CETIRIZINE HYDROCHLORIDE TABLETS, 5 MG - cetirizine hydrochloride tablet
CETIRIZINE HYDROCHLORIDE TABLETS, 10 MG - cetirizine

hydrochloride tablet

CETIRIZINE HYDROCHLORIDE TABLETS, 10 MG (OVAL SHAPE) - cetirizine
hydrochloride tablet

MARKSANS PHARMA LIMITED

Allergy Relief
Cetirizine Hydrochloride Tablets USP, 5 mg and 10 mg

Active ingredient (in each tablet)
For 5 mg:
Cetirizine HCIUSP 5 mg

For 10 mg:
Cetirizine HCIUSP 10 mg

For 10 mg (Oval Shape):
Cetirizine HCIUSP 10 mg

Purpose

Antihistamine

Uses

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

runny nose

sneezing

itchy, watery eyes

itching of the nose or throat

Warnings

Do not use 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.

Ask a doctor or pharmacist before use if you are taking tranquilizers or
sedatives.



When using this product

e drowsiness may occur

e avoid alcoholic drinks

e alcohol, sedatives, and tranquilizers may increase drowsiness
e 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
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 1 tablet (5 mqg) or 2 tablets (10 mg) once daily depending upon
children 6 years severity of symptoms; do not take more than 2 tablets (10 mg) in
and over 24 hours

adults 65 years 1 tablet (5 mg) once daily; do not take more than 1 tablet (5 mq) in
and over 24 hours.

children under 6
years of age
consumers with

ask a doctor

liver or kidney ask a doctor

disease

For 10 mg:

adults and one 10 mg tablet once daily; do not take more than one 10 mg

children 6 years tabletin 24 hours. A 5 mg product may be appropriate for less
and over severe symptoms.

adults 65 years
and over
children under 6
years of age

ask a doctor

ask a doctor



consumers with
liver or kidney ask a doctor
disease

Other information

estore between 20° to 25°C (68° to 77°F)
*do not use if foil seal under cap is broken or missing

Inactive ingredients

corn starch, hypromellose, lactose monohydrate, magnesium stearate, polyethylene
glycol, povidone, titanium dioxide

Questions or comments? Call 1-877-376-4271
(weekdays 9 AM to 5 PM)

PRINCIPAL DISPLAY PANEL

NDC 25000-219-03
Cetirizine Hydrochloride Tablets USP, 5 mg
30s count bottle label



NDC 25000-219-03

Original Prescription Strength
Allergy

cetmzme Hydrochlonde Tablets USP, (G mg

24 Reliet of

Activeingredient (in each tablet) Purpose
Cetirizing HCI 5 MQ....ucvuieeeeereecceeteeeeeee et Antihistamine
Uses temporarily relieves these symptoms due to hay fever or other
upper respiratory allergies: = runny nose = sneezing m itchy,
watery eyes m itching of the nose or throat IWarnings Do notuse

'“d‘“" & 0““’““' Riing Noss if you have ever had an allergic reaction to this product or any of its
Allergies i ) ingredients or to an antihistamine containing hydroxyzine. Ask a
or Nose doctor before use if you have liver or kidney disease. Your doctor 9
" 5 &5
o | i oc

should determine if you need a different
dose. Ask a doctor or pharmacist before
use if you are taking tranquilizers or
sedatives. When using this product
m drowsiness may occur m avoid
alcoholic drinks m alcohol, sedatives, and
tranquilizers may increase drowsiness
m be careful when driving a motor vehicle
or operating machinery. Stop use and asl:

a doctor if 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) Directianf

adults and children 6 years and over:
1 tablet (5 mg) or 2 tablets (10 mg) once
daily depending upon severity of
symptoms; do not take more than 2 tablets
(10 mg) in 24 hours. adults 65 years and
over: 1tablet (5 mg) once daily; do not take
more than 1 tablet (5 mg) in 24 hours.
children under 6 years of age: ask a
doctor. consumers with liver or kidney

)

disease: ask a doctor. Other
information w store between 200 to
259G (68° to 779F) m Do not use if foil
seal under cap is broken or missing.
Inactive ingredients lactose
monohydrate, corn starch, povidone,
magnesium stearate, hypromellose,
polyethylene glycol, titanium dioxid(i

Questions? Call at 1-877-376-4271

Manufactured for:

Time-Cap Labs, Inc.

7 Michael Avenue, Farmingdale,
NY 11735, USA

Manufactured by:
Marksans Pharma Ltd.
Plot No. L-82, L-83, Verna Indl. Estate,

Verna, Goa - 403722, India.
Mfg. Lic. No. : GO/DRUGS/515

-

NDC 25000-219-03
Cetirizine Hydrochloride Tablets USP, 5 mg
30s count carton label
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IMPORTANT: READ ALL PRODUCT

NDC 25000-219-08

Time-Cap Labs, Inc.
7 Michael Avenue, Farmingdale,
NY 11735, USA

by:

Cetirizine Hydrochloride Tablets USP, 5 mg

100s count bottle label

Marksans Pharma Ltd.

Plot No. L-82, L-83,

Verna Indl. Estate,

Verna, Goa - 403722, India.

Mfg. Lic. No. : GO/DRUGS/515
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Drug Facts (Continued Drug Facts (Continued) 2
g Facts ( ) kil J 8 - N INFORMATION BEFORE USE.
m be careful when driving a motor vehicle or operating = Do not use if foil seal under cap is broken or missing. f E 72 REFER CARTON FOR COMPLETE INFORMATION
machinery. 8 2
Inactive ingredients |actose monohydrate, corn starch, ,‘% ey % Drug Facts
Stop use and ask a doctor if an allergic reaction to this povidone, ium stearate, = - v L N N
product occurs. Seek medical help right away. glycol, titanium dioxide = oy Active ingredient (in each tablet) Purpose
5 Q. Cetirizine HCI 5 mg. ihistami
If pregnant or breast-feeding: Questions? S <D
 if breast-feeding: not recommended Call at 1-877-376-4271 = - 2 Uses
w if pregnant: ask a health professional before use. % [T 2 g P 1y relieves th toms due 1o hay th
Keep out of reach of children. In case of overdose, get "This product is not manufactured or distributed by Johnson ) b I 5 :ms;]:;l )grra(:ulevzs"ereis:s.symp i
medical help or contact a Poison Control Center right away. & Johnson Consumer Inc., McNeil Consumer Healthcare f & 2 2w "E runn;) nﬂs;y gos:
(1-800-222-1222) Division, distributor of Zyriec® Tablets. = = 5 22 £s u sneezing
gy g .“ s £ u itchy, watery eyes
irections 3 LeEZ2 m itching of the nose or throat
= gs2l2 -
adults and 1 tablet (5 mg) or 2 tablets (10 mg) = - — .. Warnings
children 6 once daily depending upon severity of = g q - = Do not use if you have ever had an allergic reaction to this
years and symptoms; do not take more than 2 g — g = product or any of its ingredients or to an antihistamine
over tablets (10 mg) in 24 hours - == N.: 2 containing hydroxyzine.
«» Qe 2
adults 65 years | 1 tablet (5 mg) once daily; do not take g Ty f Ask a doctor before use if you have liver or kidney disease.
and over more than 1 tablet (5 mg) in 24 hours. = e — - 5 Your doctor should determine if you need a different dose.
= Y = £
children under | ask a doctor 8 B = 2 - = Ask a doctor or pharmacist before use if you are taking
6 years of age & 2 [T -E S = tranquilizers or sedatives.
- & = o 2
f_“"s"'“:_': with | ask a doctor S o = S o3 @552 When using this product
Ivar or kidnay S = >N » ] 5 w drowsiness may occur
disease 2 & D am == 2 . ic dri
uN> E = wam = © E = w avoid alcoholic drinks
Other information o D2 'g - .g (] 3 u alcohol, sedatives, and tranquilizers may increase
a t = = 2 drowsiness
m store between 20° to 25°C (68° to 77°F) Z o< QO < E= ’ »
Manufactured for:




NDC 25000-219-08

Original Prescription Strength
Allergy

cetmzme Hydrochlonde Tablets USP, (§mg

24 Reliet of

Activeingredient (in each tablet) Purpose
Cetirizing HCI 5 MQ....ucvuieeeeieeceeeetceeeee et Antihistamine
Uses temporarily relieves these symptoms due to hay fever or other
upper respiratory allergies: = runny nose = sneezing m itchy,
watery eyes m itching of the nose or throat IWarnings Do notuse

'“d‘“" & 0““’““' Riing Noss if you have ever had an allergic reaction to this product or any of its
Allergies o e ingredients or to an antihistamine containing hydroxyzine. Ask a
or Nose doctor before use if you have liver or kidney disease. Your doctor 9
' 5 &85
AU
/

should determine if you need a different
dose. Ask a doctor or pharmacist before
use if you are taking tranquilizers or
sedatives. When using this product
m drowsiness may occur m avoid
alcoholic drinks m alcohol, sedatives, and
tranquilizers may increase drowsiness
m be careful when driving a motor vehicle
or operating machinery. Stop use and asl:

a doctor if 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) Directianf

adults and children 6 years and over:
1 tablet (5 mg) or 2 tablets (10 mg) once
daily depending upon severity of
symptoms; do not take more than 2 tablets
(10 mg) in 24 hours. adults 65 years and
over: 1tablet (5 mg) once daily; do not take
more than 1 tablet (5 mg) in 24 hours.
children under 6 years of age: ask a
doctor. consumers with liver or kidney

)

-

disease: ask a doctor. Other
information w store between 20° to
259G (68° to 779F) m Do not use if foil
seal under cap is broken or missing.
Inactive ingredients lactose
monohydrate, corn starch, povidone,
magnesium stearate, hypromellose,
polyethylene glycol, titanium dioxid(i

Questions? Call at 1-877-376-4271

Manufactured for:

Time-Cap Labs, Inc.

7 Michael Avenue, Farmingdale,
NY 11735, USA

Manufactured by:
Marksans Pharma Ltd.
Plot No. L-82, L-83, Verna Indl. Estate,

Verna, Goa - 403722, India.
Mfg. Lic. No. : GO/DRUGS/515

NDC 25000-219-08
Cetirizine Hydrochloride Tablets USP, 5 mg
100s count carton label
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Drug Facts (Continued; Drug Facts (Continued) B IMPORTANT: READ ALL PRODUCT
g ( ) g ( ) = V) . INFORMATION BEFORE USE.
m be careful when driving a motor vehicle or operating = Do not use if foil seal under cap is broken or missing. f E 2 REFER CARTON FOR COMPLETE INFORMATION
machinery. 8 2
Inactive ingredients lactose monohydrate, corn starch, ,‘% e @ Drug Facts
Stop use and ask a doctor if an allergic reaction to this povidone, ium stearate, = - v L N N
product occurs. Seek medical help right away. glycol, titanium dioxide = oy = Active ingredient (in each tablet) Purpose
= Q. Cetirizine HCI 5 mg. ihistami
If pregnant or breast-feeding: Questions? = D
w if breast-feeding: not recommended Call at 1-877-376-4271 = - 3 Uses
w if pregnant: ask a health professional before use. = [ 82 p Jly relieves th toms due to hay f i
Keep out of reach of children. In case of overdose, get 'This product is not manufactured or distributed by Johnson = b g b n: |eves" oo SYmPpIoMS.Caa 10 ay.Jevsr of otfar
medical help or contact a Poison Control Center right away. & Johnson Consumer Inc., McNeil Consumer Healthcare = (- T P 2 upge:ur::pllzaﬂggy allergies:
g = ——
(1-800-222-1222) Division, distributor of Zyrtec® Tablets. = = —3 "6 m§ % § - sneeiing
Directi é 'L‘ 5 5 >.3“ £ w itchy, watery eyes
irections S 2LeEZ2 w itching of the nose or throat
= gs22E
adults and 1 tablet (5 mg) or 2 tablets (10 mg) = -— .. Warnings
children 6 once daily depending upon severity of = g q . = Do not use if you have ever had an allergic reaction to this
years and symptoms; do not take more than 2 g — g = product or any of its ingredients or to an antihistamine
over tablets (10 mg) in 24 hours - L —] N.: i containing hydroxyzine.
@ S 2
adults 65 years | 1 tablet (5 mg) once daily; do not take g E f Ask a doctor before use if you have liver or kidney disease.
and over more than 1 tablet (5 mg) in 24 hours. = e — A 5 Your doctor should determine if you need a different dose.
=% =S =] =
children under | ask a doctor - = 25 H Ask a doctor or pharmacist before use if you are taking
6 years of age & g a -E S = tranquilizers or sedatives.
- bl ~ (=) 2
consumers with | ask a doctor & .E s o s When using this product
"!"" or kidney g © ; -': R 3 _"_-" s = drowsiness may occur
disease L £ = .‘: = E E § m avoid alcoholic drinks
Other information o D2 'g - .g (] 3 u alcohol, sedatives, and tranquilizers may increase
a T = = 2 drowsiness
 store between 20° to 25°C (68° to 77°F) » - zZ o< QO < E= . »
Manufactured for:
Time-Cap Labs, Inc.
7 Michael Avenue, Farmingdale,
NY 11735, USA
by: K
Marksans Pharma Ltd.
Plot No. L-82, L-83,
Verna Indl. Estate,
Verna, Goa - 403722, India.
F
3
Mig. Lic. No. : GO/DRUGS/515 B
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NDC 25000-219-14

Original Prescription Strength
Allergy

Cetirizine Hydrochloride Tablets USP, (§mg"

Antihistamine
Indoor & Outdoor
Allergies

THIS PACKAGE FOR HOUSEHOLDS
WITHOUT YOUNG CHILDREN

Relief of

¢ Sneezing

(24

Take 1 to 2 tablets* once daily depending on the )

severity of your symptoms
*Adults 65 and older take only one tablet per day

fOUr . Runny Nose
e Itchy, Watery Eyes
o ltchy Throat or Nose

Compare to the active ingredient in Zyrtec® Tablets'

= o
o ><
— L
Mg
Actual Size
N

R27/23

IMPORTANT: READ ALL PRODUCT
INFORMATION BEFORE USE.

Drug Facts

Drug Facts (Continued)

Active ingredient (in each tablet)
Cetirizine HCI 5 mg

Purpose
Antihistamine

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

W runny nose

m Sneezing

m itchy, watery eyes

m itching of the nose or throat

When using this product

m drowsiness may occur

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

Warnings
Do not use if you have ever had an allergic reaction to this product or any of
itsingredients or to an antihistamine containing hydroxyzine.

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
contacta Poison Control Center right away. (1-800-222-1222)

Directions

Ask a doctor before use if you have liver or kidney disease. Your doctor
should determine if you need a different dose.

adults and children
6 years and over

1 tablet (5 mg) or 2 tablets (10 mg) once daily
depending upon severity of symptoms; do not
take more than 2 tablets (10 mg) in 24 hours

Ask a doctor or pharmacist before use if you are taking tranquilizers or
sedatives. »

adults 65 years
and over

1 tablet (5 mg) once daily; do not take more
than 1 tablet (5 mg) in 24 hours. »

o

_/

I Drug Facts (Continued)

I Drug Facts (Continued)



children under ask a doctor
6 years of age

consumers with liver ask a doctor
or kidney disease

Other information
m store between 200 to 25°C (68°to 77°F)
m Donotuse iffoil seal under cap is broken or missing.

Inactive ingredients lactose monohydrate, corn starch, povidone,
magnesium stearate, hypromellose, polyethylene glycol, titanium dioxide

Questions?
Call at 1-877-376-4271

This product is not manufactured or distributed by Johnson & Johnson
Gonsumer Inc., McNeil Consumer Healthcare Division, distributor of
Zyrtec® Tablets.

Manufactured for:

Time-Cap Labs, Inc.

7 Michael Avenue, Farmingdale,
NY 11735, USA

Manufactured by:
Marksans Pharma Ltd.

Plot No. L-82, L-83,

Verna Indl. Estate,

Verna, Goa - 403722, India.

Mfg. Lic. No. : GO/DRUGS/515

\_

NDC 25000-220-03
Cetirizine Hydrochloride Tablets USP, 10 mg

30s count bottle label




NDC 25000-220-03

Original Prescription Strength

Allergy

Cetirizine Hydrochloride Tablets USP, 10mg

Antihistamine
Indoor & Outdoor
Allergies

(\ Relief of
« Sneezing
ROUr . Runny Nose
« ltchy, Watery Eyes
« ltchy Throat
or Nose

30 Tablets)

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

upper respiratory allergies: m runny

Uses temporarily relleves these symptoms due to hay fever or other

watery eyes w itching of the nose or throat Warnings Do not use
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

Purpose
....Antihistamine

nose m sneezing m itchy,

i
- &
' 5 % 2
= W o

should determine if you need a different
dose. Ask a doctor or pharmacist before
use if you are taking tranquilizers or
sedatives. When using this product
m drowsiness may occur m avoid
alcoholic drinks m alcohol, sedatives, and
tranquilizers may increase drowsiness
m be careful when driving a motor vehicle
or operating machinery. Stop use and asl:

a doctor if 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) Direcﬁanf

Adults and children 6 years and over:
one 10 mgq tablet once daily; do not take
more than one 10 mg tabletin 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 w store betweer:

20°to 25°C (68°to 77°F) m Do not use if
foil seal under cap is broken or missing.
Inactive ingredients lactose
monohydrate, corn starch, povidone,
magnesium stearate, hypromellose,
polyethylene glycol, titanium dioxide
Questions? Call at 1-877-376-4271

Manufactured for:

Time-Cap Labs, Inc.

7 Michael Avenue, Farmingdale,
NY 11735, USA

Manufactured by:

Marksans Pharma Ltd.

Plot No. L-82, L-83, Verna Indl. Estate,
Verna, Goa - 403722, India.

Mfg. Lic. No. : GO/DRUGS/515

NDC 25000-220-03
Cetirizine Hydrochloride Tablets USP, 10 mg

30s count carton label
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IMPORTANT: READ ALL PRODUCT

NDC 25000-220-08

Time-Cap Labs, Inc.
7 Michael Avenue, Farmingdale,
NY 11735, USA

by:

Cetirizine Hydrochloride Tablets USP, 10 mg

100s count bottle label

Marksans Pharma Ltd.

Plot No. L-82, L-83,

Verna Indl. Estate,

Verna, Goa - 403722, India.

Mfg. Lic. No. : GO/DRUGS/515
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Drug Facts (Continued) Drug Facts (Continued) z 2
g Facis oS | J g = . INFORMATION BEFORE USE.
m be careful when driving a motor vehicle or operating = Do not use if foil seal under cap is broken or missing. f E 2 = REFER CARTON FOR COMPLETE INFORMATION
machinery. 8 2
Inactive ingredients |actose monohydrate, corn starch, ,‘% E % Drug Facls
Stop use and ask a doctor if an allergic reaction to this povidone, ium stearate, = - - -
product occurs. Seek medical help right away. glycol, titanium dioxide = Active ingredient (in each tablet) Purpose
= Cetirizing HCI 10 mg. ihistami
If pregnant or breast-feeding: Questions? S n:‘
 if breast-feeding: not recommended Call at 1-877-376-4271 ‘@ < 2
u if pregnant: ask a health professional before use. % = g'>’. g gﬁ;rarily relieves these symptoms due to hay fever or other
Keep out of reach of children. In case of overdose, get "This product is not manufactured or distributed by Johnson = 'y upper respiratory allergies:
medical help or contact a Poison Control Center right away. & Johnson Consumer Inc., McNeil Consumer Healthcare = .& 2 E = ' runny nose
(1-800-222-1222) Division, distribulor of Zyrtec® Tablets. S D 5888 u sneezing
=4 = JE£I=£ itchy, wa
— N > u itchy, watery eyes
Directions 5 ':‘ Qg E 2z w itching of the nose or throat
< PR
Adults and one 10 mg tablet once daily; do not take = % ..o Warnings
children 6 more than one 10 mg tablet in 2_4 hours. = - — q . Do not use if you have ever had an allergic reaction to this
years and A 5 mg product may be appropriate for g ‘s g product or any of its ingredients or to an antihistamine
over less severe symptoms. = — N.: containing hydroxyzine.
(] 'E
Adults 65 years | ask a doctor g [ Ask a doctor before use if you have liver or kidney disease.
and over = E . Your doctor should determine if you need a different dose.
= [}
Children under | aska doctor 3 E s‘ a:" .g Ask a doctor or pharmacist before use if you are taking
6 years of age S g -E -5 tranquilizers or sedatives.
I -t
" &N o P
ﬁ::::l:;n:n:;m ask a doctor & o - .s 2 1 » When using this product
disease S ® B SN - 2 = drowsiness may occur
L £ = A = avoid alcoholic drinks
, . - D ® L — = w alcohol, sedatives, and tranquilizers may increase
Other information 8 ES= D =EB= drowsiness
m store between 20° to 25°C (68° to 77°F) = o < E= »
Manufactured for:




NDC 25000-220-08

Original Prescription Strength

Allergy

Cetirizine Hydrochloride Tablets USP, 10mg

Antihistamine
Indoor & Outdoor
Allergies

(\ Relief of
« Sneezing
ROUr . Runny Nose
« ltchy, Watery Eyes
« ltchy Throat
or Nose

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

upper respiratory allergies: m runny

Uses temporarily relleves these symptoms due to hay fever or other

watery eyes w itching of the nose or throat Warnings Do not use
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

Purpose
....Antihistamine

nose m sneezing m itchy,

i
- &
' 5 % 2
= W o

should determine if you need a different
dose. Ask a doctor or pharmacist before
use if you are taking tranquilizers or
sedatives. When using this product
m drowsiness may occur m avoid
alcoholic drinks m alcohol, sedatives, and
tranquilizers may increase drowsiness
m be careful when driving a motor vehicle
or operating machinery. Stop use and asl:

a doctor if 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) Direcﬁanf

Adults and children 6 years and over:
one 10 mgq tablet once daily; do not take
more than one 10 mg tabletin 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 w store betweer:

20°t0 25°C (68°to 77°F) m Do notuse if
foil seal under cap is broken or missing.
Inactive ingredients lactose
monohydrate, corn starch, povidone,
magnesium stearate, hypromellose,
polyethylene glycol, titanium dioxide
Questions? Call at 1-877-376-4271

Manufactured for:

Time-Cap Labs, Inc.

7 Michael Avenue, Farmingdale,
NY 11735, USA

Manufactured by:

Marksans Pharma Ltd.

Plot No. L-82, L-83, Verna Indl. Estate,
Verna, Goa - 403722, India.

Mfg. Lic. No. : GO/DRUGS/515

NDC 25000-220-08

Cetirizine Hydrochloride Tablets USP, 10 mg

100s count carton label
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Drug Faets (Continued)

Drug Facts (Continued)

m be careful when driving a motor vehicle or operating
machinery.

u Do not use if foil seal under cap is broken or missing.

Stop use and ask a doctor if an allergic reaction to this
product occurs. Seek medical help right away.

Inactive ingredients |actose monohydrate, corn starch,
povidone, ium stearate,
glycol, titanium dioxide

If pregnant or breast-feeding:

Questions?

Compare to the active ingredient in Zyrtec® Tablets"

E

IMPORTANT: READ ALL PRODUCT

INFORMATION BEFORE USE.
REFER CARTON FOR COMPLETE INFORMATION

Drug Facts

Active ingredient (in each tablet)

Purpose
Cetirizine HCI 10 mg o

NDC 25000-220-14

Time-Cap Labs, Inc.
7 Michael Avenue, Farmingdale,
NY 11735, USA

by:

Cetirizine Hydrochloride Tablets USP, 10 mg

1000s count bottle label

Marksans Pharma Ltd.

Plot No. L-82, L-83,

Verna Indl. Estate,

Verna, Goa - 403722, India.

Mfg. Lic. No. : GO/DRUGS/515
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D
 if breast-feeding: not recommended Call at 1-877-376-4271 - 3 Uses
m if pregnant: ask a health professional before use. [T 2 g P ily reli th t due fo hay i th
Keep out of reach of children. In case of overdose, get "This produet is not manufactured or distributed by Johnson g o 5 :mg?:g )grrat:ulerwl:s"weis:s.symp O CIE10 Ry Sever ar giar
medical help or contact a Poison Control Center right away. & Johnson Consumer Inc., McNeil Consumer Healtheare 2 P B e ige | s
(1-800-222-1222) Division, distributor of Zyrtec® Tablets. - .88 8 J
o g!z S E m sneezing
gy .“ %5 == u itchy, watery eyes
irections 2LeEZ2 m itching of the nose or throat
- = gs22E -
Adults and one 10 mg tablet once daily; do not take = - — ... Warnings
children 6 more than one 10 mg tablet in 2_4 hours. gﬂ g q . Do not use if you have ever had an allergic reaction to this
years and A 5 mg product may be appropriate for > — g product or any of its ingredients or to an antihistamine
over less severe symptoms. = -=Q c u.: containing hydroxyzine.
(7]
Adults 65 years | aska doctor g P, Ask a doctor before use if you have liver or kidney disease.
and over = . — . Your doctor should determine if you need a different dose.
= = [}
Children under | aska doctor s 5 = 2 - Ask a doctor or pharmacist before use if you are taking
6 years of age S g a -E 1-=-' tranquilizers or sedatives.
I
i o = (—]
Consumers with | ask a doctor S -E S »n When using this product
liver or kidney S = >N &9 o d
dlssass S ® o' L2~ 2 = drowsiness may occur
L £ = .‘—_ = e E m avoid alcoholic drinks
Othor iformati o D2 'g — _g o w alcohol, sedatives, and tranquilizers may increase
er information 2 5= 3 = E= drowsiness
m store between 20° to 25°C (68° to 77°F) » = o<t == =< »
Manufactured for:




/N DC 25000-220-14 Compare to the active ingredient in Zyrtec® Tablets'

Original Prescription Strength

Allergy

Getirizine Hydrochloride Tablets USP, 10 mg
Antihistamine (2\4 Relief of

Indoor & Outdoor bour * Sneezing

. ¢ Runny Nose
AIIergles o Itchy, Watery Eyes
e ltchy Throat or Nose

LOT
EXP :
R38/23

THIS PACKAGE FOR HOUSEHOLDS
WITHOUT YOUNG CHILDREN

Actual Size

|

Iﬂmm Sz 00 ZOH 3/

~

IMPORTANT: READ ALL PRODUCT

INFORMATION BEFORE USE. Drug Facts (Contiiued)
Drug Facis When using this product
m drowsiness may occur
P . . m avoid alcoholic drinks
g";"ve mggf%ent (in each tablet) Anti : 'fp qse m alcohol, sedatives, and tranquilizers may increase drowsiness
etirizine Mo ntihistamine m be careful when driving amotor vehicle or operating machinery.
Uses Stop use and ask a doctor if an allergic reaction to this product occurs.

temporarily relieves these symptoms due to hay fever or other upper § Seek medical help rightaway.
respiratory allergies:

m runny nose If pregnant or breast-feeding:

m sneezing m if breast-feeding: not recommended

m itchy, watery eyes m if pregnant: ask a health professional before use.

m itching of the nose or throat Keep out of reach of children. In case of overdose, get medical help or

contacta Poison Control Center right away. (1-800-222-1222)

Warnings
Do not use if you have ever had an allergic reaction to this product orany of § Directions
its ingredients or to an antihistamine containing hydroxyzine.

Adults and children one 10 mg tablet once daily; do not take
6 years and over more than one 10 mg tablet in 24 hours.
A 5 mg product may be appropriate for
less severe symptoms.

Ask a doctor before use if you have liver or kidney disease. Your doctor
should determine if you need a different dose.

Ask a doctor or pharmacist before use if you are taking tranquilizers or Adults 65 years ask a doctor
sedatives. » and over »

Drug Facts (Continued) Drug Facts (Continued)



Children under ask a doctor
6 years of age

Consumers with liver ask a doctor
or kidney disease

Other information
m store between 20010 259C (68910 77°F)
m Do notuse iffoil seal under cap is broken or missing.

Inactive ingredients lactose monohydrate, corn starch, povidone,
magnesium stearate, hypromellose, polyethylene glycol, titanium dioxide

Questions?
Callat 1-877-376-4271

This product is not manufactured or distributed by Johnson & Johnson
Consumer Inc., McNeil Consumer Healthcare Division, distributor of
Zyrtec® Tablets.

Manufactured for:

Time-Cap Labs, Inc.

7 Michael Avenue, Farmingdale,
NY 11735, USA

Manufactured by:
Marksans Pharma Ltd.

Plot No. L-82, L-83,

Verna Indl. Estate,

Verna, Goa - 403722, India.

Mfg. Lic. No. : GO/DRUGS/515

o

NDC 25000-220-78
Cetirizine Hydrochloride Tablets USP, 10 mg

7s count carton label




Allergy
| Getirizine Hydrochloride Tablets USP, 10 mg |

E NDC 25000-220-78 Compare to the active ingredient in Zyrtec® Tablets! i <<
. Original Prescription Strength 5 »
W I : S E
e | Allergy % 3
Ne—— | ; ig -
s—— ' (etirizine Hydrochloride Tablets USP, 10mg ; =: =
s i I 22
I " Antihistamine (i Relief of | Egg 3
o==== . Indoor & Outdoor  "{ig, - Sneezing K -
— i e Runny Nose I 55 Q
o——— | Allergies « ltchy, Watery Eyes - BE C_B
— PACKAGE NOT ¢ Itchy Throat or Nose | gg a
v CHILD-RESISTANT - §£
S | gL @
Actual Size | 2E S
2S£ % S
Tl R

Manufactured by:
Manufactured for: Marksans Pharma Ltd.
Time-Cap Labs, Inc. Plot No. L-82, L-83, Verna Indl. Estate, -
7 Michael Avenue, Farmingdale, ~ Verna, Goa - 403722, India. P
NY 11735, USA Mfg. Lic. No. : GO/DRUGS/515 ~
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NDC 25000-220-81 Compare to the active ingredient in Zyrtec® Tablets!

Original Prescription Strength
Allergy

Getirizine Hydrochloride Tablets USP, 10mg
Antihistamine (2\ Relief of

Indoor & Qutdoor {5, - Sneezng

AIIergies « Itchy, Watery Eyes
PACKAGE NOT o Itchy Throat or Nose
CHILD-RESISTANT
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Actual Size
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NDC 25000-160-81
Cetirizine Hydrochloride Tablets USP, 10 mg (Oval Shape)

14s count carton label



BN “9U] JOLLINSUO?) LOSUYOP 3 UOSUYOP Aq PAINGLISIP J0 PaINIIBINUEBW 10U S| 1INPOId SIL L |

m &
X O =
0 = 2
3
@
=0
g
=
8
<
=]
=
@
o
=
o
=
=
@
(=2
o
=
3
@
8
o
=
@
o) &
35
= =
=5
(@) =r
QO
\
=
=
=1
wv
=p
S
3
>
=}
D
Q

gy ‘s siajuel apiojyoipdy auiziina

ABag| |y

(Nd G 0 Y 6 Shepyeam)
LL2v-9L€-L18-1 II®D  SJUBLLLLOD 1O SUO/ISaNY

3pIXoIp wnjueyy ‘suopirod ‘|09A)6 auajAyiaiod ‘ajelesis
winisaubew ‘ajelpAyouow 8s0jae| ‘aso||awodAy ‘yaJels uiod

4 P3puUaLIWO0dal Jou :BuIpas)-1sealq Ji m
fuipaa)-jseaiq 1o yueubaid j|

“Reme JyB1I djay [eaIpaw ¥9ag "sinago Jonpoud
S|y} 03 uoijoeal 2IB.9)[e Ue J1 J0ja0p e Yse pue asn dojg

“fisuiyoew

Buijesado 10 8j91yaA Jojow e BulALp UBYM |njaIed 8q m
$S3UISMOIP

9Sea10UI ABW $18ZI|INbURBI} PUB SBAIJRP3S |0Y0I[e M

sjuaipaibiu aanaeuy SYULIP 91]0Y0J[2 PIOAR M IN920 ABLW SSUISMOID M ~
jonpoad siy) Buisn uaym
*U04q J0 U0} SI J1uN J3)S1|q J1 SN Jou 0Q W . b —
(do£2 0¥ 89) 0052 01 50 U243 a.0}s M SNRPaS 10 S1az{Inbue} —_
uorewIojul J3yQ Buiye) a1e noA ji asn aloaq Js1aew.eyd Jo J0ja0p e Yy —0
"950p JUBJBYIP B PAaU NOA J| BUIWIBISP PINOYS J0JI0p JNOA — O
aseasip *958as|p Aaupiy Jo Jan|| aAey noA J1 asn 210§aq 10}0p e XSy ==\
10}00p B YSe u)fr?\uslllglfl?lsjgcg “aUiZAX0IpAY Bulureuod ———
- 3UILUB]SIYIUR UB 0} 40 ‘S)ualpalbul sy 4o Aue Jo Jonpoud o
afie Jo sieak g SIU3 0] UOIJIBA) 21B.J9][B UB PRY J9A3 9ABY NOA J| 8sn jou o —— )
10J00p B YSE |  J3pun udIp|Iyy shujurey —_—
1300 pue - —
Jojopexyse | sieak 69 Sy 1B0JY} 10 3S0U BY} Jo Buyoy m  S3ka Aidjem ‘Ayoy m f——f ]
*SWojdwAS 819n9s $S9| Buizosus m 3sou Auuni m "]
_loj ajendoudde BGB/(EUJ JonpoJd Bw G y 13n0 pue safa] e Aiojeiidsa) saddn Jayio Jo —————————
sinoy yg Ul 19]e) B } auo Uey) aiour | sieak g uaipliyd M ja00; fey o3 anp swojduifs 8sauy Sanalal Ajueiodwa) sasf) =M
3Y{e} 10U 0p “A]iep 89u0 1a|qe} B (. 8uo pue synpy
SU0/1331Iq | suwesiynuy Dwr ok 19H 8uizunay
asodin, a/qe) yaea uj) juaipaibiul anjja
Reme 361 13Jua?) |043U07 UOSIO] B JoB u(()gZJ%L&ZeZuZ[SOO gah] d (I Lk . )l g [y
i 40l 19jud]) | uosl0d e 108} | |
100 ‘9S0pJaA0 JO 8SBI U] "UAIP|IY3 JO YIral Jo N0 daay Sjoe4 ﬁﬂlﬂ
*3SN 810J3q [eUOISSBJ0.d L}[BaY B YSe :Jueubaid ji m NOI lkugiw 3; d?,}‘;ﬂ'ﬂ% ﬁgﬂw ug jﬂ}m 43434
(penunuog) spoed fnig 19NA0Yd TIV AY3H :INVLHOJINI
Manufactured by:
Manufactured for: Marksans Pharma Ltd.
Time-Cap Labs, Inc. Plot No. L-82, L-83, Verna Indl. Estate, -
7 Michael Avenue, Farmingdale, ~ Verna, Goa - 403722, India. R
NY 11735, USA Mfg. Lic. No. : GO/DRUGS/515 ~
NDC 25000-160-81 Compare to the active ingredient in Zyrtec® Tablets’
Original Prescription Strength
Allergy
Getirizine Hydrochloride Tablets USP, 10
efirizine Hydrochloride Tablets USP, 10myg
©
o
Antihistamine i s
2 Relief of <
Indoor & Outdoor {5, © Sneezing S
. ¢ Runny Nose <
AIIergles « Itchy, Watery Eyes =
« Itchy Throat or Nose §
Actual Size
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NDC 25000-160-03
Cetirizine Hydrochloride Tablets USP, 10 mg (Oval Shape)

30s count carton label

USIuLeA
101 / \
91111£009L1000S 2|m|IE
Drug Facts (continued) Drug Facts (continued) = % IMPORTANT: READ ALL PRODUCT
= = 5 INFORMATION BEFORE USE.
= be careful when driving a motor vehicle or operating = Do not use if foil seal under cap is broken or missing. f E 2 < REFER CARTON FOR COMPLETE INFORMATION
machinery. 8 =1
Inactive ingredients corn starch, hypromellose, lactose ,1;,- E . @ Drug Facts
Stop use and ask a doctor if an allergic reaction to this ium stearate, glycol, = L . A
product occurs. Seek medical help right away. povidone, titanium dioxide = Active ingredient (in each tablet) Purpose
B Cetirizine HCI 10 mg. ihistami
" n_:ehu"ﬂ": :" g!"ﬂ"f!ﬂ'"u o Questions or comments? Call 1-877-376-4271 =4 as °
u if breast-feeding: not recommende weekdays 9 AM to 5 PM s s 3
» If pregnant: ask a health professional befors use. ‘ - ) % = $ 2 (l:;ﬁ)ranl relieves these symptoms due to hay fever or other
Keep out of reach of children. In case of overdose, get "This product is not manufactured or distributed by Johnson = @ 5 upper resp);ratory allergies:
medical help or contact a Poison Control Center right away. & Johnson Consumer Inc., McNeil Consumer Healthcare =4 <2 22 = runny nose
(1-800-222-1222) Division, distributor of Zyrtec® Tablets. = D 5, Sg8 = sneezing
o é - w SS5E w itchy, watery eyes
irections S S QLo E x> w itching of the nose or throat
o — ° 255§
nHE==
Adults and one 10 mg tablet once daily; do not take = % e oo o Warnings
children 6 more than one 10 mg tablet in 2_4 hours. = - — q - Do not use if you have ever had an allergic reaction to this
years and A5 mg product may be appropriate for 5 ‘s g product or any of its ingredients, or to an antihistamine
over less severe symptoms. ] — N.: containing hydroxyzine.
(7] 'E
Adults 65 years ask a doctor g [—9 Ask a doctor before use if you have liver or kidney disease.
and over = % - Your doctor should determine if you need a different dose.
=3 =]
Children under ask a doctor g E ;‘ g .g Ask a doctor or pharmacist before use if you are taking
6 years of age S g E -is = tranquilizers or sedatives.
@ D@
Consumers with | ask a doctor T a = c° ing thi
liver or kidney 8‘ = e 'N o °3 £ Wi:’ernxs:ng this product
disease S © 3 "= s g, e = drowsiness may occur
L E = M= =0 P = avoid alcoholic drinks
" " - o % == =S5 w alcohol, sedatives and tranquilizers may increase
Other information 8 T= D =E= drowsiness
u store between 20° to 25C (680 to 77°F) > 2 ox QO =t E=x S
Manufactured for:
Time-Cap Labs, Inc.
7 Michael Avenue, Farmingdale,
NY 11735, USA

/ by.

Marksans Pharma Ltd.

Plot No. L-82, L-83,

Verna Indl. Estate,

Verna, Goa - 403722, India.

52/504

Mfg. Lic. No. : GO/DRUGS/515




NDC 25000-160-03 (Oval Shape)
Cetirizine Hydrochloride Tablets USP, 10 mg

30s count bottle label

NDC 25000-160-03

Original Prescription Strength
Allergy

Cetirizing Hydrochloride Tahlets USP, 10 mg
Antihistamine @4

Indoor & Outdoor gy,
Allergies

Relief of

« Sneezing

+ Runny Nose

« Itchy, Watery Eyes
« Itchy Throat
or Nose

Drug Facts g
Active ingredient (in each tablet) Purpose =
Cetirizine HCI 10 M. Antihistamine o
Uses temporarily relieves these symptoms due to hay fever or other =
upper respiratory allergies: m runny nose m sneezing m itchy, [=
watery eyes m itching of the nose or throat <
Warnings
Do not use if you have ever had an allergic reaction to this produc: Tt ;w;
o X g

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.
Ask a doctor or pharmacist before use if
you are taking tranquilizers or sedatives.
When using this product = drowsiness
may occur m avoid alcoholic drinkE

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 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 reacr

of children. In case of overdose, get
medical help or contact a Poison Control
Center right away. (1-800-222-1222)
Directions Adults and children 6 years
and over: one 10 mg tablet once daily; do
not take more than one 10 mg tabletin 24
hours. A5 mg product may be appropriate
for less severe symptoms. Adults 65
years and over: ask a doctor. Childreﬁ

under 6 years of age: ask a doctor.
Consumers with liver or kidney disease:
askadoctor.

Other information = store between
20° to 25°C (68° to 77°F) m Do not use if
foil seal under cap is broken or missing.
Inactive ingredients corn starch,
hypromellose, lactose monohydrate,
magnesium stearate, polyethylene glycoL

povidone, titanium dioxide
Questions or comments?
Call 1-877-376-4271
(weekdays 9 AM to 5 PM)

Manufactured for;

Time-Cap Labs, Inc.

7 Michael Avenue, Farmingdale,
NY 11735, USA

Manufactured by:

Marksans Pharma Ltd.

Plot No. L-82, L-83, Verna Indl. Estate,
Verna, Goa - 403722, India.

Mfg. Lic. No. : GO/DRUGS/515




NDC 25000-160-14
Cetirizine Hydrochloride Tablets USP, 10 mg (Oval Shape)

1000s count bottle label

/NDC 25000-160-14 \

Compare to the active ingredient in Zyrtec® Tablets’

Original Prescription Strength §
Allergy g
Cetirizine Hydrochloride Tablets USP, 10mg :
Antihistamine (2\ Relief of ]
Indoor & Qutdoor ", ;' : Sneezing 8
Allergies s ichy, Watary Eyes 5 & §

e Itchy Throat or Nose - HF =

THIS PACKAGE FOR HOUSEHOLDS
WITHOUT YOUNG CHILDREN

Actual Size |
0

i1000;Tabiets AN

0lhé014

IMPORTANT: READ ALL PRODUCT

INFORMATION BEFORE USE. Drug Facts (continued)

When using this product
m drowsiness may occur
m avoid alcoholic drinks

Drug Facts

g;f:fn? ggf%egf(m i Antir‘:i,gt;i?:: m alcohol, sedatives and tranquilizers may increase drowsiness
et m be careful when driving a motor vehicle or operating machinery.
Uses Stop use and ask a doctor if an allergic reaction to this product accurs.

temporarily relieves these symptoms due to hay fever or other upper Seek medical help right away.
respiratory allergies:

= runny nose If pregnant or breast-feeding
= sneezing m if breast-feeding: not recommended
m itchy, watery eyes m if pregnant: ask a health professional before use.

m itching of the nose or throat Keep out of reach of children. In case of overdose, get medical help or

contacta Poison Control Center right away. (1-800-222-1222)

Warnings
Do not use if you have ever had an allergic reaction to this product or any of Directions

its ingredients, orto anantihistamine containing hydroxyzine. Adults and children one 10 mg tablet once daily; do not take
6 years and over more than one 10 mg tablet in 24 hours.
A 5 mg product may be appropriate for
less severe symptoms.

Ask a doctor before use if you have liver or kidney disease. Your doctor
should determine if you need a different dose.

Ask a doctor or nharmacist before use if vou are takina tranauilizers or Adults 65 vears ask a doctor




I sedatives.

/

Drug Facts (continued)

Drug Faets (continued)

Children under ask a doctor

6 years of age

Consumers with liver ask a doctor
or kidney disease

Other information
m store between 20° to 259G (680 to 77°F)
= Do notuse if foil seal under cap is broken or missing.

Inactive ingredients corn starch, hypromellose, lactose monohydrate,
magnesium stearate, polyethylene glycol, povidone, titanium dioxide

Questions or comments?Call1-877-376-4271
(weekdays 9 AMto 5 PM)

"This product is not manufactured or distributed by Johnson & Johnson
Consumer Inc., McNeil Consumer Healthcare Division, distributor of
Zyrtec® Tablets.

Manufactured for:

Time-Cap Labs, Inc.

7 Michael Avenue, Farmingdale,
NY 11735, USA

Manufactured by:
Marksans Pharma Ltd.

Plot No. L-82, L-83,

Verna Indl. Estate,

Verna, Goa - 403722, India.

Mfg. Lic. No. : GO/DRUGS/515

-

CETIRIZINE HYDROCHLORIDE TABLETS, 5 MG

cetirizine hydrochloride tablet

Product Information

Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

Item Code (Source)

NDC:25000-219

Basis of Strength Strength

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

Inactive Ingredients
Ingredient Name
LACTOSE MONOHYDRATE (UNII: EAMQ57Q8I5X)
STARCH, CORN (UNII: 08232NY35S))
POVIDONE K30 (UNII: U725QWY32X)
MAGNESIUM STEARATE (UNIl: 70097M6130)

CETIRIZINE

HYDROCHLORIDE = g

Strength



HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color WHITE (white to off white) Score no score
Shape RECTANGLE (Rounded-off rectangular shaped) Size 7mm
Flavor Imprint Code J219
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 (DC:29000219 4 4 1 caRTON 01/13/2022
1 30 in 1 BOTTLE; Type 0: Not a Combination
Product
2 \DC:25000-219- 1 4 1 carTON 01/13/2022
2 100 in 1 BOTTLE; Type 0: Not a Combination
Product
3 NDC:25000-219- 1000 in 1 BOTTLE; Type 0: Not a Combination 01/13/2022
14 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA078933 01/13/2022

CETIRIZINE HYDROCHLORIDE TABLETS, 10 MG

cetirizine hydrochloride tablet

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:25000-220
Route of Administration ORAL

Active Ingredient/Active Moiety

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

Inactive Ingredients
Ingredient Name Strength



LACTOSE MONOHYDRATE (UNII: EWQ57Q8I5X)

STARCH, CORN (UNIl: 08232NY3S))

POVIDONE K30 (UNIl: U725QWY32X)

MAGNESIUM STEARATE (UNII: 70097M6130)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color WHITE (white to off white)
Shape RECTANGLE (Rounded-off rectangular shaped)
Flavor
Contains
Packaging
# Item Code Package Description
NDC:25000- .
1 220.03 1in 1 CARTON
1 30 in 1 BOTTLE; Type 0: Not a Combination
Product
NDC:25000- ;
2 220-08 1in 1 CARTON
2 100 in 1 BOTTLE; Type 0: Not a Combination
Product
3 NDC:25000- 1000 in 1 BOTTLE; Type 0: Not a Combination
220-14 Product
NDC:25000- ;
4 220-78 1in 1 CARTON
a 7 in 1 BLISTER PACK; Type 0: Not a Combination
Product
NDC:25000- ;
5 550.81 1in 1 CARTON
5 14 in 1 BLISTER PACK; Type 0: Not a Combination

Product

Marketing Information

Marketing
Category

ANDA

Citation
ANDA078933

Application Number or Monograph

Marketing Start
Date

01/13/2022

01/13/2022

01/13/2022

04/17/2023

07/21/2023

Marketing Start

D

Score no score
Size 9Imm
Imprint Code J220

Marketing End
Date

Marketing End
ate Date

01/13/2022

CETIRIZINE HYDROCHLORIDE TABLETS, 10 MG (OVAL SHAPE)

cetirizine hydrochloride tablet

Product Information

Product Type HUMAN OTC DRUG

Item Code (Source)

NDC:25000-160



Route of Administration ORAL

Active Ingredient/Active Moiety

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

Inactive Ingredients

Ingredient Name Strength
LACTOSE MONOHYDRATE (UNIl: EWNQ57Q8I5X)
STARCH, CORN (UNII: 08232NY3S))
POVIDONE K30 (UNIl: U725QWY32X)
MAGNESIUM STEARATE (UNII: 70097M6I30)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDWI1A)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color WHITE Score no score
Shape OVAL Size 10mm
Flavor Imprint Code 160
Contains
Packaging
# Item Code Package Description sl Sl i) Hul
Date Date

NDC:25000- 3
1 160-81 1in 1 CARTON 04/10/2025
1 14 in 1 BLISTER PACK; Type 0: Not a Combination

Product

NDC:25000- ;
2 160-03 1in 1 CARTON 04/10/2025
2 30 in 1 BOTTLE; Type 0: Not a Combination

Product

NDC:25000- 1000 in 1 BOTTLE; Type 0: Not a Combination
& 160-14 Product AN ZREE
Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

ANDA ANDA078933 04/10/2025

Labeler - MARKSANS PHARMA LIMITED (925822975)



Establishment

Name Address ID/FEI Business Operations
MARKSANS PHARMA LIMITED 925822975 MANUFACTURE(25000-160, 25000-219, 25000-220)

Revised: 7/2025 MARKSANS PHARMA LIMITED
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