breast-feeding: polydextrose, polyethylene glycol,
povidone, titanium dioxide, triacetin I Q : — - Q
©
Questions?1f you have questions < —son cq.— m &
ofa aw.&nm_ i »_:nm_ wﬁmnmm ﬂa:ﬂmﬁ =
your pharmacist, doctor or heal -
B Tablets B
Diroctions ANTIHISTAMINE Warnings g S
adufts and chidren | one 10 mo tadlt once oD I o e ﬁﬂﬁ . M s
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ydroxyzine. < o
Indoor & Outdaor Allergies .. 3
ess severe symptoms. 0l ..M
adults 65 years aska doctor —H w
and over < m 2
mgﬁmﬂ_”mm_ askz dactor o Runny Nose = w L4
“ﬂ, — v oy « ltchy, Watery Eyes o Crowstiess ey ekt Elay
“;méu w # Itchy Throat or Nose malcohol, sedatives, and tranquilizers m “ _ﬂl
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Drug Facts Drug Facts (continued)

Active ingredient Purpose | ¥ pregnant or breast-feeding:
(in each tablet) mif breast-feeding: not recommended
Cetirizing HEI 10 mg. . Antihistamine | Mif Pregnant: ask a health professional before use.

Keep out of reach of children. In case of overdose,
Uses get medical help or contact a Poison Control Center
temporarily relieves these symptoms due to hay fever | right away.

or other upper respiratory allergies: =
runny nose  m sneezing Dir

itchy, watery eves 2 P
v adults and children | one 10 mg tablet once daily;
fEhing GrXeose or thioat B years and over do not take more than one

Warnings 10 mg tablet in 24 hours.

Do not use if you have ever had an allergic reaction A5 mg product may be

to this product or any of its ingredients or to an appropriate for less severe
ihi containing hydroxyzine. symptoms.

Ask a doctor before use if you hav adults 65 years aska doctor
disease. Your doctor should determine if you needa | and over

different dose. children under aska doctor
Ask a doctor or pharmatist before use if you are 6 years of age

taking tranquiizers or sedatives. with liver | aska doctor
When using this product or kidney disease

m drowsiness may occur — —
mavoid aicoholic drinks Other information

malcohol, sedatives, and tranquilizers may increase | m store between 20° to 25°C (68° to 77°F)

drowsiness
m be careful when driving a motor vehicle or Inactive ingredients
opgrating machinery com starch, FD&G biue #1, hypromeliose, lactose,
Stop use and ask a deter if an alergic reaction to ium stearate,
this product occurs. Seek medical help right away. p. | glycol, povidone, titanium dioxide, triacetin
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FINAL PRINTED LABELING
ANDA 78-336
CETIRIZINE TABLETS 10 mg

7-COUNT BLISTER CARD
3 T )
[ (Cetiriiiie ~ | Catirfidine
‘Hydrochioride Hydrochloride
[Tablets 10 mg Tabiets 10 mg

Distributed by Perrigo, Allagan M1 49010 Distributsd by Perigo, Allagan MI 49010

PEEL BACK PAPER & PUSH THROUGH FOIL é PEIL BACK PAPER & PUSH THRDUGH FOIL.
Lot EXP. Lar EXP.

H0C XXXX-XOK-XX E NDC XXXX-XNKK-XX
LA PUMEMMVGOEN "} RURMAN MR
Getirizine Getirizine
Hydrochloride Hydrochloride
Tablets 10 mg Tahlets 10 mg
IDistributed by Perrigo, Allegan A 49010 Distributed by Perrigo, Allegan MI 46010

PEELBACK PAPER & PUSH THROUGH FOIL | FEEL BACK PAPER & PUSH THROUGH FOIL
Lot 3 07
DG K00K-K00CKK HOC XXAKKDKX

. LARURABOANRNR | Ry

Gelirizine

Hydrochloride

Tablets 10 mg

Distributed by Perigo, Aliegan MI 49010
» PEEL BACK PAPER & PUSK THROUGH FOIL

| SsLoT EXP,

= NOG XXKK-XKNXKX
| * AL LA AN
: -
{Getirizing Getirizing
Hydrochioride Hydrochlorite
|Tablets 10 mg Tablets 10 mg
Distributed by Perrigo, Allegan hi 49010 Distributed by Penigo, Allegan b 49010

|IFEE|. BACK PAPER & PUSH THROUGH FOIL |  PEEL BACK PAPER & PUSH THROUGH FOIL

DG XXXX-SOK-KK D XXXX-KKKX-KK

i |
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Perrigo’s Final Printed Labelin: IVES RELIE.

This section contains the following components:

-

Note:
code,

Perrigo’s final printed labeling for Cetirizine HC] 5 mg Tablets
-10-count bottle label

-10-count bottle carton

-100-count bottle label

-100-count bottle carton

-1000-count bottle label (no carton)

-10-count blister carton

-10-count blister card

Perrigo’s final printed labeling for Cetirizine HCI 10 mg Tablets
-10-count bottle label

-10-count bottle carton

-100-count bottle label

-100-count bottle carton

-1000-count bottle label (no carton)

~7-count blister carton

-7-count blister card

With the exception of net content and product identification (i.e. UPC number, bar
etc.), the container labels and blister pack carton labels are identical for the size

counts listed above.
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FINAL PRINTED LABELING
ANDA 78-336
CETIRIZINE TABLETS 5 mg (HIVES)
10 - COUNT BOTTLE LABEL

FAsasszF1 57 x 2”7

L
[ Acllmvmwmgwenlﬂﬂmm Pupase. if s )
Original Prescription Strength pic o i ?
1 ‘sidneeagtion from oecuring.
o iy e oo g dcd e
Tevdl s wSikng ol Goge W svoog nof D B Ty Dectons AQHS 2nd cldenSyeers axd v 1102 55 ey
etirizine ity wves
- anaphylact shck. 3 i ts
TR e T S e e oty
I o s P
for 1 25°C (56" t0 77°F
| Tablets Smg i g
pids,
| ANTIHISTAMINE el S et
o scn  pram,
HIVES RELIEF ancins 521
lergi reation th his prodct or any of s ingrediénts or o an anthis'amioe coaining na”f
dni o osmauTED 8y
dniedr s m ies o e Ak a doctoror pharnacit etweeselt /A SRS TIRIGHT ARFA
Huukam, i 5010
10 TABI.HS oocur W g sosholic drirks m alconol, sedizives, and nguilizess may increase 4
druwsingss. 1 b careful v g a mo'pe vehice or operafing mashinery. TNIS2 Fu P 7

Original Prescription Strength

Cetirizine
Hydrochloride
Tablets 5mg
ANTIHISTAMINE

HIVES RELIEF |

10 TABLETS

TO ARTIST:

ACTUAL SIZE DO NOT use color
behind the Part #.
DO NOT change
position of part #,
Faga3szr1 57 x 2”7
L

Active ingredient {in each tablet) Purpose  Stop use and ask  doctor if m an allrgi reaction to this product occurs. Seek\
Getirizing HCI 5 mg. medical help right away. s symploms do not improve after 3 days of Yreatment
Usas refieves itching due o hives (urticaria. This product will not prevent hives or an allergic the hives have asted more than 6 weeks. If pregnant o breast-feeding:
‘skin reaction from occurring.  if breast-feeding: not recommended mif pregnant: ask a health professional

Warnings Severe Altergy Warning: Get emergency help immediately if you have hives
along with any of the following symptoms: = frouble swallowing m dizziness o foss of
conseiousness m swelling of tongue m swelling in or around mouth w trouble speaking
m drooling m wheezing or problems breathing. These symptoms may be signs of
anaphylactic shock. This condition can be fife threatening if nof treated by a health
professional immediately. Symptoms of anaphylactic shock may occur when hives first
‘appear or up to a few hours later. Not a Substitute for Epinephrine. ff your doctor has
prescribed an epinephine injector fo “anaphytaxis" or severe allergy symptoms that could
‘occur with your hives, never use this product as a substifute for the epinep

before use. Keep out of reach of children, In case of overdose, get medical help
or contact a Poison Conlrol Center right away.

Dirgctions Adults and children 6 years and over: 1 to 2 tablets once daily
depending upon severity of symptoms; do not take more than 2 lablets in

24 hours, Adults 65 years and over: 1 tablet once a day; do not take more than
1 tablet in 24 hours. Children under 6§ years of age: ask a doctor. Gonsumers
with liver or kidney disease: ask a doctor.

omrlnmrmanan ‘m store between 20° t 25°C (68° to 77°F)

you have been prescribed an epinephrine injector, you should carry nwﬂh youat ali !Imes
Do not use m to prevent hives from any known cause such as: m feods m insect sfings
= medicines # 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. I 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. 8 f you have ever had an
allergic reaction to this product or any of s ingtedients or fo an antihistarmine containing
hydroxyzine, Ask a doctor before use if you have = liver or kidney disease. Your doctor
should detertnine if you need a different dose. m hives that are an unusual color, look
bruised or blistered w fives that do not tch. Ask a doctor or pharmasist efore use it
‘you are taking tranquilizers or sedatives. When using this product m drowsiness may
oceur mavoid alcoholic drinks = alcohol, sedatives, and tranquilizers may increase
drowsiness m be carefuf when driving a motor vehicle or operating machinery.

dients com starch, FORC biue #1, hypromellose, lactose,
magnesium stearate, polydextrose, polysthylene glyco!, povidone, titanium
dioxide, triacetin
Questions? 1 you have questions of a medical nature, please contact your
pharmacist, doctor or heaith care professional,

Donoetuse f printed foil under cap is braken or missing

DISTRIBUTED BY

ZEAPERRIGO

ALLEGAN, MI 48610 -
* o varnish ¢ no color

150% FOR REVIEW ONLY

FORMAT: MODIFIED

TYPE SIZES:
HEADINGS: 4.8 pt Helvetica Neue 77 Bold
Cond. Oblique

4.8 pt ica Neue 77

Bold Cond.

TEXT: 4.8 pt Helvetica Neue 57 Cond.
MINEMUM LEADING: 5.2 pt

BULLETS: 3.8 pt Square with

2 spaces between statements

£ 94352 FA F1
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Drug Facts (continued)

FINAL PRINTED LABELING
ANDA 78-336
CETIRIZINE TABLETS 5 mg (HIVES)
10 - COUNT BOTTLE CARTON

mif you have ever had an allergic reaction to
this product or any of its ingredients or to an
antihistamine containing hydroxyzine

adoclor before use if you have

‘wmiiver or kidney disease. Your doctor should
determine if you need a different dose.

mhives that are an unusual color, look bruised
or biistered

‘m hives that do not tch

Aska doctor os pharmacist before use if you

ara taking tranquilizers or sedatives.

‘When using this product

mdrowsiness may occur

‘wavoid alcoholic drinks

malcohol, sedatives, and trangulizers may
increase drovsiness

aduits and children | 1 to tablets once

£ years and over daily depending upon
severity of symptoms,
donottake more than
2 tablels in 24 hours
adults 65 years 11ablet once a day;
and over donot fake more than
1 abletin 24 hours

children under askadoctor
6years of age
consumers with liver | askadoctor

or kidney disease

mheca vehicte or
operating machinery

Stop use and ask a doctor if

man allergic reaction to this product occurs.

Seek medical help right away.

do not i 3days

88 corn starch, FO&C
A factose, maaneIsium
stearate, potydesteode. polyethylene glycol,
povidone, ttaniu dioxide, triacetin

ofreatment
mhe hives have fasted more than 6 weeks

(oeshons?tyou have questions of a
i i

1f pregaant or breast-faeding:
breast-feeding: not recommended

‘wif pregnant: ask a health professional before use.

Keap out of reach of children. In case of

overdose, get medical help or contact a Poison
»

Controt Center right away.

v
pharmacist, dactor or health care professional.

Drug Facts
Active ingredient
(in each tablet)

Cetirizing HCI 5 mg.

Purpose

EFB 350

FA94352C1

relieves itching due fo hives {urticaria).
‘This product viill not prevent hives or an
allergic skin reaction from occurring.

savmm Warning: Get emergency
felp iave hives along

Original Prescription Strength
Cetirizine
Hydrochloride
Tablets 5 mg

ANTIHISTAMINE
HIVES RELIEF

24 Hour
Relief of itching.due to hives

00000

10 TABLETS

00000

FORMAT: STANDARD

TYPE SIZES:

TITLE: 9 pt Helvetica Bold Cond. Obligue
TITLE (continued): 8 pt Helvetica Bold Cond. Oblique
(continued) 8 pt Helvetica Cond. Medium
HEADINGS: 8 pt Helvetica Bold Cond. Oblique

6pt

HEAVY LINES: 1.5 pt
HAIRLINES: 0.5 pt

TEXT: 6 pt Helvetica Cond. Medium
MINIMUM LEADING: 6.5 pt

BULLETS: 5 pt Square with
2 M'S spacing between statements

Bold Cond.

74

Drug Facts (continued) i

m dizziness or loss of consciousness
welling of tongue.

w whaezing or problems breathing

These symptoms may be signs of anaphylactic
shock. This condition can be life threatening if
not treated hy a heaith professional immediately.
Symptoms of anaphylactic shock may occur
‘when hives first appear or up o a few hours later.
Not a Substitute for Epinephrine. if your
doctor has prescribed an spinephring injector
for "anaphylaxis” or severe allergy symptoms
that could occur with your hives, never use this
product as a substitute for the epinepbrine
injector. If you have been prescribed an
epinephring injector, you should carry it with
you atall times.

Do not us¢

u to prevent hives from any known cause

isect stings

icines itex of rubber gloves
because this product will not stop hives
from oceurring. Avoiding the cause of your
hives is the only way to prevent them. Hives
‘can Sometimes be serious. It 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.
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FINAL PRINTED LABELING
ANDA 78-336
CETIRIZINE TABLETS 5 mg (HIVES)

100 - COUNT BOTTLE LABEL
Fa9a378F1 57 x 27
L
b sy s e )
Original Prescription Strength - st ; o
‘skinteacton fromoccuring.
Wamings Vi e se ncasef et medtea bl
1 Cetirizine s, e S
anaghylactic 24 bours. Aduis 66 years and aver: | 1abictcece a day, do not take move Sian

et i 2 s, Chidon under  yearsof age ko ety Consumess.

st e s
W your s b

Hydrochloride
Tablets 5mg

ANTIHISTAMINE
HIVES RELIEF

100 TABLETS

| Original Prescription Strength

Cetirizine
Hydrochloride
 Tablets 5mg

ANTIHISTAMINE
HIVES RELIEF

100 TABLETS

waphya

ing torsiess my
oo il ol ks a seotosedives, and s may oease

A
Do ot use whsectsings  diowide, ilageth e
e # s sto?
xo e CODE
BLERRIGO | AREA

= 4 varnish « #s color

I WEITE A L

ACTUAL SIZE

TO ARTIST:
D0 NOT use color
behind the Part #.

DO NOT change
position of part #.

FA94378F1 §7° x 27
L.

Active Ingredient (in each tablet) Purpose
Cetirizine HCI 5 mg. ihi
Uses refieves ifching dus to hives (urtcaria). This p
‘skin reaction from oceurring.

Warnings Severe Allerqy Warning: Get emergency help immediately if you have fives
along with any of the following symptoms: m trouble swallowing w dizziness or loss of
consciousness m swelling of tongue m swelling in or around mouth m trouble speaking

w drooling st wheezing or problems breathing. These symptoms may be signs of
anaphyfactic shock. This condition can be fife threatening if ot treated by a health
professional immediately. Symptoms of anaphylactic shock may occur when hives first
appear or up to a few hours fater. 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 epinephring injector, you shoufd carry it with you at all times.
Do not use m to prevent hives from any known cause such as: W foods m insect stings
mmedicines = latex or rubber gloves becatise this product will not stop ives from
dccurring. 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 fts ingredients or to an antihistamine containing
hydroxyzine. Ask a octor 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 calor fook
bruised or blistered m hives that do not fich. Ask a doctor or phamacist hefore use if
‘you are taking tranquilizers or sedatives. When using this product m drowsiness may
occur wavoid alcoholc drinks m aleohol, sedatives, and tranguilizers may increase
drowsiness m be careful when driving a motor vehicle of opesating machinery.

not prevent hives or an allergic

Stop use and ask a doctor if w an allergic reaction to this product occurs. See?\
medical help right away. m symptoms do not improve after 3 days of treatment
= he hives have lasted more than 6 weeks. If pregnant or breast-feeding:

w if breast-feeding: not recommended m if pregnant; ask a heaith professional
before use. Keep out of reach of children. In case of overdose, get medical hetp
or contact a Poison Control Center right away.

Dirgetions Adutts iy d 1102 fablet daily
depending upon severity of symploms; do not take more than 2 tablets in

24 hours. Adults 65 years and over: 1 tablet once a day; do not take more than
1 tablet in 24 hours, Children under 6 years of age: ask a doctor. Consumers
with iver or kidney disease: ask a doctor.

Other information W store between 20° to 25°C (68° 1o 77°F)

Inactive ingredients com starch, FD&C blue #1, hypromellose, lactose,
magnesium stearate, polydextrose, polyethylene glycal, povidone, itanium
dioxide, triacetin

Questions? If you have questions of a medical nature, please contact your
sharmacist, doctor or health care professional.

Do ol wse H pristed foll under cap s broken or missing
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Drug Facts (continuad)
youlaes ever hud an slerpic reactan to

this product or any of its ingredients or to an
antihistamine containing hydroxyzine

Ask a doctor before use if you have

mliver or kidney disease. Your doctor should
determine if you need a different dose.

whives thatare an fook bruised

FINAL PRINTED LABELING
ANDA 78-336
CETIRIZINE TABLETS 5 mg (HIVES)
100 - COUNT BOTTLE CARTON
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Drug Facts (continued)

Directions
adults and children

1102 tablefs once
6 years and over il

daily depending upon
severity of symptors;
do not take more than
2tablets in 24 hours

or bistered
m hives that do notitch

1 fablet onca a day;
do not take more than
1 tabletin 24 hours

adults 65 years
and over

Aska dactor or i use ifyou
are taking tranquilizers or sedatives.

When using this product

mdrowsiness may occur

mavoid alcoholic drinks

wmalcohol, sedatives, and tranquilizers may
increase drowsiness

vehicle or

children under aska doctor
years ofage
consumers with fiver | aska doctor

orkidney disease

ather hnformation
‘mstore hetween 20° to 25°C (68° to 77°F)

il npemiﬁg machinery

Inactive it com starch, FD&C

$top use and ask a doctor i
man allergic reaction to this product accurs.
Seek medical help right away.
msymptoms do not improve after 3 days
of treatment
mihe hives have lasted mose than 6 weeks

blue #1, hypromellose, lactose, magnesium
stearats, polydextrose, polyethylene glycol,
povidong, titanium dioxide, triacetin

| pregnant or hreast-feeding:

mlf breast-feeding: not recommended

wif pregnant. ask a health professional before use.
Keep out of reach of children. In case of
overdose, get medicat help or contact a Poison
Control Center right away.

Questions? ¢ you have questions of a
your
phasmaciat, doctor or health care professiorat. |

Drug Facts
Active
(ineacm i

Cetirizing HO! 5 mg.

\ EFB 350

FA94378C1

refieves itching due to hives (urticaria).
Tz product will not prevent hives or an
‘flaigze skin reaction from occurring.

Savera, Warning: Get emergency

felp you have hives along
with any of the symptoms: )

Original Prescription Strength

Cetirizine
Hydrochloride
Tablets 5mg

ANTIHISTAMINE
HIVES RELIEF

24 Hour
Relief of itching due to hives
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Druy Facts {continued)

= trouble swallowing

= dizziness o loss of consciousness
= swelling of tongue

& swellingin or around mouth

d by a health professional immediately.

Symptoms of anaphylactic 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 epinephring injector
for “anaphylaxis™ or severe allergy symptoms

coufd occur with your hives, never use this

product as a substitute for the epinephririe
injector. If you have been prescribed an
epinephring injector, you should carty it with
youatalltimes.

0 notuse

m to prevent hives from any known cause
suchas:
m foods. minsect stings

medicines  watex or rubber gloves
because this product will not stop hives

from accurring. Aveiding the cause of your

hives is the only way to prevent them. Hives

can somalimes 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.
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Drug Facts (continued)

Inactive ingredients com siarch, FD&G bive #1,

lactose, fum stearate,

polyethylene glycol, povidone, titanium dioxide, triacetin

Questions? 1l you have questions of a medical nature,

please

contact your pharmacist, doctor or health

43173 SIAIH
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B § s19jqeL
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Drug Facts

yibuans uoljdiasaild jeuing

Active ingredient Purpose
(in each tablet)

Cetirizine HCI 5 mg... -.Antihistamine

Uses relieves itching due to hives (urticaria). This
product will not prevent hives or an allergic s
reaction from oeeuring.

Drug Facts (continued)

consciousness W swelfing of tongue  m swel
around mouth ®trouble speaking mdrooling
mwheezing or problems breathing

Drug Faets (continued)

ymptoms may be signs of
This condition can b lfe hreatening f ot treated by 2

ymp
anaphylactic shack may occur when hives first appear or
uptoafew hours later.

Not a Substitute for Epinephrine. If your doctor has
prescribed an epinephrine injector for "anaphylaxis’ or
severe allergy symptoms that coutd oceur with your hives,
never use this product as a substitute for the pinephrine

injector, you should carry it with you at all times.

Donetuse mio prevent hives from any known cause
suchas: mfoods i

serious. If you do not know the cause of your hives, see
your doctor for a medical exam. Your doctor may be able
tohelpyoufinda cause. wrif you have ever had an
allergic reaction to this product or any of its ingredients or
bl e oL 4

Stop use and ask a doctor if

ic reaction to this product occurs. Seek

I help right away.

= symptoms do not improve after 3 days of treatment
mihe hives have lasted more than § weeks

If pregnant or breast-feeding:

mif breast-feeding: not recommended

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.,

Aska doctor before use if you have
disease. Your doctor should determine if you need a
different dose.  m hives that are an unusual color, look
bruised or blistered w hives that do not itch

Ask a doctor or pharmacist before use if you are taking
tranquilizers or sedatives.
roduct  m drowsiness may occur
icohol, sedatives, and
tranquilizers may increase drowsiness  m be careful
when driving a motor vehicle or operating machinery »

Directions

adults and children | 1 to 2 tablets once daily

6 years and over depending upon severity of
symptoms; do not take more
than 2 tablets in 24 hours

adults 65 years 1 tablet once a day; do not take
and over more than 1 tablet in 24 hours
1 tablet in 24 hours

children under aska doctor
6 years of age

consumers with liver | ask a doctor
or kidney disease

Other information

m store between 20° to 25°C (68° to 77°F)
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Original Prescription Strength

Cetirizine
Hydrochloride
Tablets

ANTIHISTAMINE
HIVES RELIEF

10 TABLETS

Original Prescription Stren

Cetirizine
Hydrochloride
Tablets

ANTIHISTAMINE
HIVES RELIEF

FINAL PRINTED LABELING
ANDA 78-336

CETIRIZINE TABLETS 10 mg (HIVES)

10- COUNT BOTTLE LABEL
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Active ingredient (in each tablet} Purpose  Stop use and ask a doctor if m an allergic reaction to this product occurs, Seeh

Cetirizing HCI 10 mg, T— Anhhxstamms
Uses refieves ftching duue o hives (urticaria). Thls pmduct W!|| nol pnyltwves or an allergic
skin reaction from occurring,

Warnings Severe Allergy Wamning: Get emergency help immediately if you have hives
along with any of the following symptoms: m irouble swallowing m dizziness or loss of
consciousness m swelling of tongue m swelling in o around mouth m trouble speaking

m dreoling w wheezing or problems breathing. These symptoms may be signs of
anaphylactic shock. This condition can be life threatening if not Ireated by a health
professional immediately. Symptoms of anaphylactic shock may occur when hives first
appear or up to a few hours later. Not a Substitute for Epinepheine. If your doctor has
prescribed an epinephrine injector for "anaphylaxis” or severe allergy sympmms that wuld
‘ogcur with your hives, never use this product as a substitute for the epinephy

‘medical help right away. m symploms do not improve after 3 days of treatment
‘w the hives have lasted more than 6 weeks. if pregnant or breast-feeding:

wif bredst-feeding: not recommended m f pregnant: ask a health prafessional
before use. Keep out of reach of children. In case of overdose, get medical help
or contact a Poison Gontrol Genfer right away.

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, A 5 mg product may be
appropriate for less severe symptoms. Adults 85 years and over: ask a doctor.
Children under 6 years of age: ask a doctor. Gonsumiers with liver or kidney
disease: ask a doctor.

Other informalion = store between 20° to 25°C (68° to 77°F)

Inactive ingredients com starch, FO&C biue #1, hypromellos, factose,

you have been prescribed an epinephring injector, you should carry rtwﬂh you atall !(mes
Do not use m to prevent hives from any known cause such as: m foods m insect stings
wmedicines m latex or rubber gloves because this product will not stop hives from
occurring. Avoiding the cause of your hives is the only way o prevent them. Hives can
‘sometimes be serious. I you do not know the cause of your hives, see your doctor for a
‘medical exam. Your doctor may be able o help you find a cause. m if you have ever had an
allergic reaction to this product or any of its ingredients or to an antiistamine containing
‘hydroxyzine. Ask a doctor before use it you have s fiver or Kidney disease. Your doctor
should determine if you need  different dose. m hives that are an unusual cofor, took
bruised or biistered m hives that do nol itch. Ask a doctor or pharmacist hefore use if
‘you are taking tranquilizers or sedatives. When using this product m drowsiness may
occur m avoid alcofofic drinks m alcohol, sedatives, and tranquilizers may increase
drowsiness m be careful when driving a motor vehicle or operating machinery.

magnesium stearate, polydexrose, pofyethylene glml povidone, titanium
dioxide, triacetin

Questions? If you have questions of a medical nature, please contact your
pharmacist, doctor or heaith care professional.

Do not use if printed foil under cap is broken or missing
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Drug Facts (continued)
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Drug Facts (continued)

M Tadan

thi any of ts ingredients ortoan

Directions

adults and children | one 10 mg tablet once
6 years and dally; d

Ask a doctor hefore use if you ave
mliver orkidney disease. Your doctor should
determine if you need a different dose.
mhives that are an unusual color, look bruised
or blistere
hives that do not itch
Ask a doctor or pharmacist before use if you
are taking tranquilizers or sedatives.
When using this preduct
rowsingss may oceur
woid alcoholic drinks
lcohol, sedatives, and tranquilizers may
increase drovisiness
‘mhe careful when driving a motor vehicle or
operating machinery
‘Stop use and aska decten if
man allergic reaction to this product occurs.
Seek medical help right away.
msymptoms do not improve after 3 days
of treatment
mthe hives have lasted more than 6 weeks

than one 10.mg tablet
in 24 hours. A5 mg
product may he
appropriate for less
adults 85 years aska doctor
and over

children under
6years of age

‘aska Goctor

consmers with fiver | ask a doctor

or idney disease

Other information
mstore between 20° to 25°C (887 1o T7°F)

Imactive imgradiants com starch, FORC
biue #1, hypromeliose, tactose, magnesium
stearate, polydextrose, polyethylene glycol,
‘povidone, titanium dioxide, triacetin

QuBsians? 1 rou have quostions ofa

if pregnant or hreas!-feading:

it breast-feeding: not recommendad

if pregnant: ask a health professional before use.
Keep out of reach of children. In case of
overdase, get medical help or contact a Poison
Control Center right away.

your
pharmctst, doctor of Paaalth cane prelessional

severa sympioms.

Drug Facts

Active ingredient
(in each tablet)
Cetirizing HCI 10mg..

EFB 350

FA83852C1

L,

relieves Iieing dus to hives {urticaria).
This praduct wil not prevent hives or an
ey skin reaction from pecaming

Severe Alfargy Warning: Get emergency

iy if you have hives along
with any of the following symptorms: ~ y.

QOriginal Prescription Strength

Cetirizine \
Hydrochloride
Tablets
ANTIHISTAMINE
HIVES RELIEF

24 Hour
Relief of itching due to hives

DO NOT USE IF PRINTED
FOIL UNDER CAPiS
BROKEN OR MISSING
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epmepﬁrine injector, you should carry it with
you at alttimes.

Do not us

' to prevent hives from any known cause

w food: minsect stings
wmedicines  mlatex or rubber gloves
because this product will not stop hives
from occurring. Aveiding the cause of your
hives is the only way to prevent them. Hives
can sometimes be serfous. if you do not
know the cause of your hives, see your
doctor for amedical exam, Your doctor
may be able to help you find a cause.
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Active ingredient (in each tablet) Purpose
Cetirizin HCI 10 mg. istami
Uses teligves tching due o hives urticarla). This product will not prevent hives or an allergic
skin reaction from oceurring.

Warnings Severe Allergy Warning: Get emergency help immediately if you have hives
along with any of the following symptoms: m trouble swallowing m dizziness or loss of
consciousness m sweting of tongue m swelling in or around mouth m trouble speaking
wdrooing w whegzing or problems breathing. These symptoms may be signs of
anaphylactic shock. This condition can be Iffe threatening if not treated by a heath
professional immediately. Symptoms of anaphylactic shock may occur when hives first
appear or up fo: few hours later, Not a Substitute for Epinephrine. f your docior has
prescribed an epinephrine injector for “anaphiylaxis” 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 epinephing injector, you should carry it with you at al fimes.
Do not use w to prevent hives from any known cause Such as:  foods a insect stings
w medicines m latex or rubber gloves because this product wifl not stop hives from
oceurting, Avoiding the cause of your hives is the only way to prevent them, Hives can
sometimes be serious, i you do not know the cause of your hives, see your doctor fora
medical exam. Your doctor may be able to help you find a cause. w if you have ever had an
allergic reaction to this product or any of its ingredients or to an antifistamine containing
hydroxyzine. 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, fook
bruised or biistered w hives that do not ich. Ask a doctor or pharmacist befare use i
you are teking tranquilizers o sedatives, When using this product m drowsiness may
occur mavoid alcoholic drinks m alcohol, sedatives, and iranquilizers may increase
drowsiness  be careful when driving 2 motor vehicle or eperating machinery,

Stop use and ask a doctor if m an allergic reaction to this product occurs. Seeh
medical help tight away. & symptoms do not improve after 3 days of treatment
& the hives have lasted more than 6 weeks. if pregnant or breast-feeding:

u if breast-feeding: not recommended m if 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.

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. A5 mg product may be
appropriate for less Severe symptoms. Adults 65 years and over: ask a doctor,
Children under 6 years of age: ask a doctor. Constmers with tiver or kidney
disease: ask a doctor,

Other information m store between 20° 0 25°C (88° to 77°F)

Inactive ingredients corn starch, FOC blue #1, hypromellose, lactose,
magnesium stearate, polydextrose, polyethylene glycol, povidone, ttanium
dioxide, triacstin

Questions? 1f you have questions of a medical nature, please contact your
phamiacist, doctor or heaith care professional.

Do not use if printed foil under cap is broken or missing
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1§ pregnant or breast-feeding:
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Control Center right away.
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Drug Facts (continued)

Inactive ingredients com starch, FD&C bive #1,

lactose, stearate,

polyethylene glycot, povidone, titanium dioxi e, triacetin

(Questions?!f you have questions of a medical nature, please
contact your pharmacist, doctar or health care professional,
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Drug Facts (continued)

Purpose

Warnings
Severe Aflergy Warning: Get emergency help immediately
es along weh any of the following symptoms:

loss of

Llzex relieves itching due to hives ria). This
product will nof prevent hives or an allergic skin
reaction from occurring.

a:G Facts Soas:m&

may be sigl
.:._m candition can be ¥ threatening if not treated hy a
‘health professional immediately. Symptoms of
anaphylactic shock may eccur when hives first appear or
uptoafew hours _sﬂ

Ityour doctor has

consciousness  mswelling oftongue  ms,
around mouth  mtrouble speaking  mdrooling
mwheezing or problems breathing

Drug Facts (continued)

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

mthe hives have lasted more than & weeks

d an epinephrine injector for "anap! or
severe allergy symptoms that could occur with your hives,
never use this product as a substitute for the epinephrine
injecter, you should carry it with you at all times.
Donotuse W toprevent hives from any known cause

[f pregnant or hreast-feeding:

if breast-feeding: not recommended

if 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

wlatex 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

right away.

adults and children one 10 mg tablet once daily;
6 years and over do not take more than one
10 mg tablet in 24 hours.
A5 mg product may be
apprapriate for fess severe

adoctor __n_aa use if you have
ase. Your doctor should determine if you need 2
s that are an unusual cofor, Jook
bruised or blistered  m hives that do not itch

Aska doctor orpharmacist before use if you are taking
or sedatives.

symptoms.

adults 65 years ask a doctor
and over

children under aska doctor
6 years of age

with liver | aska doctor

When using this product w drowsiness may occur
mavoid alconolic drinks W alcohol, sed:

tranquilizers may increase drowsiness M be Si___
when driving a motor vehicle or operating machinery »

or kidney disease

Other information

w store between 20° to 25°C (68° to 77°F)
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