ALLERGY- cetirizine hydrochloride tablet, film coated
Kroger Company

692R KROGER 41226 692 Cetirizine Hydrochloride tablets

DRUG FACTS
Cetirizine HCI 10 mg
Antihistamine

Uses

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

e runny nose

e sneezing

e itchy, watery eyes

e 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

¢ 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

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

Other information

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

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

Questions or comments? 1-800-632-6900

auluDIsIyRUY
Bu 01 's39Iq0L 9PHOIY20IPAH BuIZLIED

ABaajy

HLONIULS NOLLAI¥OS34d TVNIOIIO

RETAIN CARTON FOR COMPLETE PRODUCT INFORMATION COMPARE TO the active ingredient of ZYRTEC® TABLETS “see side panel ochual size

Drug Facts (continued)

I-n oul of reach of children. in case of overdose,
WW‘ZZZ)' itact a Poison Conirol Center WM ORIGINAL PRESCRIPTION STRENGTH

NDC 41226-692-14

Cetirzing HCI 10 mg.

Ty e Treqr Allergy
l’,{'r“;’”z;f’“;';ig‘:"gﬂ"fwﬂgﬁ - adutsandchidren | one 10 mg tabetonce Gy,

Pares h 6 years and over ‘do not take more than one 10 izl i
mithing of e o o throat i Rctiihul el Cetirizine Hydrochloride
Warnings Pty gt Tablets, 10 mg
Do notuse i you hve sver had Ratolul VUL Antihistamine 1t
this product of any of its |r|aveﬁ|ems ortoan MM ) ORIGINAL HoCAIZE -6

antinistamine containing hydroxyzine. ::gzv:n under 6 years | aska doctor F = N O ETRRNGTH
sk doctor before use if you have lver or kidney ol S S — v
disease, Your doctor should determing ifyou need a consumers wih Iver | 2k a doctor 3 2 Allergy

A A Cetirzine Hydrochloride

> )

different dose. o kidney disease

ska dortor o pharmacis efore use f you are
i A v " Other informatio ZAHOUR

ion
Wb pot | e 20 2 681077 AI ler RELIEF OF: ;:mm

mdrowsiness may accur W avoid alcoholi drinks Sneezing;
kol secathes, ind ranquikss nay Inactive ingredients com starch, hypromeliose, R e ey

lactose morohcrate, magneslum stearate, polyethyiene P :
mtr!is! drowsiness e gye, povidone, Harum dorde Ceh.rl.zlne H_ydrochlorlde Tablets, 10 mg Itchy, Watery Eyes s 70 TABLETS
unumnllu machinery Antihistamine Itchy Throat or Nose
81n| m lm aska doctor if an llergic reaction 1o

urs. Seek medical help right away. 5
e [ e e
Teeding: not recommended actual s , swick,
oy mua Festh potssin it THE BOTILE IS CUT, TORN, BROKEN OR MISSING A - size 70 TAB LETS (] 40) ?v m}h mggo; ? ;ogrnim ‘przodh g;ﬁhcted

DISTRIBUTED BY THE KROGER CO.
s0% \ISIZE CINCINNATI, OHIO 45202

o FOR MORE PRODUCT INFORMATION,
12-digit UPC-A SCAN UPC USING YOUR KROGER APP Lo)
UL e i I OF CALL 800-532-6900 PLEASE
. M Our Brands. Our Guarantee. EREE

Love It or Your Money Back.
41260 01238 www_kroger.com §92R 0321

(ORIGINAL PRESCRIPTION STRENGTH Tablets, 10 meﬂm!

Questions or comments? 1-800-632-6300




'COMPARE TO the acti
of ZYRTEC® TABLETS *see bottom panel

NOC41226-692-65

&

>
“e 0
QRIGINAL PRESCRIPTION STl RE

Allergy

Cetirizine Hydrochloride
Tablets, 10 mg
Antihistamine

e ingredient

DEAL!

o
2
&

A

24 HOUR
RELIEF OF:

Itchy Throat or Nose.

365 TABLETS

&

actual size

@ Earsnslmmumﬂmmﬁ
Allergy

l:enm.me Hydroehlonde
Tablets, 10 mg
Antih mmu

24 HOUR

Itchy Throat or Nose

365
TABLETS

Bui o1 ‘stqq-u
BpUO|YD0IPAY BuIZUREY

ABaa)y
'HLONFULS NOILAIHOSIAd TVNIDINO

o)

ORIGINAL PRESCRIPTION STRENGTH

Uses tamporarly olives theso symptoms due to ha fever or othar uppe respiatory
allergies: M runny nose M sneezing M itchy, watery eyes M itching of the nose or th

Do nat use f you have averhad an allrgi reacton o tis roduct orany of s
Innredm:u

Allergy

use if you have v or kidney disease. Your doctor should
datsm\mﬂm need a different dose.

Cetirizine Hydrochloride

Tablets, 10 mg
Anti i

Stop use and ask a dociar i an alerglc r2acton o s
elpight away.

pregn o
breast-feeding: not recommended
i pregnant:ask a health professional beforo use
Hemmout of rmech ofshlktron.n ate o aeross e el ol o ot .
Poisan Control Canter right away. (1-800-222-1222]

Directions
adts and chiron
6 years and over

‘one 10 mg tablet oo Galy, o ot tke more
than one 10 mg tabletin 2¢ hours. A 5 mg product
may be appropriats fo les severe sympioms.
il 65 yoars and on

‘chiren under 6 years ofage |

365
TABLETS
A

DONOT USE THIS PRODUCT I THE IMPRINTED FOIL SEAL OVER THE
LE IS CUT, TORN, BROKEN OR MISSING

DISTRIBUTED BY THE KROGERCO., cwcwwm OHIO nsznz fopss e
FOR MORE Pnnnncrmrnnumnn. i
SCAN UPC USING 692R0321
KROGER AP O CALLB00-632-6500

128 T

BE-a
SRS RIES SR |

Our Brands. Our Guarantee.
Love It or Your Money Back:

www.kroger.com 41260 01239 ' 6

ORIGINAL IDC 41226-692-65

PRESCRIPTION
STRENGTH

Allergy

Cetirizine Hydrochloride
Tablets, 10 mg

Antihistamin
Sramine 24 HOUR

RELIEF OF:

Sneezing;

Runny Nose;

Iltchy, Watery Eyes;
Itchy Throat or Nose

Ine

15
=
17}

RETAIN CARTON FOR COMPLETE

PRODUCT INFORMATION
civeveiiiee.. . Anti

Uses temporarily relieves these symptoms due to hay fever

DO NOT USE THIS PRODUCT IF THE IMPRINTED
BROKEN OR MISSING

FOIL SEAL OVER THE MOUTH OF THE BOTTLE IS CUT, TORN,

TAMPER EVIDENT:

2
S
s
o
=
ES
=
S
5]
@
&
—
S
=5
g
=
S
=k
<

Drug Facts

]
=
2
=
2
k=1
=
o

a3
3
<
S
L2
o
v =
D 2
=
> =
=
= oy
= S
<
£ S I
= =
) = @
B S = 4
> = 3 s
=3 =
S s =
= < = =3
S o8  od =3
5 -
=2 g8 =
285 o2s 8
s2g 2E£c£S5
asy SEL£5e
om2 =
sEme =558
P > a
SoE o & o
B3 R=5=5
2906 Do &5
S b s 28
- =2=5S-E58
ESEEE_BES
EEESBSEe
ECSESESESEx
e p=22se
sEaE=Sacs8<x

Your doctor should determine if you need a different dose.
Ask a doctor or pharmacist before use if you are taking

e 5 PN
k=l
= SO ~—
g LLEZ ]
> 2 83 S8ESs5y5 o
£ = Sz SSSEBS o~
Ly =B ;oS ©-SasS 3
=8 £ = 8 32 25358 ©
= o 8 <= SO o SE T S o
= S =31 o =
o2 2 == e 5E LS55 =
2 5 BE SEs EER =] o
S > 9 S = = ] > = ©» 4
ST o &5 229 SEFTS B o S =
S = =1 = 26 O DLDEDDH D
8 2 oz =] LELRS®RS o8
s £ 55 wSESgs SEB S o 20
S22 s P22 Bs5gtE S238S 853830 3Jx
BR Z 22 2388 =2c8aoec e -Hg
2= S s DL E=EESEFT=8W o
c=3 B =2 E2—5 S oo 0, 00
mE € SE2EESE28 2T o8os2O8tE
E «~ T=S8ESSSS S=EmS=STE8ES
: = 5 5552 S o M5 s o Xip s
sBE 52 S P==© £ TS By
8 3= = B E®. ®E e S8 . =. =4 53
=228 = gETEE2SE Sx8,4°8 SXOd.
B8y S "EBSESsE S2fec= gD ETE
R L © B S 5 = . S8 o= >
= > — IS ==
A= § EreSxE8a E_2EsE Enogl\!
C2ERE £ 8yueSsI8Iss BS = 8 Y0
SELBAS o558 23F RENSZC e smELR
e S e o e Sl g5382
EEEcEEEaSsS85=Sy=S258 E £m25S
SZ2EE852E85EE2E5S 858 2 SEGHT
] S5a2 2
EEESS8EgEES 288 8288 86253
S TS e \w=
ESmEm B SS=mER=Z2E"QQSE2LSHSO00o>

LOT #

EXP. DATE:

2/




#101
wod1abosy mmm-yoeg ASuoj INoA 10
+2€0 He69 LGS .w_ﬂcsmﬁa mzo .wu_p_sm?o
20ZS¥ OIHO ‘ILVNNIONID
‘00 ¥390Y) 3HL A9 @3lngyLSia
0069-2£9-008-1 ¢SIUBWILIOD JO SUONISANY
(do2 0 489) 0057 O} ;0 UBBMIA 210} W
ONISSIN HO N3Y0Hd ‘NHOL
‘N9 S1 311108 JHL 40 HLNOW JHL HIAD VIS
1104 GILNIYdINI FHL 41 LINAO0YH SIHL 3SN LON
00 :INJ0INT H3dWYL ™ UOljewJojul Jdyl0
10]00p B XSe :95asIp Aauply
10 JOA]| YJM SIBWNSUOD W 10J90P B XS :abe Jo Sieak
0 Japun UaIp|Iyd m  J0J00p B §SE :J3AO pUE S1eak
Ggsynpe m "swojdwAs a1aA8s $sa| 10} ajeidoidde
30 few 1onpoud B G “sinoy g ul 19jqel Bw g 8uo
U} 210w 8ye} Jou op “Ajrep 8ouo 13|qe} Bl 0] auo aye}
21910 pUe SIB3A 9 UBIP|IYd pUE SYnpe W suondalIq
‘(¢221-cez-008-1) Aeme
JybiL) J8)ua?) [013U09 UOSIO B J9BJU0 JO d]3y [ealpaw
106 ‘950pJBA0 JO 9SBD U "UBIPIYI Jo Yyaral jo jno daay
*35N 9109 [eUOISS3J04d U)[eay B xse ‘Jueuboid ) m
PapuBWWoda) Jou :Buipaa)-isealq ji m
:fuipaay-jsealq 10 jueubiaid j|
“Reme Jyb1l djay [eaIpaW %983 *$1n220 Janpoud
SIU} 03 UOIJ0Ra) 916.a|[e LR | 10}90p B YSe pue asn doj§

Alauiyoew
Bunesado 40 a[ayan Jojow & BuIALp UBYM [NjaIed 8q W
SSAUISMOIP 3sealou] few Siaz)jinbuesy
PUE ‘S9A}}epas ‘|0yodfe M SYULIP 91|0Y0I[e ploAE W
1n390 Aew ssauismoip m  Janpoud siy) Buisn uaym
*SAAIEPaS 10 S1azl|inbuey
Bupye} a1e noA j1 asn alojaq jsiaeweyd 10 10joop e ysy
*9S0p JUBIaYIp
93U NOA JI aUIWIBISP PNOYS J0JD0P INOA "8SeasIp
faupiy 10 J3n1| aney noA §i 3sn 31043q 10}20p € Yy
“3UIzAx0JpAy Bujureuod sujwesiynue
U 0} Jo sjuaipaibuy sy Jo Aue Jo jonpoid siy}
0] U0I}9ea] 9IB13|[e UB PEY J9A BABY NOA | 3sn jou og
sbuiuiey
1R0JU} JO 90U 3y} JO
Buiyon m saks fisjem ‘Ayoy m Buizesus m asou
Auun) m :s3i6ua)(e Aioyeuidsal Jaddn Jay1o Jo Jans)
fiey oy anp swojdwis 8say) sanaljal AjLeiodwal sasN

NOILYINHO4NI 12n00Yd 3131dIN0J HO4 NOLHY) NIVL3Y

70 TABLETS

INDOOR & OUTDOOR ALLERGIES
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cetirizine hydrochloride tablet, film coated

ALLERGY

Product Information

Item Code (Source) NDC:41226-692

HUMAN OTC DRUG

Product Type

ORAL

Route of Administration

Active Ingredient/Active Moiety

Basis of Strength Strength

CETIRIZINE

Ingredient Name

CETIRIZINE HYDROCHLORIDE (UNII: 640047KTOA) (CETIRIZINE -

UNIl:YO7261ME24)

10 mg

HYDROCHLORIDE

Inactive Ingredients

Strength

Ingredient Name

STARCH, CORN (UNIl: 08232NY3S))

LACTOSE MONOHYDRATE (UNII: EWQ57Q8I5X)

POVIDONE (UNIl: FZ989GH94E)

POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)

HYPROMELLOSES (UNIl: 3NXW29V3WO)

MAGNESIUM STEARATE (UNIl: 70097M6130)

TITANIUM DIOXIDE (UNII: 15FIX9V2]P)

Product Characteristics

no score

Score

white ((white to off white))

Color

10mm

;220

Size

RECTANGLE (Rounded-off rectangular shaped)

Shape

Imprint Code

Flavor

Contains

Packaging



Marketing Start

# Iem Code Package Description Date
1 NDCi41226:692 4 i 1 carTON 05/11/2021
1 365 in 1 BOTTLE; Type 0: Not a Combination
Product
2 DC:41226:692- 5 in 1 caRTON 05/11/2021
2 70 in 1 BOTTLE; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDA078933 05/11/2021

Labeler - kroger company (006999528)

Registrant - TIME cAapP LABORATORIES, INC. (037052099)

Marketing End
Date

Marketing End
Date

Establishment
Name Address ID/FEI Business Operations
MARKSANS PHARMA LIMITED 925822975 manufacture(41226-692)

Revised: 1/2022

Kroger Company
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