CETIRIZINE HYDROCHLORIDE AND PSEUDOEPHEDRINE HYDROCHLORIDE-
cetirizine hcl, pseudoephedrine hcl tablet, extended release
Dispensing Solutions, Inc.

Perrigo Cetirizine Hydrochloride and Pseudoephedrine Hydrochloride Drug Facts

Active ingredient (in each extended release tablet)
Cetirizine HCI 5 mg
Pseudoephedrine HCI 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 notuse

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 whendriving a motor vehicle or operating machinery

Stop use and ask a doctor if

anallergic 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.

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 ask a doctor
disease

Other information

* store between 20° to 25°C (68° to 77°F)
Inactive ingredients
colloidal silicon dioxide, hydroxypropyl cellulose, hypromellose, lactose monohydrate, magnesium

stearate, microcrystalline cellulose, talc, yellow iron oxide

Questions or comments ?



1-800-719-9260

Principal Display Panel

Compare to Zyrtec-D® active ingredients
Original Prescription Strength
Cetirizine Hydrochloride and
Pseudoephedrine Hydrochloride
Extended Release Tablets, 5mg/120mg
Antihistamine/Nasal Decongestant
Allergy & Congestion

12 Hour Relief of:

Sneezing

Itchy, Watery Eyes

Runny Nose

Itchy Throat or Nose

Sinus Pressure

Nasal Congestion

Indoor & Outdoor Allergies

Actual Size

NDC 68258-8907-02

BULK SOURCE DATA

DIST. BY: PERRIGO

ALLEGAN, M 49010

PRODUCT 1D:

GREEN / WHITE / YELLOW / BLACK
BOX WITH A PICTURE OF A PILL
PRINTED NDC 45802-721-62

BULK SOURCE NDC: 45802-0721-62
MFR. LOT:  XXXXXX
PEDIGREE # : 709601991

DISPENSE IN THIS
/LIGHT RESISTANT CONTAIN

TAKE _ TABLET(S) ORALLY
__TIME(S) A DAY. DO NOT
EXCEED RECOMMENDED DOSAGE.
DO NOT BREAK OR CHEW. SWALLOW
WHOLE. DO NOT TAKE AT THE SAME
TIME AS MAOL AVOID ALCOHOL. MAY
CAUSE DROWSINESS. USE CAUTION
WHEN DRIVING A MOTOR VEHICLE OR
OPERATING MACHINERY.

24

Reyv. Date: 02/13

LOT# SAM

6 DispenseQuick™

Making Medicine Easy

CETIRIZINE HCI/PSE HCI ER

NDC 68258-8907-02
PRODUCT #8C0824

NS:
CETIRIZINE HYDROCHLORIDE 5 mg

PSEUDOEPHEDRINE HYDROCHLORIDE 120 mg
(PURPOSE: NASAL DECONGESTANT)

WARNING: KEEP OUT OF
CHILDREN'S REACH
STORE BETWEEN 68°- 77° F. SEE USP.

8C0824 NDC 68258-8907-02
CETIRIZINE HCI/PSE HCI ER

24 (5 mgN20 mg) TABLETS
LOT# SAMPLE

MN 45802072162 RXe 39063474

8C0824 NDC 68258-8907-02
CETIRIZINE HCI/PSE HCl ER
5 120 TABLETS 24 (5 mg/i120 mg) TABLETS
LOT# SAMPLE  EXP: 0000
(5 mg mg) MN 45802072162 RX# 31663474
8C0824 NDC 68258-8907-02
CETRIZINE HCIPSE HOl ER
24 (5 mg/120 mg) TABLETS
LOT# SAMPLE ~ EXP
N dsgori2iE2 Rxs 39063474

e |

Packaged Exclusively By:
SOLUTIONS®

Santa Ana, CA 92704

EACH EXTENDED- RELEASE
TABLET CONTA

(PURPOSE: ANTIHISTAMINE)

COMPARE TO ZYRTEC-D
PLE EXP:00-00 Rx # 31663474

CETIRIZINE HYDROCHLORIDE AND PSEUDOEPHEDRINE

HYDROCHLORIDE

cetirizine hcl, pseudoephedrine hcl tablet, extended release

Product Information

Product Type HUMAN OTC

DRUG Item Code (Source) NDC:68258-8907(NDC:45802-721)



Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

CETIRIZINE HYDRO CHLORIDE (UNI: 640047KTOA) (CETIRIZINE -
UNIL:YO 726 1IME24)

PSEUDO EPHEDRINE HYDRO CHLORIDE (UNII: 6 V9V2RYJ8N) (PSEUDOEPHEDRINE PSEUDOEPHEDRINE
- UNIL:7CUC9DDI9F) HYDROCHLORIDE

CETIRIZINE HYDROCHLORIDE 5 mg

120 mg

Inactive Ingredients
Ingredient Name Strength
SILICON DIO XIDE (UNIE: ETJ7Z6 XBU4)
HYDRO XYPROPYL CELLULOSE (UNI: RFW2ET671P)
HYPROMELLO SES (UNI: 3NXW29 V3WO)
LACTO SE MONOHYDRATE (UNI: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNI: 70097M6130)
CELLULOSE, MICRO CRYSTALLINE (UNI: OP1R32D6 1U)
TALC (UNI: 7SEV7J4R1U)
FERRIC O XIDE YELLOW (UNIE: EX438 02MRT)

Product Characteristics

Color WHITE (one side white one side light yellow) Score no score
Shape ROUND Size 12mm
Flavor Imprint Code 5029;5;120

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:68258-8907-2 4in 1 CARTON

1 6 in 1 BLISTER PACK

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
ANDA ANDAO077170 04/10/2008

Labeler - Dispensing Solutions, Inc. (066070785)
Registrant - PSS World Medical, Inc. (101822682)

Establishment
Name Address ID/FEI Business Operations



Dispensing Solutions, Inc. 066070785 relabel(68258-8907), repack(68258-8907)

Revised: 7/2013 Dispensing Solutions, Inc.
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