ACETAMINOPHEN AND IBUPROFEN- acetaminophen, ibuprofen tablet, film
coated
Kroger Company

Kroger Co. Acetaminophen + Ibuprofen Tablets Drug Facts

Active ingredients (in each caplet)
Acetaminophen 250 mg
Ibuprofen 125 mg (NSAID*)

*nonsteroidal anti-inflammatory drug

Purposes

Pain reliever

Uses

temporarily relieves minor aches and pains due to:
headache

toothache

backache

menstrual cramps

muscular aches

minor pain of arthritis

Warnings
Acetaminophen liver damage warning:

This product contains acetaminophen. Severe liver damage may occur if you take:

» with other drugs containing acetaminophen
 more than 6 caplets in 24 hours, which is the maximum daily amount for this
product

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

Acetaminophen allergy alert: may cause severe skin reactions.
Symptoms may include:

e skin reddening
* Dblisters
* rash

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

NSAID 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.

NSAID 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

with any other drug containing acetaminophen (prescription or nonprescription). If
you are not sure whether a drug contains acetaminophen, ask a doctor or
pharmacist

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

Ask a doctor before use if

you have liver disease

stomach bleeding warning applies to you

you have problems or serious side effects from taking pain relievers

you have a history of stomach problems, such as heartburn

you have high blood pressure, heart disease, liver cirrhosis, kidney disease,
asthma, 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 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

leg swelling

pain gets worse or lasts more than 10 days
redness or swelling is present in the painful area
any new symptoms appear

If pregnant or breast-feeding,

ask a health professional before use. It is especially important not to use ibuprofen 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). Prompt medical attention is critical for adults as well as for children even
if you do not notice any signs or symptoms.

Directions
e do not take more than directed

Adults and children 12 years and over: take 2 caplets every 8 hours while
symptoms persist

Children under 12 years: ask a doctor

* do not take more than 6 caplets in 24 hours, unless directed by a doctor



Other information

* read all warnings and directions before use. Keep carton.
» store at 20-25°C (68-77°F)
* avoid excessive heat above 40°C (104°F)

Inactive ingredients

colloidal silicon dioxide, corn starch, croscarmellose sodium, crospovidone, ferric oxide
yellow, microcrystalline cellulose, polyethylene glycol, polyvinyl alcohol, povidone,
pregelatinized starch, stearic acid, sucralose, talc, titanium dioxide

Questions or comments?
1-800-632-6900
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COMPARE TO the active ingredients of ADVIL® DUAL ACTION
See side panel

CONTAINS 2 MEDICINES

Krogerg

DUAL ACTION

OUR PHARMACIST RECOMMENDED

Acetaminophen + Ibuprofen Tablets

ACTUAL SIZE

Acetaminophen 250 mg & Ibuprofen (NSAID) 125 mg Tablets
72 CAPLETSt

Pain Reliever

tCapsule-Shaped Tablets



ACTUAL 5IZE

SN

ddf HIN0HMN HNOA

Jdil HYDS "NOLLYINHOSNI 1OR00Hd
2025 ¥ OIHO TLYNN NI D00 43904 FHLA Q3 LNaIHLSI

bl

nq

WID}=2Y

NOLLDV TWna @

EZ-0ZLEXIOE DAN

siepqey Bui sz
(ansn) usjardng g
B o5z wesydounumyeay

5}

uajo

WA 2B g As-udpy anoy
LIELIE Ny JNE) "SPUELF NG

SANIDITIW

z SNIVLNOD STy

$S131dVIZL

+ uaydour

=
=
=

COMPARE TO the active ingredients
of ADVIL® DUAL ACTION tsee side panel CONT'AI Ns 2MEDICINES

MDC 30014 2-720-23

DUAL ACTION i(
."P

u ﬁf
Acetaminophen +
Ibuprcfen Tablets A':':T-Sulf’fk. —
e O s Tablk 72capLers: [

Pain Reliever *Capsule-Shoped Tablets




2 St E2res

1A

09ZL % °

LI

pripoud sy o safiny sy LMpEIYP XU 1377 rj Fuped
A DaH BN o AUy IUSTNT Bg 30 VabuwL 7T L
ADAPEH FALNE) S HILSOHDE 10 4 DULE0 1 RS 0 3 HPY)

~Dussi o oIy ) 0 JapUn [uas pauLd 138N Jou o

Do notuse with other medizines containing Drug Facts (continued)

ACETAMINOPHEN; can cause iver damage. Heart attack and stroke warning: NSMDs, sxcept asprin, incresss the
READAND KEEP CARTONFOR COMPLETE WARNINGS nsk of heart attack, heart faikire, and stroke. Thes can be fatal. The risk
AND MFORM ATION i higher if you use more than directed orfor longer than directed

Donotuse W with any other drug comaining acetaminophen

Drug Facts (preseption ar non praa:i;;j(nn]. fyou are nat mr_a;.h m_r}r a d%
Active ingredients (it each containg acetaminophen, ask adocior or pharmacist Wit you
ﬂ.:m:::nﬁ'lm %0 rnnﬁ, cap Fﬁﬂﬁ ener had an alk i reactin o acetaminaphe n or any other pain eliever
Jpecten 125 Mg NSAID. .o oo P relicves [N 8- befovecr after et surgery

Ask adoctor beforeuseif W you have lner dessse W =lomach

bleeding waming applies toyou W you have problems or serious side
effects from taking pain relievers W you have a history of stomach

*noreeroidd ani-nflammatory drug
llses W temporaily relieves minor aches and peine due to:

B headache W toothache W backache problems, such as heartbum @ you hawe high blood pressure, heart
B renstnal cramps B museular aches dism ase, liver cirhosis, kidney disease, asthma, or had a stroke
B mnorpan of arbais B you are Eing adustic

Ask adoctor or pharmac st before use if you are
W under & doctor's care for any serous condtion
W tking sepinn for heart or eiroke, becsuse ibuprofen may
decrease this benefit of aspirin
B faking any other drug
When using this product
 fake with food or mik § stomach upset ccours
Stopuse and aska doctar i
W you experience amy of the following sgns of stomach bleeding:

W feel fairk W vomit blood W have bloody o Back stocls

[ ] ha'l:;shmuch pajnutfl'lu:tdmﬁ rﬁtgat t-ertte:rllm|
W you have ms of he at problems or st ke:

rmm%m lfu.ﬂapifmﬁng

B weakness inone part or sde of body

W slurred speech W leg swelling
B pin g ke wioree: or kasts more than 10 dae
W e nesss ar selling 15 present in the painful ara
W any nesw syptoms appear
If pregnant or breast-feeding, ask a health professional bedore usa,
Itis especially mportantnot to use ibupmfen at 20 weeks or latern
pregran;y unless defiritely drected to do so by a dector because & may
clse pm{lhms n the unbom child ar com phications dunng delwery,
Keep out of reach of children. In case of overdose, get medical help or
contact & Poison Conrol Cﬂ'fbrridﬂmﬂ-ﬂlﬂ-?é—ﬁ?ﬂ. Prompt
med cal atiention is critical far ad ulis as well as forchid en even f you
do not notice any signs or symptoms. v

Warnings

Avetaminophen liver damage warning:

This procuet cortaire acetaming phen Severe lier damage may
ocour ifyou teke: W with odher drugs containing acetaminophen
[ ] murﬂ}i;anl_? caplets in 24 I%uurs.whiu;l; i;ﬂa rr;mum daily
amourt forthis product @ 3 or more alcoholic dn

daywhile using this product —
Acetaminophen allergy aler: may cause severe skin reactions,
Symptorme may include;

Wekinreddening W blsers W rash

If skin reaction oceurs, stopuse and seek medical help nght away.
NSAID allergy alert: ibuprofen may cause a severs allergic
reaction, especialy in people allergic to aspiin. Sympoms may
include: Whives W facial swelling W asthma fwheezing)
BMehock Wekinreddening W B blizErs

If an allergic reaction occus, stop use and sesk medical help

ri%ma;'.

WD stomach bl eeding warning:

This product comains an NSAID, which may cause sevene
stomach bleeding. The chance is higher ifyou:

W are age 60 or older ll'm'ehﬁsumadwbmnrﬂﬁdhg
pobkms W iake a blood thinnng fanticaagulin) o reternid
drug W take other drugs containing preseription o
rorpresaiption NSH Ds [aepinin, ibupraten, reprooen, or o ers]
m have 3or more alcoholic drinks every day while using this
procuct B take more or for @ lorger ime than drected e

R R s
B e
TN B SN

e a5 E =
HEHH B RS
{HGH SR R

= "_'-‘_n [-r ==
A HitH i B
= gggg S e %%‘5 R
Sa.fF Eﬁg ;"qig
sxfla=s) = iE
=] FEZg1”%=] £ 3%




(3]

& -8 =y
B3

33
2

aumELI ')

ACETAMINOPHEN AND IBUPROFEN

acetaminophen, ibuprofen tablet, film coated

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety

NDC:30142-720

Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 250 mg
IBUPROFEN (UNII: WK2XYI10QM) (IBUPROFEN - UNII:\WK2XYI10QM) IBUPROFEN 125 mg

Inactive Ingredients

Ingredient Name
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
STARCH, CORN (UNII: 08232NY3S))
CROSCARMELLOSE SODIUM (UNIl: M280OL1HH48)
CROSPOVIDONE, UNSPECIFIED (UNIl: 257830E561)
FERRIC OXIDE YELLOW (UNII: EX43802MRT)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDWILA)
POLYVINYL ALCOHOL, UNSPECIFIED (UNII: 532B59J990)
POVIDONE, UNSPECIFIED (UNIIl: FZ989GH94E)
STEARIC ACID (UNII: 4ELV7Z65AP)
SUCRALOSE (UNII: 96K6UQ3ZD4)
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color YELLOW Score

Shape OVAL Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description farketingistark

Date

Strength

Nno score

14mm

H

Marketing End
Date



1 NDC:30142:720- 4 4 1 carTON 05/16/2023

72 in 1 BOTTLE; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDA214836 05/16/2023

Labeler - kroger Company (006999528)

Revised: 6/2023

Marketing End
Date

Kroger Company
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