ALL DAY SINUS AND COLD D- naproxen sodium, pseudoephedrine hcl tablet,
film coated, extended release
Walgreen Company

Walgreen Co. All Day Sinus & Cold D Drug Facts

Active ingredients (in each caplet)
Naproxen sodium 220 mg (naproxen 200 mg) (NSAID)*
Pseudoephedrine HCl 120 mg, extended-release

*nonsteroidal anti-inflammatory drug

Purposes
Pain reliever/fever reducer

Nasal decongestant

Uses

temporarily relieves these cold, sinus, and flu symptoms:

* sinus pressure

* minor body aches and pains

* headache

* nasal and sinus congestion (promotes sinus drainage and restores freer breathing
through the nose)

o fever

Warnings

Allergy alert: Naproxen sodium may cause a severe allergic reaction, especially in
people allergic to aspirin. Symptoms may include:

hives

facial swelling
asthma (wheezing)
shock

skin reddening
rash

blisters

If an allergic reaction occurs, stop use and seek medical help right away.

Stomach bleeding warning: This product contains an NSAID, which may cause
severe stomach bleeding. The chance is higher if you:



are age 60 or older

have had stomach ulcers or bleeding problems

take a blood thinning (anticoagulant) or steroid drug

take other drugs containing prescription or nonprescription NSAIDs (aspirin,
ibuprofen, naproxen, or others)

have 3 or more alcoholic drinks every day while using this product

take more or for a longer time than directed

Heart attack and stroke warning: NSAIDs, except aspirin, increase the risk of heart
attack, heart failure, and stroke. These can be fatal. The risk is higher if you use more
than directed or for longer than directed.

Do not use

if you have ever had an allergic reaction to any other pain reliever/fever reducer
right before or after heart surgery

if you are now taking a prescription monoamine oxidase inhibitor (MAOQOI) (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.

in children under 12 years of age

Ask a doctor before use if

the stomach bleeding warning applies to you

you have a history of stomach problems, such as heartburn

you have high blood pressure, heart disease, liver cirrhosis, kidney disease,
asthma, thyroid disease, diabetes, have trouble urinating due to an enlarged
prostate gland, or had a stroke

you are taking a diuretic

you have problems or serious side effects from taking pain relievers or fever
reducers

Ask a doctor or pharmacist before use if you are

under a doctor’s care for any serious condition

taking aspirin for heart attack or stroke, because naproxen may decrease this
benefit of aspirin

taking any other drug

When using this product

take with food or milk if stomach upset occurs

Stop use and ask a doctor if

you experience any of the following signs of stomach bleeding:
feel faint

vomit blood

have bloody or black stools



have stomach pain that does not get better

you have symptoms of heart problems or stroke:
chest pain

trouble breathing

weakness in one part or side of body

slurred speech

leg swelling

redness or swelling is present in the painful area
any new symptoms appear

fever gets worse or lasts more than 3 days

you have difficulty swallowing or the caplet feels stuck in your throat
you get nervous, dizzy, or sleepless

nasal congestion lasts more than 7 days

If pregnant or breast-feeding,

ask a health professional before use. It is especially important not to use naproxen
sodium during the last 3 months of pregnancy unless definitely directed to do so by a
doctor because it may cause problems in the unborn child or complications during
delivery.

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 take more than directed

 the smallest effective dose should be used

 swallow whole; do not crush or chew

* drink a full glass of water with each dose

* adults and children 12 years and older: 1 caplet every 12 hours; do not take
more than 2 caplets in 24 hours

* children under 12 years: do not use

Other information

each caplet contains: sodium 21 mg
meets USP Dissolution Test 2

store at 20-25°C (68-77°F)

store in a dry place

Inactive ingredients

colloidal silicon dioxide, hypromellose, lactose monohydrate, magnesium stearate,
microcrystalline cellulose, polyethylene glycol, polysorbate 80, povidone, talc, titanium
dioxide

Questions or comments?



1-800-719-9260
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Walgreens

WALGREENS PHARMACIST RECOMMENDED

Compare to the active ingredients in Aleve-D® Sinus & Cold
NON-DROWSY

All Day Sinus & Cold D

NAPROXEN SODIUM 220 mg / PSEUDOEPHEDRINE HYDROCHLORIDE 120 mg
EXTENDED-RELEASE TABLET

PAIN RELIEVER / FEVER REDUCER (NSAID) & NASAL DECONGESTANT
12 Hour

* 12-hour multi-symptom relief of sinus pressure, headache, sinus congestion, nasal
congestion & body aches

* 1 caplet - 12 hours

20 CAPLETS**
(**capsule-shaped tablets)
ACTUAL SIZE



Drug Facts Druyg Facts (continued)

Active ingredients Purposes || Heartattackandstroke warning NSAIDs,exs eptaspirn,
(in each caplet) inaeasethe risk of heart attak, hear tfaiure mds ke,
Naproxen sodium2 20 mg These can befatal. Therisk is higher if you use more han

{naproxen 20 Omg) NSAID)".... Pain reliaver/ever recuger [ dirested o drimgerthan directed.
Peeudogghedrine HC1 120mg, Domiuse
re to the active ineredients axBnded-reled . . ..., Nasal decongestant § m i you haveever fud an allergic reaction to any oher pain
cm'l:ll I]'Shn&wgnl.tlf' %" *nonsteroidal anti- |n1|anrr|atrydrug relivenfarer reducer
Uses t by ok B ek, s el n o after hear tsurgery
NON-DROWSY bt Wrggjmmm.ﬁﬁm:”ﬂé‘:'gﬁ mans SATELANS: ¥ w i you are now taking a pres i tion monamin odase
P J P inhibitor (WAOI {certain drugs for depressim, psys hiatric,

All D a Si n u s :ﬂ::ga;w: nip o oremoimalconditions, or Parkinsan'sdi ssa ) orfor
2 weeksafter sopping he MADIdrug. I you da nat know
y .fr::trns Lo hreathmgthmughthennse ih'ourprgs:riptiun drug ontainsan MAD), aska doctoror

gt before takim this produdt.
& Co ld D Warnings minchiren under12 yearsot @e
Alleny ya lri: Naprocen sodium maycause a severe allergic § psk a dochorbedforeuse i

NAPROXEN SODIUM 220 mg / PSEUDOEPHEDRINE HYDROCHLORIDE rection,especallyin people alergicto aspirin. S mptoms ¥ w the stomach bleeding warring applesto you
120 mg EXTENDED-RELEASE TABLET Y ncude: . . myu havea history of stomach problems , such as hear bum

PAIN RELIEVER / FEVER REDUCER (NSAID) & NASAL DECONGESTANT mobos msaraiinny mash Bl | Eaouon ot et d, ek

12 Hour I!mallagmremhnocwm.aop use and seekmedica help urinang dugtoan enkarged progtate dand, orhad astroke

right away. n
. " youare taking adiurdic
e finiw il iy, Stomachbleedi g warning:This poduct conta 1B a1 NSAID, o, payeprehiemsorseri faking pain

£ nasal congestion & b whichmay cats e severe omah bleeding. Thechancs is 5
T igher F you: elevers orfeverreducers
mare age 60 or older X Ask a docto ror pham acktbefore use ¥Fyou ap
mhavehad s bmach ulsersor ble eding problems munder a doctor'scare brany seriousc ondition
wtake ablod thinning (anticoagulant) oraemld dug ' taking & pirn for heart atack or s Tk, because napmaen
mitake cther drugs contning tisbenit of aspirin
NS AIDs (aspirin, Ibuprofen, niapraxen, o ctners) mtaking any oiferdrug

mhave3 o more dlcaolicdrinks areryday while using
this product Whenudng tis roduc

wtake more orfor a longer ine then directed m takewith food o milk if tomach upsetoccurs

ELUBPEI) PRIBISERI BU) O JBUMS 3T

MIOLHO NI C&18 S1LINNYILSITE 41 350 LON 00

CAPLETS**

{~*capsule-shaped tablets)

AUTURL SITE

HTCO M4 CO

DISTRIBUTED BY: WALGREEN CO, ITEM 272004 WHD106-08221

200 WILNOT RD., DEERFIELD, Il 60015
1msnnsw:nou GUIMRANTEED | | |
walgreens.com

3 &

§2021 Walgrean Ca.

W3ORGM 22-F

DrigFacts(continued) Drug Facts (continued)
Stopusea ldasn Mn Directions
anyof

i sis o gomad b b ecl

eelhlrt lnmlblmd lhaehlmg'crblmk mxia mthe small est e fective doseshoul be nsed
havesh mach pain that does notgeth etter mswalowwhol; dhnetc ushor chew
yourave symptome ofheert pebleme o ehroke: wdrink afullplass o waterwitheadh dose
hest pein Wadutzandchilden 2 years andoder: 1capl b evay
roubleb e athing . 12 hours ; chn ot ik emorethen 2caplets in24hous
ek ness Inare partr side ofbody mehildrenunder € years: b ot 156
urredsp esch
legsweling i i
Wredneszors wellirg is presentintte panil area E’HG%TEEEMM 2 myg
By new symploms 2 pear Wmeets USP Dissalufion Bst2
Wfever geswore o Ik morethan3days Wsbe d20-25°C B8R
Wyoubavedffioully swallowing o hecaplet fee lsstuk in Wsbe ina dy place
yourhroat

Byougetnevous dizyorsleedess Inactive ingredients ool silicon doxide,
W corgesionlastsmor than dys hypromelkoss Jaco e morohydrate, magn esium stearate,

1fgregnant or breast-Eeding, sk ae dh professiondl " s polyetiylene gl o, pryso bat
bdmmlt\smdﬂl}lmmﬂmtbuenmnn povidme, &ic, ttaium dodde
wdumdulnghamamhsdprsg'lamurlaaeu

trautwcrlldorwmnbmnmnngﬂelh-w ol s 157 1-00-19 90

Keepoutof reachof dhild an. Incase dfoverch &, get Glten Fi
medcalhelpo rcotact aRisonContl Cenight awy e
(+E00-22-122)

ALL DAY SINUS AND COLD D

naproxen sodium, pseudoephedrine hcl tablet, film coated, extended release

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:0363-0650

Route of Administration ORAL

Active Ingredient/Active Moiety




Ingredient Name Basis of Strength  Strength

NAPROXEN SODIUM (UNII: 9TN87S3A3C) (NAPROXEN - UNII:57Y76R9ATQ) NAPROXEN SODIUM 220 mg
PSEUDOEPHEDRINE HYDROCHLORIDE (UNII: 6V9V2RY]8N) PSEUDOEPHEDRINE 120 m
(PSEUDOEPHEDRINE - UNII:7CUC9DDI9F) HYDROCHLORIDE 9

Inactive Ingredients

Ingredient Name
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNII: 70097M6I30)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3\}QOSDWILA)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
POVIDONE, UNSPECIFIED (UNII: FZ989GH94E)
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color WHITE Score
Shape OVAL Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start
Date
1 (DC:0363:0650- 50 in 1 carTON 05/23/2013
1 1in 1 BLISTER PACK; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDAO76518 05/23/2013

Labeler - walgreen Company (008965063)

Revised: 5/2023

Strength

no score
18mm
L417

Marketing End
Date

Marketing End
Date
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