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Xyzal Allergy 24 Hour Tablet Blister Carton

01.06.17

Xyzal_Allergy 10ct_CTN_2016_r5_CLEAN

Drug Facts

Active ingredient Purpose

(in each tablet)
Levocetirizine dihydrochloride 5 mg.....Antihistamine

Uses

temporarily relieves these symptoms due to hay
fever or other respiratory allergies:

mrunny nose M itchy, watery eyes
msneezing  mitching of the nose or throat

Warnings

Do not use

m if you have kidney disease

m if you have ever had an allergic reaction to this
product or any of its ingredients or to an
antihistamine containing cetirizine

Ask a doctor before use if you have
m ever had trouble urinating or emptying your
bladder

When using this product

m drowsiness may occur

= avoid alcoholic drinks

m 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 you have trouble urinating or emptying your
bladder

m an allergic reaction to this product occurs.
Seek medical help right away.

If pregnant or breast-feeding:

u if breast-feeding: not recommended

m f 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).

Drug Facts (continued)

Directions

adults 65 years

of age and older|™ sk a doctor

mtake 1 tablet (5 mg)
once daily in the evening

mdo not take more than

adults and 1 tablet (5 mg) in

children 12-64 | 24 hours

yearsofage  |m tablet (2.5 mg)

once daily in the evening

may be appropriate for

less severe symptoms

mtake % tablet (2.5 mg)
children 6-11 once daily in the evening
yearsof age  [®do not take more than
12 tablet (2.5 mg) in

24 hours

children under

mdo not use
6 years of age

consumers with

kidney disease = do not use

Other information

m store between 20° and 25°C
(68° and 77°F)

m safety sealed: do not use if carton was
opened or if individual blister unit is
open or torn

Inactive ingredients

colloidal anhydrous silica, hypromellose,
lactose monohydrate, magnesium
stearate, microcrystalline cellulose,
polyethylene glycol 400, titanium dioxide

Questions or comments?
call 1-800-630-1610

Read directions and warnings before use. Keep this carton. It has important information.

CLINICALLY PROVEN RELIEF
IN 60 MINUTES
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CLINICALLY PROVEN RELIEF

IN 60 MINUTES

Drug Facts (continued)

Drug Facts

Drug Facts (continued)

NDC 41167-3510-1

. . If pregnant or breast-feeding: ; :
Active ingredient Purpose | o g brgeast-feeding: not recomgrlnended Other mformafmn
(in each tablet) m if pregnant: ask a health professional  storg between 20° and

25°C (68° and 77°F)

m safety sealed: do not use
if carton was opened or if
printed foil inner seal on
bottle is torn or missing

Levocetirizine dihydrochloride 5 mg.......... Antihistamine | pefore use

Keep out of reach of children.
In case of overdose, get medical help or

Uses

temporarily relieves these symptoms due to hay ) )
fever or other respiratory allergies: contact a Poison Control Center right away

mrunnynose M itchy, watery eyes (1-800-222-1222).
W sneezing m itching of the nose or throat Directions

)

ORIGINAL
PRESCRIPTION STRENGTH

ORIGINAL
PRESCRIPTION STRENGTH

Inactive ingredients
colloidal anhydrous silica,
hypromellose, lactose

Warnings adults 65

®
m Do not use yearsofage | m ask a doctor monohydrate, magnesium ®
(@) m if you have kidney disease and older stearate, microcrystalline
P m if you have ever had an allergic reaction to this cellulose, polyethylene
N product or any of its ingredients or o an m take 1 tablet (S mg) glycol 400, titanium dioxide
A antihistamine containing cetirizine once daily in the evening -
I adults and = do not take more than 1 Questions or ALLER Y 2 4H R
(@) Ask a doctor before use if you have children tablet (5 mg) in 24 hours comments? F ALLERGY 24H R
C m ever had trouble urinating or emptying your 12-64 years Y tabl call 1-800-633-1610 F “
x bladder of age m % tablet (2.5 mg) once
(2] daily in the evening may

Read directions and warnings
before use. Keep this carton.
It has important information.

When using this product be appropriate for less
m drowsiness may occur severe symptoms
m avoid alcoholic drinks

levocetirizine dihydrochloride tablet
1 5 mg /antihistamine
(] ﬁlrmlﬁ ::gatives, and tranquilizers may increase § o611 ™ I)i:]kci ézati?yb:ﬁttfe'z \?;?1)ing

m be careful when driving a motor vehicle or years of age m do not take more than 2 55 of this Xyzal® package 3 5
operating machinery tablet (2.5 mg) in 24 hours to trademark protection. TABLETS
CSNEEZING

431734 NIAOdd ATIVIINITO

Inc., a Sanofi Company,

Stop use and ask a doctor if children under Cllnlcally Proven 24 Hour Relief of

nati ; | do not use 37409-0219 !
| you have trouble urinating or emptying your 6 years of age . \ : LI S |I'IdOOI‘ and Outdoor AIIerg|es
bladder ) Riizerand OR THROAT
m an allergic reaction to this product occurs. Seek | consumers withj o - e
" ; kidney disease
medical help right away. > >

Reference ID: 4048999
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DATA
MATRIX
CODE
FPO RELIEF OF
0100141-01 SNEEZING
RUNNY NOSE
ITCHY NOSE OR THROAT
ITCHY, WATERY EYES

NDC 41167 3510 PEEL HERE P>

XYZAL

ALLERGY 24HR
levocetirizine difydrochloride tablet
5 mg/antihistamine

|Active ingredient (in each tablet) Purpose
lLevocetirizine dihydrochloride 5 mg.............................Antihistamine
Uses temporar ly relieves these symptoms due to hay fever or other
respiratory allergies: ® runny nose ® sneezing m itchy, watery eyes
m itching of the nose or throat Warnings Do not use m if you have
kidney disease m if you have ever had an allergic reaction to this
product or any of its ingredients or to an antihistamine containing
cetirizine Ask a doctor before use if you have m ever had trouble
wrinating or emptying your bladder When using this product

m drowsiness may occur ® avoid alcoholic drinks ® alcohol >

sedatives, and tranquilizers may increase drowsiness ® be careful when
driving a motor vehicle or operating machinery Stop use and ask a
doctor if m you have trouble urinating or emptying your bladder m an
allergic reaction to this product occurs. Seek medical help right away.

If pregnant or breast-feeding: m if breast-feeding: not

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 (1-800-222-1222). Directions adults 65
years of age and older m ask a doctor adults and children 12-64
years of age m take 1 tablet (5 mg) once daily in the evening

I do not take more than 1 tablet (5 mg) in 24 hours m J tablet (2.5 mg) once
daily in the evening may be appropriate for less severe symptoms children

16-11 years of age m take /% tablet (2.5 mg) once daily in the evening ® do £ ®
not take more than 12 tablet (2.5 mg) in 24 hours children under 6 years of gé Y z AI

fage m do not use consumers with kidney disease ® do not use Other I §

information m store between 20° and 25°C (68° and 77°F) m safety sealed: | £ &: gw

do not use f carton was opened or if printed foil inner seal on bottle is torn or §§§§“ ALLERGY 24.HR
missing Inactive ii ients colloidal anhydrous si ica, , lactose | 22 82 levocetirizine dlhydrochlonde tablet
monohydrate, magnesium stearate, microcrystalline cellulose, polyethylene ‘“§§§ ihictami

glycol 400, t tanium dioxide ions or ca11-800-633-1610 | £ %58 5 mg [anthistamine

NDC 41167 3510 1 ORIGINAL
PRESCRIPTION STRENGTH

Reference ID: 4048999



This label may not be the latest approved by FDA.
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CLINICALLY PROVEN RELIEF

IN 60 MINUTES

Drug Facts (continued)

Drug Facts

Drug Facts (continued) BONUS! 10 TABLETS FREE

P ) If pregnant or breast-feeding: ; ;
Active ingredient Purpose | o g br%ast-feeding: not recomgrlnended Other mformafmn
(in each tablet) m if pregnant: ask a health professional  store between 20° and NDC 41167-3510-5

25°C (68° and 77°F)

m safety sealed: do not use
if carton was opened or if
printed foil inner seal on
bottle is torn or missing

Levocetirizine dihydrochloride 5 mg.......... Antihistamine | pefore use

Keep out of reach of children.
In case of overdose, get medical help or

Uses

temporarily relieves these symptoms due to hay : )
fever or other respiratory allergies: contact a Poison Control Center right away

mrunnynose M itchy, watery eyes (1-800-222-1222).
W sneezing m itching of the nose or throat Directions

)

ORIGINAL
PRESCRIPTION STRENGTH

ORIGINAL
PRESCRIPTION STRENGTH

Inactive ingredients
colloidal anhydrous silica,
hypromellose, lactose

Warnings adults 65

®

m Do not use yearsofage | m ask a doctor monohydrate, magnesium ®
(@) m if you have kidney disease and older stearate, microcrystalline
P m if you have ever had an allergic reaction to this cellulose, polyethylene
N product or any of its ingredients or to an m take 1 tablet (5 mg) glycol 400, titanium dioxide
; antihistamine containing cetirizine aduts and once daily in the evening Questions or

| |
(@) Ask a doctor before use if you have children ?;b?e%t(gaﬁgmrg;hﬁ;]u:s comments? ALLE RGY 24 H R ﬁ ALLERGY 24H R
c m ever had trouble urinating or emptying your 12-64 years ; call 1-800-633-1610 F “
3 bladder of age u > tablet (2.5 mg) once

daily in the evening may
When using this product be appropriate for less
m drowsiness may occur severe symptoms
m avoid alcoholic drinks
m alcohol, sedatives, and tranquilizers may increase | icren 611 | take ‘/dzt_ilib!ettfﬁ mg)
i once daily in the evenin

drowsiness - . years of age Yy 1g
m be careful when driving a motor vehicle or H do not take more than 72 55 of this Xyzal® package
operating machinery tablet (2.5 mg) in 24 hours to trademark protection.

levocetirizine dihydrochloride tablet
5 mg /antihistamine

Read directions and warnings
before use. Keep this carton.
It has important information.

431734 NIAOdd ATIVIINITO

)«

AN
TABLETS

Stop use and ask a doctor if children under = 60 1ot Use Inc.,3a7§%r;3220%npany, 24 Ho R CSNEEZING C||n|ca||y Proven 24 Hour Relief of
[ ] gI(;udgz;/e trouble urinating or emptying your 6 years of age o X RELIE . \ 3 R o / € Indoor and Outdoor AIIergies
m an allergic reaction to this product occurs. Seek | consumers with| o - e YES /

medical help right away. > kidney disease >

Reference ID: 4048999



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Xyzal Allergy 24 Hour Tablet Bottle Label
01.06.17

Xyzal_Allergy_45ct_Label_2016_r4_CLEAN

DATA
MATRIX
CODE
FPO RELIEF OF
XXXXXXX-XX SNEEZING
RUNNY NOSE
ITCHY NOSE OR THROAT
ITCHY, WATERY EYES

NDC 41167 3510 PEEL HERE P>

XYZAL

ALLERGY 24HR
levocetirizine difydrochloride tablet
5 mg/antihistamine

|Active ingredient (in each tablet) Purpose
lLevocetirizine dihydrochloride 5 mg.............................Antihistamine
Uses temporar ly relieves these symptoms due to hay fever or other
respiratory allergies: ® runny nose ® sneezing m itchy, watery eyes
m itching of the nose or throat Warnings Do not use m if you have
kidney disease m if you have ever had an allergic reaction to this
product or any of its ingredients or to an antihistamine containing
cetirizine Ask a doctor before use if you have m ever had trouble
wrinating or emptying your bladder When using this product

m drowsiness may occur ® avoid alcoholic drinks ® alcohol >

sedatives, and tranquilizers may increase drowsiness ® be careful when
driving a motor vehicle or operating machinery Stop use and ask a
doctor if m you have trouble urinating or emptying your bladder m an
allergic reaction to this product occurs. Seek medical help right away.

If pregnant or breast-feeding: m if breast-feeding: not

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 (1-800-222-1222). Directions adults 65
years of age and older m ask a doctor adults and children 12-64
years of age m take 1 tablet (5 mg) once daily in the evening

I do not take more than 1 tablet (5 mg) in 24 hours m J tablet (2.5 mg) once
daily in the evening may be appropriate for less severe symptoms children

16-11 years of age m take /% tablet (2.5 mg) once daily in the evening ® do £ ®

Fot take more than J tablet (2.5 mg) in 24 hours children under 6 years of | £ XYZ AL

fage m do not use consumers with kidney disease ® do not use Other I §

information m store between 20° and 25°C (68° and 77°F) m safety sealed: | £ &: gw

ido not use f carton was opened or if printed foil inner seal on bottle is tomor | EE's5 ALLERGY MHR

missing Inactive ii ients colloidal anhydrous si ica, , lactose ‘;g g,? levocetirizine dlhydrochlonde tablet
monohydrate, magnesium stearate, microcrystalline cellulose, polyethylene §§§§ 5m /amihistamine 45
glycol 400, t tanium dioxide ions or cal 1-800-633-1610 | 5 =S5O ) TABLETS

NDC 41167 3510 5 ORIGINAL
PRESCRIPTION STRENGTH

Reference ID: 4048999



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Xyzal Allergy 24 Hour Tablet Bottle Carton
01.06.17

Xyzal_Allergy_55ct_CTN_2016_r3_CLEAN

CLINICALLY PROVEN RELIEF

IN 60 MINUTES

Drug Facts (continued)

Drug Facts

Drug Facts (continued)

NDC 41167-3510-2

. . If pregnant or breast-feeding: ; :
Active ingredient Purpose | o g brgeast-feeding: not recomgrlnended Other mformafmn
(in each tablet) m if pregnant: ask a health professional  storg between 20° and

25°C (68° and 77°F)

m safety sealed: do not use
if carton was opened or if
printed foil inner seal on
bottle is torn or missing

Levocetirizine dihydrochloride 5 mg.......... Antihistamine | pefore use

Keep out of reach of children.
In case of overdose, get medical help or

Uses

temporarily relieves these symptoms due to hay ) )
fever or other respiratory allergies: contact a Poison Control Center right away

mrunnynose M itchy, watery eyes (1-800-222-1222).
W sneezing m itching of the nose or throat Directions

)

ORIGINAL
PRESCRIPTION STRENGTH

ORIGINAL
PRESCRIPTION STRENGTH

Inactive ingredients
colloidal anhydrous silica,
hypromellose, lactose

Warnings adults 65

®
m Do not use yearsofage | m ask a doctor monohydrate, magnesium ®
(@) m if you have kidney disease and older stearate, microcrystalline
P m if you have ever had an allergic reaction to this cellulose, polyethylene
N product or any of its ingredients or o an m take 1 tablet (S mg) glycol 400, titanium dioxide
A antihistamine containing cetirizine once daily in the evening -
I adults and = do not take more than 1 Questions or ALLER Y 2 4H R
(@) Ask a doctor before use if you have children tablet (5 mg) in 24 hours comments? F ALLERGY 24H R
C m ever had trouble urinating or emptying your 12-64 years Y tabl call 1-800-633-1610 F “
x bladder of age m % tablet (2.5 mg) once
(2] daily in the evening may

Read directions and warnings
before use. Keep this carton.
It has important information.

When using this product be appropriate for less
m drowsiness may occur severe symptoms
m avoid alcoholic drinks

levocetirizine dihydrochloride tablet
1 5 mg /antihistamine
(] ﬁlrmlﬁ ::gatives, and tranquilizers may increase § o611 ™ I)i:]kci ézati?yb:ﬁttfe'z \?;?1)ing

m be careful when driving a motor vehicle or years of age m do not take more than 2 55 of this Xyzal® package 5 5
operating machinery tablet (2.5 mg) in 24 hours to trademark protection. TABLETS
CSNEEZING

431734 NIAOdd ATIVIINITO

Inc., a Sanofi Company,

Stop use and ask a doctor if children under Cllnlcally Proven 24 Hour Relief of

- ; H do not use 37409-0219 !
[ ] ggjdgz:e trouble urinating or emptying your 6 years of age Switzerland < : RUN S . Indoor and Outdoor Al Iergles
m an allergic reaction to this product occurs. Seek | consumers withj o - e
medical help right away. > kidney disease >

Reference ID: 4048999



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Xyzal Allergy 24 Hour Tablet Bottle Label
01.06.17

Xyzal_Allergy_55ct_Label_2016_r4_CLEAN

DATA
MATRIX
CODE
FPO RELIEF OF
0100142-01 SNEEZING
RUNNY NOSE
ITCHY NOSE OR THROAT
ITCHY, WATERY EYES

NDC 41167 3510 PEEL HERE P>

XYZAL

ALLERGY 24HR
levocetirizine difydrochloride tablet
5 mg/antihistamine

|Active ingredient (in each tablet) Purpose
lLevocetirizine dihydrochloride 5 mg.............................Antihistamine
Uses temporar ly relieves these symptoms due to hay fever or other
respiratory allergies: ® runny nose ® sneezing m itchy, watery eyes
m itching of the nose or throat Warnings Do not use m if you have
kidney disease m if you have ever had an allergic reaction to this
product or any of its ingredients or to an antihistamine containing
cetirizine Ask a doctor before use if you have m ever had trouble
wrinating or emptying your bladder When using this product

m drowsiness may occur ® avoid alcoholic drinks ® alcohol >

sedatives, and tranquilizers may increase drowsiness ® be careful when
driving a motor vehicle or operating machinery Stop use and ask a
doctor if m you have trouble urinating or emptying your bladder m an
allergic reaction to this product occurs. Seek medical help right away.

If pregnant or breast-feeding: m if breast-feeding: not

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 (1-800-222-1222). Directions adults 65
years of age and older m ask a doctor adults and children 12-64
years of age m take 1 tablet (5 mg) once daily in the evening

I do not take more than 1 tablet (5 mg) in 24 hours m J tablet (2.5 mg) once
daily in the evening may be appropriate for less severe symptoms children

16-11 years of age m take /% tablet (2.5 mg) once daily in the evening ® do £ ®
not take more than 12 tablet (2.5 mg) in 24 hours children under 6 years of gé Y z AI

fage m do not use consumers with kidney disease ® do not use Other I §

information m store between 20° and 25°C (68° and 77°F) m safety sealed: | £ &: gw

do not use f carton was opened or if printed foil inner seal on bottle is torn or §§§§“ ALLERGY 24.HR
missing Inactive ii ients colloidal anhydrous si ica, , lactose | 22 82 levocetirizine dlhydrochlonde tablet
monohydrate, magnesium stearate, microcrystalline cellulose, polyethylene ‘“§§§ ihictami

glycol 400, t tanium dioxide ions or ca11-800-633-1610 | £ %58 5 mg [anthistamine

NDC 41167 3510 2 ORIGINAL
PRESCRIPTION STRENGTH

Reference ID: 4048999



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Xyzal Allergy 24 Hour Tablet Bottle Carton
01.06.17

Xyzal_Allergy_80ct_CTN_2016_r3_CLEAN

CLINICALLY PROVEN RELIEF

IN 60 MINUTES

Drug Facts (continued)

Drug Facts

Drug Facts (continued)

NDC 41167-3510-3

. . If pregnant or breast-feeding: ; :
Active ingredient Purpose | o g brgeast-feeding: not recomgrlnended Other mformafmn
(in each tablet) m if pregnant: ask a health professional  storg between 20° and

25°C (68° and 77°F)

m safety sealed: do not use
if carton was opened or if
printed foil inner seal on
bottle is torn or missing

Levocetirizine dihydrochloride 5 mg.......... Antihistamine | pefore use

Keep out of reach of children.
In case of overdose, get medical help or

Uses

temporarily relieves these symptoms due to hay ) )
fever or other respiratory allergies: contact a Poison Control Center right away

mrunnynose M itchy, watery eyes (1-800-222-1222).
W sneezing m itching of the nose or throat Directions

)

ORIGINAL
PRESCRIPTION STRENGTH

ORIGINAL
PRESCRIPTION STRENGTH

Inactive ingredients
colloidal anhydrous silica,
hypromellose, lactose

Warnings adults 65

®
m Do not use yearsofage | m ask a doctor monohydrate, magnesium ®
(@) m if you have kidney disease and older stearate, microcrystalline
P m if you have ever had an allergic reaction to this cellulose, polyethylene
N product or any of its ingredients or o an m take 1 tablet (S mg) glycol 400, titanium dioxide
A antihistamine containing cetirizine once daily in the evening -
I adults and = do not take more than 1 Questions or ALLER Y 2 4H R
(@) Ask a doctor before use if you have children tablet (5 mg) in 24 hours comments? F ALLERGY 24H R
C m ever had trouble urinating or emptying your 12-64 years Y tabl call 1-800-633-1610 F “
x bladder of age m % tablet (2.5 mg) once
(2] daily in the evening may

Read directions and warnings
before use. Keep this carton.
It has important information.

When using this product be appropriate for less
m drowsiness may occur severe symptoms
m avoid alcoholic drinks

levocetirizine dihydrochloride tablet
1 5 mg /antihistamine
(] ﬁlrmlﬁ ::gatives, and tranquilizers may increase § o611 ™ I)i:]kci ézati?yb:ﬁttfe'z \?;?1)ing

m be careful when driving a motor vehicle or years of age m do not take more than 2 55 of this Xyzal® package 8 o
operating machinery tablet (2.5 mg) in 24 hours to trademark protection. TABLETS
CSNEEZING

431734 NIAOdd ATIVIINITO

Inc., a Sanofi Company,

Stop use and ask a doctor if children under Cllnlcally Proven 24 Hour Relief of

nati ; | do not use 37409-0219 !
| you have trouble urinating or emptying your 6 years of age . \ : LI S |I'IdOOI‘ and Outdoor AIIerg|es
bladder ) Riizerand OR THROAT
m an allergic reaction to this product occurs. Seek | consumers withj o - e
" ; kidney disease
medical help right away. > >

Reference ID: 4048999



This label may not be the latest approved by FDA.

For current labeling information, please visit https://www.fda.gov/drugsatfda

Reference ID: 4048999

Xyzal Allergy 24 Hour Tablet Bottle Label

01.06.17

Xyzal_Allergy_80ct_Label_2016_r4_CLEAN

DATA
MATRIX
CODE
FPO RELIEF OF
0100143-01 SNEEZING
RUNNY NOSE
ITCHY NOSE OR THROAT
ITCHY, WATERY EYES

NDC 41167 3510 PEEL HERE P>

XYZAL

ALLERGY 24HR
levocetirizine difydrochloride tablet
5 mg/antihistamine

|Active ingredient (in each tablet) Purpose
lLevocetirizine dihydrochloride 5 mg.............................Antihistamine
Uses temporar ly relieves these symptoms due to hay fever or other
respiratory allergies: ® runny nose ® sneezing m itchy, watery eyes
m itching of the nose or throat Warnings Do not use m if you have
kidney disease m if you have ever had an allergic reaction to this
product or any of its ingredients or to an antihistamine containing
cetirizine Ask a doctor before use if you have m ever had trouble
wrinating or emptying your bladder When using this product

m drowsiness may occur ® avoid alcoholic drinks ® alcohol >

sedatives, and tranquilizers may increase drowsiness ® be careful when
driving a motor vehicle or operating machinery Stop use and ask a
doctor if m you have trouble urinating or emptying your bladder m an
allergic reaction to this product occurs. Seek medical help right away.

If pregnant or breast-feeding: m if breast-feeding: not

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 (1-800-222-1222). Directions adults 65
years of age and older m ask a doctor adults and children 12-64
years of age m take 1 tablet (5 mg) once daily in the evening

I do not take more than 1 tablet (5 mg) in 24 hours m % tablet (2.5 mg) once NDC 41167 3510 3 ORIGINAL

daily in the evening may be appropriate for less severe symptoms children PRESCRIPTION STRENGTH
16-11 years of age m take /% tablet (2.5 mg) once daily in the evening ® do £ ®
not take more than 12 tablet (2.5 mg) in 24 hours children under 6 years of gé Y z AI

fage m do not use consumers with kidney disease ® do not use Other I §

information m store between 20° and 25°C (68° and 77°F) m safety sealed: | £ &: gw

do not use f carton was opened or if printed foil inner seal on bottle is torn or §§§§“ ALLERGY 24,HR
m\ssmhgénacfive i ients colloidal anhydro”us si \cle‘a,‘ Gllose lactose | 22 82 levocetirizine dlhydrochlonde tablet
imonohydrate, magnesium stearate, microcrystalline cellulose, polyethylene ‘“§§§ Thi Y

glycol 400, t tanium dioxide ions or ca11-800-633-1610 | £ %58 5 mg Janthisamine




This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda
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/ CLINICALLY PROVEN RELIEF
\ IN 60 MINUTES

Drug Facts

Active ingredient (in each tablet) Purpose
Levocetirizine dihydrochloride 5 mg Antihistamine

Uses

temporarily relieves these symptoms due to hay fever or other
respiratory allergies:

Hrunny nose M itchy, watery eyes

mgneezing  mitching of the nose or throat

Warnings

Do not use

m if you have kidney disease

m if you have ever had an allergic reaction to this product or
any of its ingredients or to an antihistamine containing
cetirizine

Ask a doctor before use if you have
| ever had trouble urinating or emptying your bladder

When using this product

| drowsiness may occur

m avoid alcoholic drinks

| 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

| you have trouble urinating or emptying your bladder

m an allergic reaction to this product occurs. Seek medical help
right away.

If pregnant or breast-feeding:

m 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 (1-800-222-1222).

The trade dress of this Xyzal® package is subject to trademark protection.
Dist. By: Chattem, Inc., a Sanofi Company, Chattanooga, TN 37409-0219

©2017 Origin: Switzerland o~
0051552-01 %

/ CLINICALLY PROVEN RELIEF

\

FOR 24 HOURS

Drug Facts (continued)

Directions

adults 65 years
of age and older

m ask a doctor

adults and
children 12-64
years of age

m take 1 tablet (5 mg) once daily in the evening
® do not take more than 1 tablet (5 mg)
in 24 hours
u 7> tablet (2.5 mg) once daily in the evening
may be appropriate for less severe symptoms

children 6-11
years of age

u take 72 tablet (2.5 mg) once daily in
the evening

® do not take more than 72 tablet (2.5 mg)
in 24 hours

children under
6 years of age

u do not use

consumers with
kidney disease

m do not use

Other information

m store between 20° and 25°C (68° and 77°F)
m safety sealed: do not use if sealed package was torn or opened,
or if printed foil inner seal on bottle is torn or missing

Inactive ingredients

colloidal anhydrous silica, hypromellose, lactose monohydrate,
magnesium stearate, microcrystalline cellulose, polyethylene glycol
400, titanium dioxide

Questions or comments?
call 1-800-633-1610

Read directions and warnings before use. Keep this carton.
It has important information.




This label may not be the latest approved by FDA.

For current labeling information, please visit https://www.fda.gov/drugsatfda
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda
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XYZAL

ALLERGY 24HR

Drug Facts (continued) NDC 41167-3530-1
CLINICALLY PROVEN RELIEF - Drug Facts

Directions

m use only with enclosed dosing cup e Active ingredient Purpose
adults 65 years (in each 5 mL)

of age and older w ask a doctor Levocetirizine dihydrochloride 2.5 mg.....Antihistamine

m take 5 mL or 10 mL once daily CLINICALLY PROVEN RELIEF FROM Uses

adults and in the evening depending upon INDOOR AND OUTDOOR ALLERGIES temporarily relieves these symptoms due to hay fever
children 12-64 severity of symptoms or other respiratory allergies:

years of age m do not take more than 10 mL B runny nose u jtchy, watery eyes
in 24 hours W sneezing m jtching of the nose or throat

Warnings
Do not use

mif you have kidney disease
mif you have ever had an allergic reaction to this

wrenge
N d en $ product or any of its ingredients or to an

® antihistamine containing cetirizine
® Ask a doctor before use if you have
m ever had trouble urinating or emptying your bladder

m take 5 mL once daily in the
children 6-11 evening

years of age ® do not take more than 5 mL
in 24 hours

) u take 2.5 mL once daily in the
children 2-5 evening

years of age u do not take more than 2.5 mL

in 24 hours
grden Under | g ot e @ ALLERGY 24HR ALLERGY 24HR Minen usingtis product
2 years of age " e h , X | drowsiness may occur
consumers wih \ € levoceirzine dihydrochloride oralsolution m avaid alcoholic dinks
- . u do not use il ' m alcohol, sedatives, and tranquilizers may increase
kidney disease v 2.5 mg/ Sl antihistaming SinesS ¢ y
Note: mL=milliliters m be careful when driving a motor vehicle or operating
machinery

Other information

m each 5 mL contains: sodium 3 mg

m store between 20° and 25°C (68° and 77°F)

m safety sealed: do not use if carton was opened or if
printed foil inner seal on bottle is torn or missing

Stop use and ask a doctor if
m you have trouble urinating or emptying your bladder

Dye Free - Alcohol Free 24HOUR RELIEF OF m an allergic reaction to this product occurs. Seek

medical help right away.

CSNEEZING
I tive i dient S RUNNY NOSE If pregnant or breast-feeding:
nacti VQ ”7.‘1’ e ,le” s, . . : u if breast-feeding: not recommended
flavor, glacial acetic acid, glycerin, malttol solution, | CITCHY NOSE OR THROAT m i pregnant: ask a health professional before use
methylparaben, propylparaben, purified wate, XY7AL | CITCHY, WATERY EYES Keep ot of reach of children,
saccharin sodium, sodium acetate trinydrate ALl gpay2aHR | In case of overdose, get medical help or contact a
Questions or comments? ~10mL— P Poison Control Center right away (1-800-222-1222).
call 1-800-633-1610 |~ s5mL — || i >
A ~—25mL— 4 | :
The trade dress of this Xyzal® package is subject N 5 ﬂ- OZ. Read directions and apmos

to trademark protection. : (1 48 mL) before use. Keep this carton.

Dist. By: Chattem, Inc., a Sanofi Company, osed O g up » nas important information
Chattanooga, TN 37409-0219 5m ( i

S Wash and let air dry after each use Tutti Frutti Flavor

UPC
FPO

| Area for LOT & EXP |

Reference ID: 4048999
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda
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NDC 41167-3530-1

XYZAL

ALLERGY 24HR
levocetirzine dihydrochloride oralsolution
2.5 mg/SmL antihistaming

24 HOUR  ©SNEEZING SITCHY NOSE OR THROAT
RELIEFOF  SRUNNY NOSE ¢ ITCHY, WATERY EYES

Tutti Frutti Flavor 51l. 0z (148 mL)

Active ingredient (in each 5 mL) Purpose
Levocetirizine dihydrochloride 2.5 mg........... Antihistamine
Uses temporarily relieves these symptoms due to hay
fever or other respiratory allergies: ® runny nose

W sneezing W itchy, watery eyes m itching of the nose or
throat Warnings Do not use m if you have kidney disease
u if you have ever had an allergic reaction to this product
or any of its ingredients or to an antihistamine containing
cetirizine Ask a doctor before use if you have m ever
had trouble urinating or emptying your bladder When
using this product m drowsiness may occur ® avoid
alcoholic drinks m alcohol, sedatives, and tranquilizers
may increase drowsiness ® be careful when driving a
motor vehicle or operating machinery Stop use and ask
a doctor if m you have trouble urinating or emptying your
bladder m an allergic reaction to this product occurs. Seek
medical help right away. 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 (1-800-222-1222).

» lcall 1-800-633-1610

Directions m use only with enclosed dosing cup
adults 65 years of age and older m ask a doctor
adults and children 12-64 years of age ® take 5 mL
or 10 mL once daily in the evening depending upon
severity of symptoms ® do not take more than 10 mL
in 24 hours children 6-11 years of age m take 5 mL
once daily in the evening ® do not take more than
5mL in 24 hours children 2-5 years of age

u take 2.5 mL once daily in the evening m do not take
more than 2.5 mL in 24 hours children under

2 years of age ® do not use consumers with

kidney disease ®m do not use Note: mL = milliliters
Other information m each 5 mL contains: sodium

3 mg m store between 20° and 25°C (68° and 77°F)
m safety sealed: do not use if carton was opened or if
printed foil inner seal on bottle is torn or missing
Inactive ingredients flavor, glacial acetic acid,
glycerin, maltitol solution, methylparaben,
propylparaben, purified water, saccharin sodium,

sodium acetate trihydrate
Questions or comments?

The trade dress of this Xyzal® package is subject to trademark protection.
Dist. By: Chattem, Inc., a Sanofi Company, Chattanooga, TN 37409-0219 ©2017

Origin: Canada
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda
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| XYZAL WASH AFTER USE
ALLERGY 24HR 5
— 100mL — T — 100mL —
| — 5mL — . — 5mL —
— == r= e vt sl fpdedslg—
| 1

Detailed rendering of dosing cup on next page
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

Xyzal Allergy 24 Hour Oral Solution Dosing Cup

Digital Rendering
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This label may not be the latest approved by FDA.

For current labeling information, please visit https://www.fda.gov/drugsatfda
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