CETIRIZINE HYDROCHLORIDE (HIVES RELIEF) - cetirizine hydrochloride tablet
Aurohealth LLC

Drug Facts

Active ingredient (in each tablet)

For 5 mg:
Cetirizine hydrochloride USP 5 mg
For 10 mg:

Cetirizine hydrochloride USP 10 mg

Purpose

Antihistamine

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:

trouble swallowing

dizziness or loss of consciousness
swelling of tongue

swelling in or around mouth
trouble speaking

drooling

wheezing or problems breathing

These symptoms may be signs of anaphylactic shock. This condition can be life
threatening if not 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. 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



e to prevent hives from any known cause such as:
e foods
¢ insect stings
e medicines
e 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.

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

Ask a doctor before use if you have

¢ liver or kidney disease. Your doctor should determine if you need a different dose.
¢ hives that are an unusual color, look bruised or blistered

¢ hives that do not itch

Ask a doctor or pharmacist before use if you are

taking tranquilizers or sedatives.

When using this product

e 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

e an allergic reaction to this product occurs. Seek medical help right away.
e symptoms do not improve after 3 days of treatment.

¢ the hives have lasted more than 6 weeks.

If pregnant or breast-feeding:
e if breast-feeding: not recommended
e 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
For 5 mg:

adults and children 6 years and over 1 to 2 tablets once daily depending upon severity of



symptoms; 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 liver or kidney disease ask a doctor
For 10 mg:
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 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

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

e TAMPER EVIDENT: DO NOT USE IF SEAL OVER BOTTLE OPENING IS BROKEN
OR MISSING.

Inactive ingredients

colloidal silicon dioxide, croscarmellose sodium, hypromellose, lactose monohydrate,
magnesium stearate, microcrystalline cellulose, polyethylene glycol, titanium dioxide

Questions?
call 1-855-274-4122

Important: Read all product information before using. Keep this carton for
important information.

Distributed by:

AUROHEALTH LLC

279 Princeton-Hightstown Road
East Windsor, NJ 08520

PACKAGE LABEL-PRINCIPAL DISPLAY PANEL - 5 mg (30's Tablet Container
Carton Label)

AUROHEALTH
NDC 58602-446-09

*Compare to the active
ingredient of Zyrtec®

HIVES RELIEF
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Important: Read all product information before using.
Keep this carton for important information.
Distributed by:

AUROHEALTH LLC

279 Princeton-Hightstown Road

East Win . NJ 08520
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Drug Facis (continuad)

Active ngredient (In each lablet) Purpose

USP5mg.............. Antihistaming

Uses reduces hives and relisves fiching due to hives (urticaria).
This product will pat prevent hives or an allergic skin reaction
from oceurring.

Ask a doctor or st before wse if you are taking
franquilizers or ssdatives,

When using this prodwet m drowsiness may cocur m avoid
alechalic drinks w alcohol, sedatives, and tranquilizers
ineresse drowsiness m be careful when driving a matar vel
of operating machinery

]

S Wl
Sewere Al Waming: Get emergency help immediately if you
have hlma.llnrﬂ;h:ﬂh any of the following symptoms: m trouble
swallowing m ness or loss of conscioueness m swelling of
tongue m swelling in oraround mouth w trouble 2peaking
" dmnllng ] uhaazlng of problems bresthing

it] may be signs of anaphylactic shock.
Tth um::rILJ nhuan bn life threatening Gr;uttmiedﬂh{;] hn:lth
riafess| mediatel ms of ana 0
gnwruhan hhl&sﬂrstip%mrpl?;m a few hpnruyrs later. o
Het a Substitute for Epinephrine. i your doctor has prescribed
an epinephring injector for “anaphylois® or severs dlergy symptoms
that could ncour with your hives, never use this product as a substibe
for the epinephiine injectur, If you have been prescribed an epinephiing
injectar, you should camy it with you at all times.
Do not use w to prevent hives from amy known cavsa such as:
u foods minsed stings m medicines = latex or rubker gloves
becawse this product will not stop hives from occurring. Avaiding
the causa of your hives is the anly way to prevent them. Hives can
sometimes be szrious, F you do not know the causs of your hives,
see your doctor for a medical exam. Your doctor may be able
to hielp you find a cause. m if you have ever had an allergic
reaction to this product or any of its ingredients or to an
antihistamine containing hydmeyzine.

Stop use and ask a doctor if m an alkergic reaction to this
praduct cccurs. Sesk medical help right away. m symptoms do
nat improve after 3 [ﬂ.i;lsvzlﬂmalmnnl1 m the hives have lasted
more than 6 weeks

If pregnant o breast-feeding: m If breast-fesding: not
rm:nmrnandad u if pmgnant azk a health professional befare

uzz. Keep out of reach of children. In case of overdose, gt
medical help ar contact a Polson Gontrol Center right asay.
[1-800-222-1222]

Directions
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110 2 tablets once daily depending upon
severity of symptoms: do not take more
than 2 tablets in 24 hours.

1 tablet once a day: do not take more than
1 tablet in 24 hours.
ask a doctor

ask a doctor

Ask a doctor before use if you have w liver or kidney disease,
Your dector shauld determine if you nesd a different doss,
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Questions? call 4-855-274-4122

PACKAGE LABEL-PRINCIPAL DISPLAY PANEL - 10 mg (30's Tablet Container

Carton Label)
AUROHEALTH

NDC 58602-447-09

*Compare to the active
ingredient of Zyrtec®

HIVES RELIEF
Cetirizine Hydrochloride Tablets USP 10 mg

Antihistamine
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24 Hour relief Reduces
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Tablets Reduces Itching
10 mg each Actual Size Due to Hives
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PACKAGE LABEL-PRINCIPAL DISPLAY PANEL - 10 mg (10 x 10 Blister Carton

Label)
AUROHEALTH
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*Compare to the active
ingredient of Zyrtec®

HIVES RELIEF

Cetirizine Hydrochloride Tablets USP 10 mg

Antihistamine
Original Prescription Strength

HIVES RELIEF
24 Hour relief Reduces
Hives

100 Tablets
(10x10 Unit-dose)
10 mg each Actual Size

Reduces Itching
Due to Hives
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Important: Read all product infarmation before using.
Keep this carton fer impartant information.
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Drug Facts (continued)

Aclive Ingredient
Getlmrlehgemm

1588 reduces hives and rnlham Ihd1lng due to hives [urtlr.amj.
This preduct will nat prevent hives ar an allengic skin reaction
from uunun1ng

Ask a doctor or pharmacist before use if you are taking
trancuilizers ar sadatives.

‘When using this product » drowsiness may occur = avoid
dleohalie drinks w aleohal, sedatives, and franquilizers
incresse drowsingss m be careful when driving a motor ve
or operating machinery

iicle

Slmﬂ ‘il'xllg: Gstumarﬁmu[y help immediately if you
hawe hives along with any of the following symptoms = trouble
swallowing m dlzdnnss or less of consciouzness m swelling of
tongue w swelling in or arsund mouth = trouble speaking

w drooling w wheezing or problems bresthin

These symptoms may be signs of anaphylactic shock.

This condition can be life threatening if not treated by a health
professional immediately. Symptoms of anaphylacti: shock may
oceur when hives first appear or up to a few hours later.

Hot a awr:mﬁfo“*m rflywrdmmr;ln.s prescribed
an epingphiring injactor for “an 57 O SEVErs symploms
matBEmJ unnurimymrhwﬂﬁ use this pmdw:t'gaa.bstwte
for the epinephiing injector. If you have been prescribed an epirephrine
irjectar, you should camy it with you at all times.

Stop use and ask a doctor if w an allkrgic reaction to this

dut oceurs, Sesk medical help right away, m 5 di
ﬁﬁ improve after 3 days uft'min'llaang ] th?hﬁﬂﬂmhsted
more than 6 weeks
If pregnant or breast-feeding: = If breast-fesding: not
recommended m if pregnant: azk a health professioral before
uza, Keep out of reach of children. In case of overdose, get
medical help or contact a Polson Control Center right asay.
[1-800-222-1222]

Directions
adults and children

‘one 10 my tablet eate dxly; do not take moee than
mu1l:|l1g'd:lunmm A5 mg product may
e appropriate for less severe sympioms.

Dia not use w to prewent hives from any known causs such as:

= foods m insed stings m medicines = latex or rubker gloves
because this product will not stop hives from cccurring. Avaiding
the causs of your hives ks the anly way to prevent them. Hives can
sometimes be serious, Fyou do not know the causs of your hives,
see your doctor for a medical exam. Your doctor may be ablke
to help {qﬂu find a cause. m if you have ever had an allergic
reaction to this product or any of its ingredients or ta an
antihistamine comtaining hydraeyzine,

Ask a doctor before neiir- have m liver or kidney dissase,
Your dector should determine if you need a different dosa

w hives that are an unuzual color, lack bruissd or blistered

m hives that do not ich

Drug Facts (continuad)

Inactive ingredients
calloadal silican dioxide, l:msurrleﬂum sodiem, hypromelose,
lactose m | ;

ask a doctor

ask a doctor

ask a doctor

Other information

u stare between 20° to 25°C (88° 0 77°F)

= TAMPER EVIDENT: DO NOT USE IF BLISTER UNIT IS BROKEN
OR TORM >

This unit-dose package is child resistant.
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CETIRIZINE HYDROCHLORIDE (HIVES RELIEF)

cetirizine hydrochloride tablet

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:58602-446

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CETIRIZINE HYDROCHLORIDE (UNIIl: 640047KTOA) (CETIRIZINE - CETIRIZINE 5m
UNII:-YO7261ME24) HYDROCHLORIDE 9

Inactive Ingredients

Ingredient Name Strength
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
CROSCARMELLOSE SODIUM (UNIl: M280L1HH48)
HYPROMELLOSE 2910 (5 MPA.S) (UNIl: R75537T0T4)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNIIl: 70097M6130)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL 400 (UNIl: B697894SGQ)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color WHITE (White to Off-white) Score no score
Shape ROUND Size 6mm
Flavor Imprint Code X;35
Contains
Packaging
# Item Code Package Description el e Ll 20
Date Date
NDC:58602- :
1 446-09 1in 1 CARTON 08/05/2015
1 30 in 1 BOTTLE; Type 0: Not a Combination Product
NDC:58602- .
2 446-17 1in 1 CARTON 08/05/2015
2 45 in 1 BOTTLE; Type 0: Not a Combination Product
NDC:58602- 75 in 1 PACKAGE, COMBINATION; Type 0: Not a
& 446-47 Combination Product CR RS ZHLS
a 2‘5&;{’18602‘ 1000 in 1 BOTTLE; Type 0: Not a Combination Product 08/05/2015
NDC:58602- .
5 446-21 10 in 1 CARTON 08/05/2015
5 10 in 1 BLISTER PACK; Type 0: Not a Combination

Product



Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA090760 08/05/2015
CETIRIZINE HYDROCHLORIDE (HIVES RELIEF)
cetirizine hydrochloride tablet
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:58602-447

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

CETIRIZINE HYDROCHLORIDE (UNIl: 640047KTOA) (CETIRIZINE -
UNII:YO7261ME24)

Inactive Ingredients

Ingredient Name
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
CROSCARMELLOSE SODIUM (UNIl: M280L1HH48)
HYPROMELLOSE 2910 (5 MPA.S) (UNIl: R75537T0T4)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNII: 70097M6130)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL 400 (UNIl: B6978945GQ)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color WHITE (White to Off-white)

Shape ROUND

Flavor

Contains

Packaging

# Item Code Package Description
NDC:58602- .

1 447-09 1in 1 CARTON

1 30 in 1 BOTTLE; Type 0: Not a Combination Product
NDC:58602- .

2 447-17 1in 1 CARTON

2 45 in 1 BOTTLE; Type 0: Not a Combination Product

3 NDC:58602- 75 in 1 PACKAGE, COMBINATION; Type 0: Not a
447-47 Combination Product

NDC:58602-
447-41

Basis of Strength Strength

CETIRIZINE
HYDROCHLORIDE 10 mg
Strength
Score no score
Size 8mm
Imprint Code X;36

Marketing Start Marketing End
Date Date

08/05/2015

08/05/2015

08/05/2015

1000 in 1 BOTTLE; Type 0: Not a Combination Product 08/05/2015



5 Jar o V4" 10in 1 CARTON 08/05/2015

10 in 1 BLISTER PACK; Type 0: Not a Combination

2 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA090760 08/05/2015

CETIRIZINE HYDROCHLORIDE (HIVES RELIEF)

cetirizine hydrochloride tablet

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:58602-813

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CETIRIZINE HYDROCHLORIDE (UNIIl: 640047KTOA) (CETIRIZINE - CETIRIZINE 10m
UNII:-YO7261ME24) HYDROCHLORIDE 9

Inactive Ingredients
Ingredient Name Strength
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
CROSCARMELLOSE SODIUM (UNII: M280OL1HH48)
HYPROMELLOSE 2910 (5 MPA.S) (UNIl: R75537T0T4)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNII: 70097M6130)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL 400 (UNIi: B697894SGQ)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color WHITE (White to Off-white) Score 2 pieces
Shape RECTANGLE (off-rectangular) Size 9mm
Flavor Imprint Code X;2;0
Contains
Packaging
# Item Code Package Description Ll e L ) 20
Date Date
NDC:58602- :
1 813.00 1in 1 CARTON 08/05/2015
1 30 in 1 BOTTLE; Type 0: Not a Combination Product
NDC:58602- .
2 813-17 1in 1 CARTON 08/05/2015

2 45 in 1 BOTTLE; Type 0: Not a Combination Product



NDC:58602- 75 in 1 PACKAGE, COMBINATION; Type 0: Not a 08/05/2015

c 813-99 Combination Product

NDC:58602- .
4 813.23 1in 1 CARTON 08/05/2015
4 120 in 1 BOTTLE; Type 0: Not a Combination Product

NDC:58602- .
5 813.39 1in 1 CARTON 08/05/2015
5 365 in 1 BOTTLE; Type 0: Not a Combination Product

6 g?gflseoz- 1000 in 1 BOTTLE; Type 0: Not a Combination Product 08/05/2015

7 NDC:58602- 14, 1 CARTON; Type 0: Not a Combination Product  08/05/2015

813-04
NDC:58602- 10 in 1 BLISTER PACK; Type 0: Not a Combination
8 81383 Product 08/05/2015

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA090760 08/05/2015

Labeler - aurohealth LLC (078728447)

Establishment

Name Address ID/FEI Business Operations
APL HEALTHCARE 650844777 ANALYSIS(58602-446, 58602-447, 58602-813) , MANUFACTURE(58602-446,
LIMITED 58602-447, 58602-813)
Establishment

Name Address ID/FEI Business Operations
Aurobindo Pharma 918917642 ANALYSIS(58602-446, 58602-447, 58602-813) , MANUFACTURE(58602-446,
Limited 58602-447, 58602-813)

Revised: 2/2025 Aurohealth LLC
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