SINUS AND COLD D- naproxen sodium, pseudoephedrine
hydrochloride tablet, film coated, extended release
CVS WOONSOCKET PRESCRIPTION CENTER, INCORPORATED

CVS Pharmacy, Inc. 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:

e hives

» facial swelling

* asthma (wheezing)
 shock

e skin reddening

* rash

e Dblisters

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 at 20 weeks or later in 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

e children under 12 years: do not use

Other information

* each caplet contains: sodium 21 mg

* FDA approved dissolution specification differs from the USP dissolution
specification

» store at 20-25°C (68-77°F)

* storein adry 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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Compare to the active ingredients in Aleve-D® Sinus & Cold
Caplets**

Non-Drowsy

Sinus & Cold-D

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

1 CAPLET 12 HOURS

Pain reliever/Fever reducer (NSAID)

Nasal decongestant

12 Hour multi-symptom relief of:

* Sinus pressure

* Headache

* Sinus congestion

* Nasal congestion

* Body aches

SINUS & COLD

20 CAPLETS**

**Capsule-shaped tablets

Actual Size



Non=Drowsy

__ Sinus & Cold-
CVSHealt

Non=Drowsy

Sinus & Cold-

NAPROXEN SODIUM, 220 mg
PSEUDOEPHEDRINE HYDROCHLORIDE, 120 mg
EXTENDED-RELEASE TABLET
Pain reliever/Favar raducer
(NSAID)

Masal decongestant

12 Hour multi=symptem

reliaf of:

* Binus pressure

* Heatlache

* Sinuz congestion

+ Nasal congestian

+ Body aches

20 CAPLETS**
**Capsule=shaped tablets

HENOHE BI LINN 91208 31 H0-03H840 S HOLEW 3 B0 L0K00

Actual
Size

#619363

] lllJ!4 O

PRINT SIDE
GLUE

Diistriluted by: CVE Pharmaey, Ine,
Dirive, Wi et ] 0295

EAS

[}

005 HOF GV
w4017

100% monay back
!!
W Cihcenimmpsloy

TRAY 3

Drug Fact (continued)

Campare to he aclive bgredients
n Aleves[1* Sinus & Celd'

Caplots*
NG 5131623501

1 CAPLET
12
HOURS

Drug Facts

Drug Facts (confinued)

Active ingredients

(ineachcapiat)
proen sodum 2 0mg

{rapraxen2 00 g ) NSAD Y. ... ..P ain refievesk er redu cer

Pseadoep hedrine HC1H210mg,

entended TelEase.. . s o e e Mesal deconpestart

* ronste mid ala niin flam raory

Purposes

Heartattick andstroke warning: NSLIDs & cept aspirin
increase the risk of hea tata ok h eart fallure, and stk e
These can be fital The isk ish igher ifyou use moe than
direcisd orforlon ger then d ircted.

U'ses temporarly releves thesecold, shus, o flus ymptoms:

W SN spressue  mominer body achesan d pairs

m head ache

m nasd and sing scon gestian | promo tes Gnusd rainage and
restores freer breat ing o ugh the nesg)

B

Domatuse

m [ wuhave everhad anallergic reaction toany othe rpain
rele erifever g dicer

m ight before orafter heartsuge

o | youaren owtaking a precription momaming oocidese
inhibitor] MO ferisin d i gs for depression, peychiaric,
oremotional cond tions, orPak h o n'sdsesse) o fr
2weeks after stopping the MADId g F o u do natk now
ifyour prescription drug con tains an MAN, ask a doctoror
pharmacist bef g this product,

War nings
Allergy al ert: Naproxen sodummay @ use asevere allergic
reaction, especiallyin p2 ople allergic to aspirin Sympoms
may include:
mhies mfacial swelling maghma (wheszing)
mstock mskinedienhg mesh mbises
Ifan alk g icreacth nocewrs st p use and seek medical help
right awy.
Stomach b edi ngwarning : Thisp odu ¢t on tains an N3AID,
whEh mey cause seves stomady Heedng. The chance s
higher if you
mare aged DoroHer
m hawe had gomachulcersor beeding prablems
m fek ea blood hiirning | arlicoa guland or deroid dg
m ek eother drug scontaining prescription or nanp Escripion
NSADs (sspirin, ibup ofen, napm en o rothers
m hawe Jor morealm holic driikse ey day while using
tis product
m ke emore arfor a brger ime than drected

H1TCH 17 o4

PRINT SIDE
GLUE

Drug Facts (confinued)

Stop use and askadoctor if

m youex perienceany d thefdbowhgsigns of domach beeding:
m feel faint mwomi blood  mhaveb loody orblack sools
m hawe tomach pain thatd cesn ot get better

W ¥ou e sympims of hesrtp o blemsor stroke:

m chestn

u fraublehreahng

w weakne E in one part orside ofbody

m shired spesch

m leg swelling

m redn e ar swelln gispresent inthe paink larea.

W AN YN WympEms app ear

m feergetawo e of lagsmare han 3 days

m you e d Ficut yswallkowing orthe capet feels gickin
your hieat

m youget rervous, dzy, or des pless

m na s cong estion kst moe than 7 days

|fpregnantor bre astfee d iy, sk a heath professional
before use. Itise  eclaly impartan t not to use nap pen
sodiumat 20 we elsor e rin preg rancy unless defin bely
dircted o dom bya doctorb ecause it may cal € pr bemsin
the un barn ehild or conp limtians duing delivery

Ke epoutofreach of children. Incae of werdose,get

rvesd =2 e | orcon tacta Po Bon Conrol e nier righta way
(1800-22 1223, »

Direcions

m b rottake more tha md ive: & d

m e sma lle steffes i ve dse should be used

m s llowrwho l; do notcneh or dew

m ckirk afull gass of water wih eachdoss

m adultsan dehildren 2 yeas and older:1 caple tev ety
12 hours; donotta ke more han 2 caples in24hours

m chilcren un der 12 years:do mtuse

Other information

m & hcaplet eontains: sodum21mg

' FDA ap proved disalution spe ofi caon differs from b e P
dssolth ngecifcaton

mdoreat X-2FCE8-TTF)

m doreinadyphes

Inactive ingrediens colddalsilicon diovide,
Inyprom elloge, Bctese mo mofrydrat e mag nesium o earais,

miceeryseling cdluose, plyethylens ghycol polyoriate 8,
powid re, talc, titan iumdiced &

(estions or comments?1-800- 710280

This product is not manufactured or distributed
by Bayer HealthCare LLC, distributor of
Aleve-D® Sinus & Cold.

m i children und el 2yearsofage

Ask adector beforewsaif

m the 5o mach bleding warn i g app B 5o you

m wu have a history of somach prabk ne, 2 chash eartu m

w you fave high blood pessue, heart dissess, Ivercimeeds,
kidneydizase, asthma, bynid dieas, dibees, e roubk
u imating cue o anen brged prostaie gland, orhad a doke

m U ae takingaduetic

g bave problem o rsericus 9d e efie cisfromtaking s n
reieversa rfge rreduie &

Ask adectar or phar maci sthefore usa i fyouare

m unde ra doctork care for any sefouscon difon

m aking agiinforheart attack orsto ke b ecause napm en
mizyd ecr as this benefit of aspirin

m taking any ofhe ndrug

Whenusingthis prode t
m ke wih foodor mikifstomed upsetoccus

SINUS AND COLD D

Product Information
Product Type

Route of Administration ORAL

HUMAN OTC DRUG

Item Code (Source)

naproxen sodium, pseudoephedrine hydrochloride tablet, flm coated, extended release

NDC:51316-339




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 Strength
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNII: 70097M6130)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3\WQOSDWI1A)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
POVIDONE, UNSPECIFIED (UNII: FZ989GH94E)
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color WHITE Score no score
Shape OVAL Size 18mm
Flavor Imprint Code L417
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 (DC31316339- 50 in 1 carTON 05/08/2024
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 ANDA076518 05/08/2024

Labeler - cvs wooNSOCKET PRESCRIPTION CENTER, INCORPORATED (062312574)
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