SIGNATURE CARE ALLERGY RELIEF D- cetirizine hydrochloride,
pseudoephedrine hydrochloride tablet, film coated, extended release
Safeway

Better Living Brands LLC Allergy Relief-D Drug Facts

Active ingredients (in each extended release tablet)
Cetirizine HCI 5 mg
Pseudoephedrine HCl 120 mg

Purpose
Antihistamine

Nasal decongestant

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

nasal congestion

reduces swelling of nasal passages

temporarily relieves sinus congestion and pressure

temporarily restores freer breathing through the nose

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.

* if you are now taking a prescription monoamine oxidase inhibitor (MAOI) (certain
drugs for depression, psychiatric, or emotional conditions, or Parkinson’s disease),
or for 2 weeks after stopping the MAOI drug. If you do not know if your
prescription drug contains an MAOI, ask a doctor or pharmacist before taking this
product.

Ask a doctor before use if you have

 heart disease
* thyroid disease



diabetes

glaucoma

high blood pressure

trouble urinating due to an enlarged prostate gland

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

« do not use more than directed

 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

* an allergic reaction to this product occurs. Seek medical help right away.
* you get nervous, dizzy, or sleepless
 symptoms do not improve within 7 days or are accompanied by fever

If pregnant or breast-feeding:

» if breast-feeding: not recommended
» if pregnant: ask a health professional before use.

Keep out of reach of children.

In case of overdose, get medical help or contact a Poison Control Center right away. (1-
800-222-1222)

Directions

* do not break or chew tablet; swallow tablet whole

adults and children 12 years and over take 1 tablet every 12 hours; do not
take more than 2 tablets in 24 hours.

adults 65 years and over ask a doctor
children under 12 years of age ask a doctor

consumers with liver or kidney disease ask a doctor



Other information

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

 do not use if blister unit is broken or torn
* see side panel for lot number and expiration date
e meets USP Dissolution Test 2

Inactive ingredients

colloidal silicon dioxide, hypromellose, lactose monohydrate, low-substituted
hydroxypropyl cellulose, magnesium stearate, microcrystalline cellulose, polyethylene
glycol, polyvinyl alcohol, talc, titanium dioxide

Questions or comments?
1-800-719-9260

Package/Label Principal Display Panel
Compare to Zyrtec-D® active ingredients
Quality Guaranteed

12 HOUR ALLERGY & CONGESTION
ORIGINAL PRESCRIPTION STRENGTH
Allergy Relief-D

CETIRIZINE HYDROCHLORIDE AND PSEUDOEPHEDRINE HYDROCHLORIDE EXTENDED
RELEASE TABLETS, 5 mg/120 mg

Antihistamine/Nasal Decongestant
Indoor & Outdoor Allergies
Actual Size

12 Hour Relief of

Sneezing

ltchy, Watery Eyes

Runny Nose

ltchy Throat or Nose

Sinus Pressure

Nasal Congestion

24 EXTENDED RELEASE TABLETS



0976-61 L-008- | S} URLULLIOD JO Stiogsan)

apmolp wniveys a3 joyo 3 K fjod ‘joakj6 suz) Ayiafjod  a son)ja 0 auyes oo W
‘e 1e)s wssulbew a5 njja o pidod foup fiy payn § sqns-wmof ‘aeaplyounw

250082 sofjawaidy 5p o Uoays Epio)pa SjUal pefitn angoeu

QE‘I’iI "2

7 183] iD}Mjoss ] 4S1) 9RaW M AJEP UONRId X8 PUBIAGWING Jof0} |[autd aps aas W

1LI0YI0 HEH QI 5 N JQS] ) SROU0pE
Hald 03 8910592 03, (7 USEMEQ 2015 H
uogeLIoUI ISy 10

(panupuoo) spazy Bnig

4 80 JUAIALp
BpaaU oA Y aUILalEp pinoYs JGI0p NGy, s sp Asup b JoJe | m
pugyfi ayg soud pafisejua ue o anp Buieuun 2 jqao m

aunssaid poojq ybiy m auoangi m

SSlaqEp M SWOSppIOI M SESIpHEs W

aney oyl asn alojaq Jojoo pe Y5y

saeasip Aaupiyio

20 ATNOW HNOA 4D 10}00p BY 5B J3N] L S18WNSI09

Q33LNVHYNO alie josieadz)

%001 1g30p B3ER 18pun uaIpyo
MOILDv4SIL¥E ¥ ALTVAD -

0ja0pEYSE | lano pue siesf g9 synpe

SIN0Y 7 Ul SP(GEY Z VB B.0L BYE} 1ano pue sieaf 7|

Jouo piancy 7| Kiaka JaIqe} | Y} Ualp|I42 puE SynpE

. 8 0L J|E} MDA 5 3] E} MBI 0 HEAIQ 10U Op I
R EOLT pad,pq'.ll\i suorpadig

g |} Fewe i) Jaguag) [04U0:) LDSIOY B 199U0D IO

"pn poad siy Bu pje aunjag BIoeuueyd 10 10) 0P B Y S| ue
surepuen Bnapucgdussaid 1o g mouy jou op nof ) “Brup oy 2yl
B wddg s1a)yesyaam Z 10} J0° (35EEE1PS LOSU K JE] JO'S 10§ |pUm
|euo yowa so' mgel i fed ‘uoissaidap oy sfrup uepad) (o
Joygiyul 2 SEpo auleouow uo ijdu eud e Guiyelmou are nok ) m
B ik ocuphy B wejuoo auueE e © olio spuapaibo
S) o Aue ojanpodd Sy of wipey NG E . pey BA #EY nokyl |
amjmoQ

shunuey

EEL: djay [eaipaw p B’ ssopuano jo a5e0 U] waap| Yo joyoe &l j oo deay
0TI SONYHEONIA] d3L1|33 “e8n ai0yaq [euoyssayoud yyeay eyse ueubad y |
\3HIMEHISI papuawundal jou:Guipsa)-Eeag § m
n-;r.g 2867 o ql.l].alp : Buipaa j-ysea 1 Jo Jueu Baud j|
g 121y fq
B iveduoo® are o sfep J ugusa aao dul pu op swodw s m
10 painp g ssa|daa) 510 ‘iz 1p Snoniau JaBnok m
Jou 3 Jonpoud sy, ’ “henae Jyfils
dpy [Eipaw y8 &5 sinme Jonpaid s 1y} uogoeal afis)E UE |
J1 J0jo0 pe ysep ue asn dojg

Aiaun Bw buyepdo 02piyasgow e EH.I_UL!.IP Wy [N aq |
S50UITAOIP BRI AR SIAZIINDU Y puE ' SaNjEpee |OWlE Bl
YUIPIOWI[EPOAEE 11000 few SSoUBMOIpE

pejoetip weyy a0 wasnjouopm  jonpond @y lue nuagy
"FAAEPA 8 I0SISZ |nbuei]

Buryerasenofy & n a0 120 eun vy i oso joop eysy

LU Cpu|

ol aylyfnaiyy Buyieaiq way sag salkjuuodwa) m
anssaid pue vansabuo asnuissa e a fuiodwa) m
salieseed (e jo fujjamvs 5on @@

uois BwoeEum (RO o Sou syl p Buygim
safie fayem'fipym  Buizousm  asou fuun m
ssafua)e fojendsasaddn

Jayjodoanayfey oy anp auojduds sayysa e fuodua) m
25 -
egabuo =p |n:1z~ BLu [g |,|3|.| auupaydaopnes 4 o
SUILER iy~ B g | aw e 3
tﬁqqﬂ aseawmpuwn yopa ui o
ssoding spusjpai by anjay 5

(perupwon)s ped fnig

| uaf
|loW DR yueds
—

spey Bug

12 HOUR ALLERGY & CONGESTION
ORIGINAL PRESCRIPTION STRENGTH

Allergy Relief-D

CETIRIZINE HYDROCHLORIDE AND
PSEUDOEPHEDRINE HYDROCHLORIDE
EXTENDED RELEASE TABLETS, 5 mg/120 mg

Antihistamine/Nasal Decongestant

Compare to
Zyrtec-D®
active ingredients*

MDC 2M30-644-62 |

Quality
Guaranteed

Allergy Relief-D

CETIRIZINE HYDROCHLORIDE AND PSEUDOEPHEDRINE HYDROCHLORIDE
EXTENDED RELEASE TABLETS, 5 mg/120 mg

Antihistamine/Nasal Decongestant

Indoor & Outdoor Allergies

12 Hour Relief of
* Sneezing

* Runny Nose

= Sinus Pressure

* |tchy, Watery Eyes
= ltchy Throat or Nose
* Nasal Congestion

Actual Size

24 EXTENDED RELEASE TABLETS




SIGNATURE CARE ALLERGY RELIEF D

cetirizine hydrochloride, pseudoephedrine hydrochloride tablet, film coated, extended release

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:21130-644

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

CETIRIZINE HYDROCHLORIDE (UNIl: 640047KTOA) (CETIRIZINE -

UNI:YO7261ME24) CETIRIZINE HYDROCHLORIDE 5 mg

PSEUDOEPHEDRINE HYDROCHLORIDE (UNII: 6V9V2RY)8N) PSEUDOEPHEDRINE 120 m
(PSEUDOEPHEDRINE - UNII:7CUC9DDI9F) HYDROCHLORIDE 9
Inactive Ingredients

Ingredient Name Strength

SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)

LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)

LOW-SUBSTITUTED HYDROXYPROPYL CELLULOSE, UNSPECIFIED (UNIl: 2165RE0K14)
MAGNESIUM STEARATE (UNII: 70097M6130)

MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)

POLYETHYLENE GLYCOL, UNSPECIFIED (UNIIl: 3WQOSDW1A)

POLYVINYL ALCOHOL, UNSPECIFIED (UNII: 532B59J990)

TALC (UNIl: 7SEV7J4R1U)

TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color WHITE Score no score

Shape ROUND Size 10mm

Flavor Imprint Code L147

Contains

Packaging

# Item Code Package Description Marketing Start Marketing End
Date Date

1 2“23&21130‘644' 24 in 1 CARTON 02/16/2021

1 1in 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 ANDA210719 02/16/2021

Labeler - safeway (009137209)

Revised: 2/2021 Safeway
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