MIGRAINE RELIEF- acetaminophen, aspirin, caffeine tablet, film coated
Kroger Company

Kroger Co. Migraine Relief Drug Facts

Active ingredients (in each caplet)
Acetaminophen 250 mg

Aspirin 250 mg (NSAID¥*)

Caffeine 65 mg

*nonsteroidal anti-inflammatory drug

Purposes
Painreliever

Painreliever aid

Use

treats migraine

Warnings

Reye’s syndrome: Children and teenagers who have or are recovering from chicken pox or flu-like
symptoms should not use this product. When using this product, if changes in behavior with nausea and
vomiting occur, consult a doctor because these symptoms could be an early sign of Reye’s syndrome, a
rare but serious illness.

Allergy alert: Acetaminophen may cause severe skinreactions. Symptoms may include:

skin reddening
blisters

rash

If a skinreaction occurs, stop use and seek medical help right away.

Allergy alert: Aspirin may cause a severe allergic reaction which may include:

hives

facial swelling
asthma (wheezing)
* shock

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

more than 2 caplets in 24 hours, which is the maximum daily amount
with other drugs containing acetaminophen

3 or more alcoholic drinks every day while using this product



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

Medication overuse headache warning: Headaches may worsen if this product is used for 10 or more
days per month.

Caffeine warning: The recommended dose of this product contains about as much caffeine as a cup of
coffee. Limit the use of caffeine-containing medications, foods, or beverages while taking this product
because too much caffeine may cause nervousness, irritability, sleeplessness, and, occasionally, rapid
heart beat.

Do notuse

if you have ever had an allergic reaction to acetaminophen, aspirin or any other painreliever/fever
reducer

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

Ask a doctor before use if

you have never had migraines diagnosed by a health professional

you have a headache that is different from your usual migraines

you have the worst headache of your life

you have fever and stiff neck

you have headaches beginning after or caused by head injury, exertion, coughing or bending
you experienced your first headache after the age of 50

you have daily headaches

you have a migraine so severe as to require bed rest

you have liver disease

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, or kidney disease

you are taking a diuretic

you have asthma

you have problems or serious side effects from taking painrelievers or fever reducers
you have vomiting with your migraine headache

Ask a doctor or pharmacist before use if you are

taking a prescription drug for:
diabetes
gout



* arthritis
under a doctor’s care for any serious condition
* taking any other drug

* taking any other product that contains aspirin, acetaminophen, or any other painreliever/fever
reducer

Stop use and ask a doctor if

* anallergic reaction occurs. Seek medical help right away.

* 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

* your migraine is not relieved or worsens after first dose

new or unexpected symptoms occur

ringing in the ears or loss of hearing occurs

If pregnant or breast-feeding,

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

Directions

* do notuse more than directed

* adults: take 2 caplets with a glass of water

* if symptoms persist or worsen, ask your doctor

* do not take more than 2 caplets in 24 hours, unless directed by a doctor
under 18 years of age: ask a doctor

Other information

* store at 20°-25°C (68°-77°F)
* close cap tightly after use
* read all product information before using. Keep this box for important information.

Inactive ingredients

carnauba wax, crospovidone, FD&C blue #1 aluminum lake, hypromellose, microcrystalline cellulose,
povidone, pregelatinized starch, propylene glycol, saccharin sodium, stearic acid, titanium dioxide



Questions or comments?
1-800-632-6900

Package/Label Principal Dis play Panel
COMPARE TO the active ingredients of EXCEDRIN® MIGRAINE
See side panel

OUR PHARMACIST RECOMMENDED
Migraine Relief

Acetaminophen

Aspirin (NSAID)

Caffeine Tablets

Pain Reliever/Pain Reliever Aid

actual size

100 COATED CAPLET S**

**capsule-shaped tablets



COMPARE TO the active ingredients of EXCEDRIN® MIGRAINE NG 30142 806-78

st fes side panel

R -
Migraine Relief (ﬂ)ﬂ

Acetaminophen
Aspirin (NSAID)
Caffeine Tablets

Pain Reliever/Pain Reliever Aid

100 COATED
CAPLETS"

*copsule-shaped toblets

Azpirin 250 mg (MEAIDY
Caffeine 65

g
*nonsternidal anti-inflammatary d ug

Use Wireats migraine

Warnings
Reye's syndrome: Chidrenand tsenagers who hawe orare
rowaring from chickan pox arflu-like zym pomezhould not
uz this product, When using this product, if changesin
beshierwicor wiith naussaand vom itingocour, corsutta doctor
berausethess symplome could ke an earyeign of Rew's
syndrme, arars but ssnous ilness.
Allargy alert Acetaminophan mj't'-ﬂ.ll! severe ghin
ractione, Sympicims: mey incl
Wckin mddening  Whlisters lma
Fa skin maction cozurs, siop useand ssak medical halp
right away
Allergy alert: dspirin may causs a ssvers dleg & saction
which mayincluda:
Whiwe Wfcialzweling Wastmalwheszng) W shock
Liwarwa ming: This produst contains acetaminophe n. Saware
vardamags mayocour ifyou taks
Emorethm 2 capltain 24hours, which iathe mas mum
dailyamaunt
W wihother dngs cntaining acetamino phen
B3 morsalodalicdinks ewery duy whilsusing this product
Stonmch bleeding warning: Thiz product containg an NS4I0,
wwhich muycauss severs stamach blesding, The charcais
higher Fyou
Wars agetil a older
W have had stom ach ulcers or bleading p mblams
Winkaa blood thinning fardceaguant) or serciddag
lth.unthurﬂmgu ontaning pregcrption or nonpre-scription
NSAICe jaspirin, ibuprofan, raprasen, or others
Whave 3 ormare ﬂuuhdludrlnkuquqwhlluuilnn
i

Winkemom or for a longer tima than directed

IO SF BLPLE

2

Druy Facts{continued)

Mo i g Fy

owarua b warnin g | may
worzan if thiz product & used for 10 or mom daye par month,
Gaffaima warming: Tha recommendad dose of this product
coriinzabout® muchcaffeins azaup of cofles, Limit the
uza of caffaine -containing medication s, foods, o bewrages
whie takingthi prduct becass oo much cafiei ne may couss
narauzness, imitabilky sleplesmess, md, ocmaionally rapid
heart beat.

Do ot s

W if you hawe srver hadan alkrgic reection fo aetaminophen,
apirin oranyother pain reliewrTever raducer

Wwith any other drug oontaining acetam bophen ( presciptbn
o nonpregcription ). if you are not sum whethar adrug
aoniaire acedaminophen,aska docior or pharmacit

Hsk a doctor Before usaif

Wyou bers naveer bad migmines dingnassd by hembth prodessbinal

Wy have a headache thatis diffarant from yourusua migraines

Wyl v thesworet headache of your e

Wyou haveefewerand stff nack

Wyl v heamcac hees: beginning afieror caussd by head injury,
waxertion, coughing or bending

W you spariencad your first headachaafter the age of 50

Wyou haves dai |y headac hes

Wyou bavea migraine sosmersasto raquie bed rest

W you haves liver dissase

Wiomach bbading warningapplissio you

Wyouhave a historyof stomach problame, such as haartburn

Wyou bave high blood pressurs, heart disamss, ercirhosi,
orkidnaydiseass

Wyouars teking adiurstic

W you havve asthma

W you heve proshlems or 2sfous 2ids sffects from taking pain
relgvers orf gwr reducars

W youbavevormidng with your migrains headache

Drug Facts (continued)

Stop use and aska doctorif

B an allengicreacthn ocwrs. Sesk madical help right meay.

W you epesriencs aryy of e felowing sigre of stomach
hleading:
li-dfﬂnt Wyomitblood W have boody o blad 3t
I hevws sz b i et chosses ot gt bestler

B wur migraina ia not refeved or worsana after first dose

W = or unepecied symploms soour

W ringing in the sare o bes of hearing omura

Ifpregnant or breast-feeding, aska heatth prisssional
before us, iz espedallyimpertantn o to ume aspirin during
the kst 3 monthe of pegrancy unkes defintely dreckdtods
a0 byadoctor becaus it maycause probleme i the unborn
childor cemp ications during dalivery.
Keapout ofrea chofehildran

In ces of v cheesss, gt medical halpar contect a Pokon
Comtrol Cemter ight away (1-800-222-122 ) tuickmedical
attention kxcritical foradubiess wellaefor childnensven if you
du not notice any signa or aymiptome.

Directions

W do ot e mere than direcied

W ulk=: daks 2 caplatswitha gluse of waler

B Faynptome peraist orworsen, ask your doctor

B donot imbe mom than 2 caplete in 24 hours, unless directed
bya doctor

W undar 18 years of age: aska doctar

Dther informa tion

Wsoreat 20% 5 THEETTF

B dom captight yafter use

W ead al prduct informetion befor wsing. Fespthis bocfr
importan tinformation.

Rak a doctor or pharmacisthefors we if you are
Wiaking a prescription drug for
Widiabetes Wgout W arthritis
Bundara doclorscam forany sarbus condition
Wiaking anyother drug
W {aking anyerthar product that contaive 2 pirin,
acstamnophen, oranyother pan mliswrfewr redusr

wooiaBo B mmm
0069-Z £9-008
FAUNVHMD AL TVND
ST OHO 'LYNNIONID
O HIDOEN FHL
Af dAIngdidl1sKa
33038 HIF 40d XOA AT
OHISS W 30 N TH0EE 51 4¥2
HEAN N0 4 HLINHd 4 350 10N 0ad

FTIAOFE

hadwwndm camaubawax, crospovidans,
FDR&C blua #1 aliminum ke, hypromaloss, micmeretalline
callubes, povidons, pegalatinizd starch, propyans glyal
sacecharin sodium, stearic add, titanium dioxida

Questions or comments 7 1-800-532-6000




MIGRAINE RELIEF

acetaminophen, aspirin, caffeine tablet, film coated

Product Information

Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

Item Code (Source) NDC:30142-896

Basis of Strength  Strength

ACETAMINOPHEN (UNII: 362091ITL9D) (ACETAMINOPHEN - UNI:362091TL9D) ACETAMINOPHEN 250 mg

ASPIRIN (UNII: RI6CO5Y76E) (ASPIRIN - UNIER16 CO5Y76E)
CAFFEINE (UNII: 3G6 A5W338E) (CAFFEINE - UNI:3G6 ASW338E)

Inactive Ingredients
Ingredient Name
CARNAUBA WAX (UNI: R1I2CBMOEIZ)
CROSPOVIDONE (15 MPA.S AT 5%) (UNIL: 6840196 0MK)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
HYPROMELLO SES (UNI: 3NXW29 V3WO)
CELLULO SE, MICRO CRYSTALLINE (UNII: OP1R32D6 1U)
PO VIDONE (UNII: FZ989 GH94E)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
SACCHARIN SODIUM (UNIE: SB8ZUX40TY)
STEARIC ACID (UNIL: 4ELV7Z65AP)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)

Product Characteristics

Color WHITE Score

Shape OVAL Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description

1 NDC:30142-896-78 1in 1 CARTON

ASPIRIN 250 mg
CAFFEINE 65 mg
Strength
no score
17mm
L374

Marketing Start Date Marketing End Date
10/09/2019

1 100 in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information

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

ANDA ANDAO075794

10/09/2019
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