SINUS PRESSURE AND CONGESTION RELIEF MAXIMUM STRENGTH- pseudoephedrine
hcl tablet, film coated, extended release
Rite Aid Corporation

Rite Aid Corporation Sinus Pressure & Congestion Relief Drug Facts

Active ingredient (in each tablet)
Pseudoephedrine HCI 120 mg

Purpose

Nasal decongestant

Uses

temporarily relieves nasal congestion due to the common cold, hay fever or other upper
respiratory allergies

temporarily relieves sinus congestion and pressure

Warnings
Do notuse

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

high blood pressure

thyroid disease

diabetes

trouble urinating due to an enlarged prostate gland

When using this product

do not exceed recommended dosage

Stop use and ask a doctor if

nervousness, dizziness, or sleeplessness occur
symptoms do not improve within 7 days or occur with a fever

If pregnant or breast-feeding,

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 12 years and over

take 1 tablet every 12 hours
do not take more than 2 tablets in 24 hours

children under 12 years do not use this product in children under 12 years of age

Other information

each tablet contains: calcium 45 mg

* store at 20-25°C (68-77°F) ina dry place

protect from light

do not use if blis ter unit is broken or torn

see carton end panel for lot number and expiration date

this product meets the requirements of USP Drug Release Test 3

Inactive ingredients

carnauba wax, colloidal silicon dioxide, dibasic calcium phosphate dihydrate, hypromellose,
magnesium stearate, microcrystalline cellulose, polyethylene glycol, polysorbate 80, titanium dioxide

Questions or comments?
1-800-719-9260

Principal Display Panel

Compare to the active ingredient in Sudafed® Sinus Congestion 12 Hour
MAXIMUM STRENGTH

sinus pressure & congestionrelief

pseudoephedrine hydrochloride extended release tablets, 120 mg
nasal decongestant

NON-DROWSY

sinus pressure

congestion

actual size

12 HOUR

20 COATED CAPLETS**

120 mg EACH

**capsule-shaped tablets



m MAXIMUM STRENGTH

LAID sinus pressure & congestion relief
| PHARMACY | ( peeudeephedrine hydmchlor-ida ewtended releass tablets, 120 mg
nazal decongestant

12 HOUR

“Compare to the active ingredientiin Sudated® Sinus Congestion 12 Hour

RITE
LAID_ MAXIMUM STRENGTH

== sINUS pressure &
congestion relief

= \( pseudoephedrine hydrochloride
-
\

urF s

of L

extended release tablets, 120 mg

nasal decongestant
N@N:BR.@WSY a ) 12 HOUR

sinus pressure -

o-09Y ¢ 20 COATED CAPLETS”
Yatl® @ 120 mg EACH

\ \ ""capsule-shaped tablets

" .

actualsize

a1

Drug Facts Drug Facts (continued)
Active ingredient (in each tablet)  Purpose | Directions
Pseudosphedine HCH 2 mg....civiannan Nasaldecongesant | -4 ke and child ren Wizke 1 tablet every 12 houss
12 yeare and over W do notta ke more than 2 tablets

Uses in 24 hours
W temporarily relieves nasal congestion due to the common cold, | — : R

hayfever ar other upper respiratory alke rgies children under 1 2 years do notuse this product in children
W temporarily relieves sinus conpe dion and pressure under 12 years of age
Wamings Other nformation
Do not useifyouare now taking a prescription mcnoam ine meach tabkt contains: cakium 45mg

wsdaseinhi bitor (MADI) ertain drugs for de pres sion p sychi atrc, | Mstoe at 20-258°C (63-77°F)in a drypl ace
worem dtional conditons, orParkinson' sdisease),or for 2 weeks W pratect from light

afterstoppingthe MAOI drug. fyou do notknow if your mdonot we ¥ Hister witis boken ororn

prescription drug cortaing an MAQ, aska doctor or pharmaci m see carton end panel for ot number and expiration date

before takin gthis produst. mth is produd meets the req uirements of US? Dng Releass Tedt 3
Ask a doctor befare useif you have Inactive ingredients camauba wax, colboidal slicon

W hoartdisoase  ® high bhad pressure diceide, dibasiccalcium phosphate dibydrate, hypromellose,

n Egu?hg JE,E:,E d. imsh — A gnesium steam te, microcrystalline cellulose, polyethylene

N urin ating due to an enlarged prostate g lyool, polsorbate B0, titani um dioxide

When using this product donot exc eed rec ommende d do sage
Stop use and aska do chor if

W nervousness, dzaness, or sleep lessness ocour g : :

: iy : Thiz product is not manufa dured or distributed by Mcheil
m ymptams do ot imprase within 7daysorcocurwithafever_| 1 AL Y ot
If pregrantor breast-feeding aska hed h pofeszional before use. § Sudfed® Sinus Cong adion 12 Haur
Keep out of reach of children. In case of overdo =, get med ical
help or contact a Poison Comtrol Cente r night aw ay
(1-800-22-1222) >

Questions orcomiments? 1-000-71 99260

RA# 3M952

R niemiBImER BY. BTE AIN ARITTRRININN (.

62 €8 09¥50

TAC
N



w KA 7 samsnem, wene M0 HUNTER LANE
L ' HAPPLY REFUND
o¢% PP R BT CAMPHILL, PA 17011
" o I 78221559520 4

SINUS PRESSURE AND CONGESTION RELIEF MAXIMUM STRENGTH
pseudoephedrine hcl tablet, film coated, extended release

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:11822-0650

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
PSEUDO EPHEDRINE HYDRO CHL O RIDE (UNIL: 6 V9V2RYJ8N) (PSEUDOEPHEDRINE PSEUDOEPHEDRINE 120 m
- UNIL:7CUC9DDI9F) HYDROCHLORIDE g
Inactive Ingredients
Ingredient Name Strength

CARNAUBA WAX (UNII: R1I2CBMOEIZ)

SILICON DIOXIDE (UNI: ETJ7Z26 XBU4)

DIBASIC CALCIUM PHO SPHATE DIHYDRATE (UNIl: O7TSZ97GEP)
HYPROMELLOSES (UNII: 3NXW29V3WO)

MAGNESIUM STEARATE (UNIL: 7009 7M6130)

CELLULOSE, MICRO CRYSTALLINE (UNII: OP1R32D6 1U)
POLYETHYLENE GLYCOL (UNIl: 3WJQ0SDW1A)

POLYSORBATE 80 (UNIL: 60ZP39ZG8H)

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)

Product Characteristics

Color WHITE Score no score

Shape OVAL Size 18 mm

Flavor Imprint Code L054

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:11822-0650-6 20 in 1 CARTON 08/13/2002

1 1in 1 BLISTER PACK; Type 0: Nota Combination Product

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