IBUPROFEN AND PSEUDOEPHEDRINE HYDROCHLORIDE- ibuprofen and
pseudoephedrine hydrochloride tablet, sugar coated
The Kroger Company

Ibuprofen and Pseudoephedrine Hydrochloride

Drug Facts

Active ingredients (in each Purposes
caplet)

Ibuprofen, USP 200 mg (NSAID) * Pain reliever/fever reducer
Pseudoephedrine HCI, USP 30 mg Nasal decongestant

* nonsteroidal anti-infammatory drug

Uses

temporarily relieves these symptoms associated with the common cold or flu:
= headache

fever

sinus pressure

nasal congestion

minor body aches and pains

Warnings

Allergy alert

Ibuprofen 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

® in children under 12 years of age

» 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 (MAQOI) (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

= stomach bleeding warning applies to you

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

= 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

Ask a doctor or pharmacist before use if you are

» under a doctor's care for any serious condition

» taking any other product that contains pseudoephedrine or any other nasal
decongestant

= taking aspirin for heart attack or stroke, because ibuprofen 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



= |eg swelling

fever gets worse or lasts more than 3 days
nasal congestion lasts for more than 7 days
symptoms continue or get worse

redness or swelling is present in the painful area
you get nervous, dizzy, or sleepless

any new symptoms appear

If pregnant or breast-feeding,ask a health professional before use. It is especially
important not to use ibuprofen 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
» adults and children 12 years of age and over:
= take 1 caplet every 4 to 6 hours while symptoms persist. If symptoms do not
respond to 1 caplet, 2 caplets may be used.
= do not use more than 6 caplets in any 24-hour period unless directed by a doctor
= children under 12 years of age: do not use

Other information
s storeat 20 - 25° C (68 - 77° F). Avoid excessive heat above 40° C (104° F).
» read all warnings and directions before use. Keep carton.

Inactive ingredients

acacia, calcium carbonate, carnauba wax, confectioner's sugar, corn starch,
croscarmellose sodium, crospovidone, FD&C Blue no. 2 Aluminum Lake, FD&C Red no.
40 Aluminum Lake, FD&C Yellow no. 6 Aluminum Lake, gelatin, guar gum, hydrogenated
vegetable oil, hydroxypropyl cellulose, iron oxide black, kaolin, polyethylene glycol,
powdered cellulose, povidone, pregelatinized starch, propylene glycol, shellac, silicon
dioxide, sodium benzoate, sucrose, talc, titanium dioxide, white wax

Questions?
call 1-800-632-6900

DISTRIBUTED BY THE KROGER CO.
CINCINNATI, OHIO 45202

PRINCIPAL DISPLAY PANEL - 40 Tablet Blister Pack Carton



COMPARE TO the active ingredients of ADVIL ®COLD & SINUS ***See side panel
NDC 30142-423-41
Kroger @

OUR PHARMACIST
RECOMMENDED

Non-Drowsy
Ibuprofen
Cold & Sinus

Ibuprofen & Pseudoephedrine HCI Tablets, USP
Ibuprofen, USP 200 mg

Pain Reliever/Fever Reducer (NSAID)*
Pseudoephedrine HCI, USP 30 mg

Nasal Decongestant

*nonsteroidal anti-inflammatory drug

RELIEVES:

Sinus Pressure
Nasal Congestion
Fever

40 COATED
CAPLETS**
**oval-shaped tablets



E asn jou op :abe jo sieaf z| Japun By B

Jojop e Aq pajoeuip
ssajun pouad inoy-pz Aue Ul siejded 9 uey) s10wW &SN Jou op B
*pasn aq few sjejdes Z Jajdes | o) puodsal jou op swojdwis
11 1sisiad swoydwids apym sinoy g o) ¢ Aane 19jdes | sxelm
Jano pue abe jo siead g| uaipjya pue sinpe
pasn aq pjnoys asop aAnJaye jsaews ay |
pa1d2dip Uey) aJoW aye} jou op B
suon9alIg

(222 1-222-008~1) *Aeme Jybu Jejusy [04u0) UOSIO & J0BIL0D JO
djeu [eaipaul 1o "3s0pian0 Jo 3589 U] "URJP|IY2 JO Yaeal Jo Jno deay
=fuangap Buunp suoneodwon

10 ppy2 woqun ay) ui swejqoid asnea few ) asneasq

Jojoop & g os op o} pajaaup Apnuep ssajun foueufizid jo syuow
£ 158 au) Buunp uajoudng asn o} jou Juepodw Afenadsa s )] "asn
ai0jaq eucissajoid yyeay e yse ‘Buipea)-jsealq Jo Jueubaid y

Jseadde swojdwis mau Aue @
ssajdagys Jo fzzip ‘snonau jab nof @
eale |njuied sy w uesasd si Bugems Jo sseupal |
asiom jab 1o anuguos swoydwhs @
sfep # uey) asow Joj sjse| uopsabiuod [eseu
sfiep g Uy} alow sjse] 1o asiom 5196 1ans) B
Buigems bo|m
yoaads paunjs @ £poq 1o apis Jo Yed BUO U] SSaUNEaM I
Bujyeaiq ajgnos M ujed seyo
.e¥ans Jo swejgoud pesy jo swoydwis aney nof @
Janeq 186 jou saop 1ey) ured Yorwors aney |
sjoojs ¥oejq Jo fipoojg aney Ml poojq WOl Jule) |80} W
:Buipasyq yorwos jo sufiis Bumogoy ay) jo Aue eousuedxe nok @
J1 1000p B YsE pue asn dojg

$n900 Jasdn YOBWOS JI YJIW JO poo) UHM Syel |

1anpoud siy) Buisn uaypy

Brup saujo Aue Bupyel B
uLldse Jo yauaq siy) asealoap

few usjoudng) asneasg ‘ayols 1o ¥orNe Ueay o) udse Buiye) |
uesabucoep [eseu Jayio

fiue Jo suupaydeopnasd sulejuoa 1ey) jonpod Jauo Aue Burye) @

uonipuoa snojes Aue ko) aed sJojaop & Jepun Il

ale nof )| asn alojaq jstoewneyd 10 10j0p € Yy

ofeunip e Bupye) aue nof |
ayons e pey Jo ‘puelb syeisoid pabiejus ue o) anp Guyeuun
ajgno.) aAey ‘salaqelp ‘aseasip ploil) ‘eunyise ‘aseasip Asupry
‘SISO JBN] ‘aseasip Jeay ‘ainsseld poolq Ubiy arey nod B
wIngUesy se yans ‘swajgoud yoewo)s jo Aiojsiy e aney nof m
SI30NPal Jana) o siansijel
ured Burye) woy) sjaye apis snolss Jo swajgod aney noA |
nod o} saidde Buwes Buipasig yoewos |
J1 asn al0jaq JOJa0p B ySY
"Jonpoud siLj) Bupyey ai0jeq isioewueud 1o Jojop e yse JOvI ue
sueyuoo Brup uogduasasd inof p mouy Jou op nod J| “Brup oy aul
Guddao)s Jaye syeem z Jo) Jo (8SB8SID S, UOSUMEL JO ‘SUORpUCD
[euoows Jo “ujeiuafsd ‘uorssaidep Joj sBrup uiepas) (JOVIN)
JoygIyul #sepio suweouow uondussaid e Burye) mou are nofd |l
fuabins Yeay soye Jo a109q 1By |
Jaonpal Janaylanalal
ured Jayjo Aue o) uonzeas wbiage ue pey Jana aney nof I |
abe jo sreal 2| Japun uaipiys Ul
@8N Jou og
“pajoaulp ey} Jabugy
1o} Jo pejpellp uey) elow asn nok ji JayBiy si sl ey ‘[ere) eq ued
858U "aqauls pue 'aunje) Weay HIee Leal Jo YSU 8l asealul
‘ulndse jdaoxe 'sglySN :Bujuiem axoLs pue yoeye pesy

(panunuoo) sjae4 bnig

A peyalp uewy awi sebuo] e 1o} 1o siow axe} |

Jonpoud sy Buisn eqium Aep fane syULp JIjoYocde aiow Jo € aney |
[s191p0 J0 ‘uaxoideu 'usjoudng) ‘uuidse]

sQlysN uopduosaduou Jo uopdussed Buurejuoo sBrup Jauo ayel

Brup pioseis Jo (juejnBeoconue) Buiuuiy) poojq & axel |

swajgoud Guipaa)g 1o sisajn yorwWo]s pey aney @ Japlo Jo gg sbie e @

:nof §1 JayBiy s soueys ay) *Buipsslq Yorwo)s aisnas asnes few

YoIum ‘QIySN e surgjuoo janposd siy| :Bujusem Buipasiq yoewois

“Reme Wby dlpy [eaipaw ¥aas pue asn dajs “sinaoo uopaeal 2\fiae ue ||

siBSIg A ysesm Buuappal us |

yoous W (Buizeoym) ewyjse | Guigems [e1oe) | SNy I

:epnjoul few swoydwis uwdse o) abuele sjdoad ul fgeinedse

(panunuod) sjoe4 bnig

(panunuoo) sjae4 bnig

4 ‘vooees oifus)[e asenes B asneo few uejoudng) :pepe ABegy
sbujwemy

suled pue sayoe fpog jouw @ uansabuod [eseu l

aunssaud snuis W JETET] | ayoepesy i

M} 0 plog UoWWoD

3y} yum pajeoosse swojdwis ssay) sanaiel flueiodwsl §38)
Ginup Lopewwrepu-Ue Epioia)suou,

Juejsabuooap [esen =" Bw 0g 4Sn ‘|OH sunpaydaopnasd
Jsonpal Janajianafal uied ™", (alvsN) Bw 00z dSNn ‘usjoidngl
sasodind (jajdea yoea uy) syuaipalbul aanoy

sjoe4 bnig

COMPARE TO the active ingredients of ADVIL® COLD & SINUS «+see side panel
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NDC 30142-423-41




Ibuproten
Cold & Sinus

RELIEVES:

Ibuprofen & Pseudoephedrine HCI Tablets, USP Sinus Pressure
: :

Ibuprofen, USP 200 mg s Congeﬁ::::

Pain Reliever/Fever Reducer (NSAID)*

Pseudoephedrine HCI, USP 30 mg ‘ 40 COATED

Nasal Decongestant Lo CAPLETS™

**oval-shaped tablets

*nonsteroidal anti-inflammatory drug
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TORN, BROKEN OR SHOW ANY SIGNS OF TAMPERING.

Non-Drowsy

Ibuprofen

Cold & Sinus




IBUPROFEN AND PSEUDOEPHEDRINE HYDROCHLORIDE

ibuprofen and pseudoephedrine hydrochloride tablet, sugar coated

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:30142-423

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
IBUPROFEN (UNII: WK2XYI10QM) (IBUPROFEN - UNII:WK2XYI10QM)

PSEUDOEPHEDRINE HYDROCHLORIDE (UNII: 6V9V2RY]8N)
(PSEUDOEPHEDRINE - UNII:7CUC9DDI9F)

Inactive Ingredients

Ingredient Name
ACACIA (UNII: 5C5403N260)
CALCIUM CARBONATE (UNII: HOG9379FGK)
CARNAUBA WAX (UNIl: RL2CBMOEIZ)
STARCH, CORN (UNII: 08232NY3S))
CROSCARMELLOSE SODIUM (UNII: M280OL1HH48)
CROSPOVIDONE (15 MPA.S AT 5%) (UNIl: 68401960MK)
FD&C BLUE NO. 2 (UNIl: LO6K8R7DQK)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
FD&C YELLOW NO. 6 (UNIl: H77VEI93A8)
GELATIN, UNSPECIFIED (UNIl: 2G86QN327L)
GUAR GUM (UNII: E8911637KE)
GLYCERYL TRISTEARATE (UNIl: P60CJ2551R)
HYDROXYPROPYL CELLULOSE (1600000 WAMW) (UNII: RFW2ET671P)
KAOLIN (UNII: 24H4NWX5CO)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3\ QOSDWI1A)
POWDERED CELLULOSE (UNII: SMD1X3XO9M)
POVIDONE, UNSPECIFIED (UNIl: FZ989GH94E)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
SHELLAC (UNII: 46N107B710)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

Basis of Strength Strength

IBUPROFEN 200 mg

PSEUDOEPHEDRINE

HYDROCHLORIDE 30 mg
Strength



SODIUM BENZOATE (UNIl: OJ245FE5EU)
SUCROSE (UNIl: C151H8M554)

TALC (UNIl: 7SEV7J4R1U)

WHITE WAX (UNIl: 7G1)5DA97F)

TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)

Product Characteristics

Color
Shape
Flavor
Contains

Packaging
# Item Code

NDC:30142-

1 423-41

brown Score no score
OVAL (Caplets) Size 14mm
Imprint Code 423

. .- Marketing Start Marketing End
Package Description Date Date
1in 1 CARTON 10/13/2001

40 in 1 BLISTER PACK; Type 0: Not a Combination
Product

Marketing Information

Marketing
Category

ANDA

Application Number or Monograph Marketing Start Marketing End
Citation Date Date

ANDAQ074567 10/13/2001

Labeler - the kroger Company (006999528)

Registrant - onm Laboratories Inc. (184769029)

Establishment
Name Address ID/FEI Business Operations
Ohm Laboratories Inc. 184769029 manufacture(30142-423)

Revised: 12/2024

The Kroger Company
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