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

Walgreen 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
OT Symptoms.

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?
1-800-719-9260

Principal Dis play Panel

Compare to Excedrin® Migraine active ingredients

Migraine Relief

ACETAMINOPHEN / ASPIRIN (NSAID)/ CAFFEINE TABLETS
PAIN RELIEVER /PAIN RELIEVER AID

COATED CAPLETS

ACTUAL SIZE

100 COATED CAPLETS**

(**CAPSULE- SHAPED TABLETYS)

SEE NEW WARNINGS INFORMATION



ZHD ¥6 BLPLE

CrL0-a0 oW 125TE5 WAL

Drug Facts (continued)

*nonstemidal

Use mireats migmina

Warnings

Reye's syndrome: GHidenand earngers whobaw @ an
raccring fram chicka ripocar 1u-lke sympioms shouldrot
e this product When (©ing this prduct, Fohanges in
besbevsiorwith neuseaiand vomiting ooz, oonsuk adochor
bz thess sy mpioms muld baansarty sign of Rays's
syndrme, a s but serbus inses,

Allargy alert Acetaminophen may cuss severs shin
remctions. Symptoms may indude:

Wskinreddening Mbisers Wmsh

If a sinreaction ovours, stop uee and s ek medical help
right mevy.

AlergyalertAspiin may cawsa asavers alengic maction

Liwer warning This rodus teonkirs setamingphen Sawmn

limr darage may car ifFyou ke

W han 2oaplatsin 24 hours, whishis e mazimum
haily amount

W with otherdmgs conainingastaminophen

W 3 or mogakoholc drinks eveny dy whis wing thi prdict

Stomach bleeding waming: The productmmiaie an KSAID,

whichmay tauss severs stomach bleeding. The chancs is

higher if you

Ware ags 60 or dder

W harws had stomach ulvars or blsedng problems

Wiaks ablood thinning (mticeagulantjor sterdid drug

Wtk otherdrugs containing prescription or nenprescription
NEADs (mepirin, ibuprfen, mproen, or others)

W b 3 of mire ak orolic drinks awry daypwhila using
iz produet

W taka mions o for a langer e than dreced

mveneah in g: Headaches mary
worssnifthis product s usad for 10 or more days per month.
Caffaine warning: The recommanded doss of this product
contaire about as much caffeine as a cup of coffes, Limit the
s of caffi iring madicatang, foods, orb
whila tkingthis product becausa to much caffeine may mus
ﬁaﬁ!m?wqﬂ__.i%&_nﬁ;ﬁ md, oosasionall, rapid

wibaat

Donotuse

Wifyou hiwe ever bnd an dlergis reactionto acetaminophan,
agpirinor anyathar pain relisenfever raducar

Wwithany other drug containing acstaminophen [presaiption
ornonprasciption]. IF you ars not surs whatheradrug
containsaceaminophen, ska dodor or phamacist

Mgk a doctor before useif

W you feve neverhad migraires diagrosed by a fealth prokesmional

W o b @ headache that & diffenemtfrom your u=1el migrine

Wyouhave the worst headachs of your s

Wyouhave faver and stffneck

Wyouhave headaches beginning after or caussd by head injury,
aartion, coughing or bending

Wyouexpariensedyour firek healache aftar the age of 50

Wyou have daily headaches

Wyou have & migraing s0 severs as to requine bed rest

B wubae liwr desss

W siomach Haeding warringappdas 1oy

W woubas a sty ofstomas hproblems, sueh & bearkum

W wubas highbleodpres sum, e artdssass, liver cimhesds,
of hidnay diseepe

B wuak kingadiustc

W o b s thima

Wyouhave problemsor serious dide effects from taking pain
telivers or fever raducars

Wyouhave vomitingwith your migraine headache

Drug Faets {continued)

Stop useand ask a doctor if

W analknic maction nocurs. Saskmadical halp right mey.

| ] E_“ﬁi:ﬂ any ofthe following signs of stomach

g

Wislfaint Wwmithlood W b bleody o back stools
W havm siomas hipain ot dos notge the ter

W your migrins ks notrelisnsd orworsens afer first das

I e of Lneepeec e s/mpioms coour

W ringing inthe samor bes of earingoour

Ifpregniant or breast -feeding, =k a hedth profesmal
bisfors uza It iz epeciall important notto wa azpinin during
the kst 3 months of pregnancy wles definitely dirededto do
a0 by adoctor becauss it may musa problamain tha urbom
chid orcomplications during defvery.

Kesp out of reachof children.

I ez of war s, gptmedical balp or coniac ta Pidson
Garird Garter right vy {1-800-222-1229) Quick madical
ateni i sl forad e as wall & fo chldenawnifyou
o ot notice any s e or symplomes,

Direclions

W do notusemore han dirscted

Waduts: wks 2eaplat witia das ofwate

W ifsyrpiome parsist or worsan, ask your desior

W dorot ks mon ton 2eapla s in 24hours, ilass dires bd
by adhocctor

W under 18 yeam ofage:m kadocior

imipo rantinfmeation,

sk a docior or phamacist befor wse if youars

W akinga presaipiondug i
mdimbsies Wgout Warthiitis

W urcer a docor s care for any 2erbus condiion

W inkingany other drug

W akingany other prduct thatcontin 2 pirn,
acamminophan, o amy other pain relever fser reduc e

Hg0 A
vad Spy g
1EM

A3 AING 15 PELLLIEY

BulRIH p gupE g
EpUSI WoIay 15 DEWIEL susaBiem

DNIS S W HO NIHO!

Y| EEH Jaw
HIMN TI0H ELNH 41 35

00 NEFHEY A 0 ALMEHL S0

‘quesfemgi) g wasies
1321 NV A9 NO LLOVHSIINS %0 01

S0 51 THHE0 " LM 00 2

JOADINGIIS|P B8
PEINGIARPI0 PRINTE JIUBL 10U

Inactive | canmbawax, oowpovidons,
FOAG blue #1alumirum|ake, bypraralioss, misresrysalin
o lukss, povicke, pragehinized slarch, propydene giwd,
aacchaning odum, stearic add, iarium dodds

Questions or comments#-00-T10-0260

Migraine Relief
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MIGRAINE RELIEF

film coated

g

acetaminophen, aspirin, caffeine tablet

Product Information

Item Code (Source) NDC:0363-0374

HUMAN OTC DRUG

Product Type

ORAL

tration

Route of Adminis




Active Ingredient/Active Moiety
Ingredient Name
ACETAMINO PHEN (UNIL 362091TL9D) (ACETAMINOPHEN - UNIL:36209 ITL9 D)
ASPIRIN (UNI: R16CO5Y76E) (ASPIRIN - UNILR16CO5Y76E)
CAFFEINE (UNIL: 3G6 ASW338E) (CAFFEINE - UNIE3G6 ASW338E)

Inactive Ingredients

Ingredient Name
CARNAUBA WAX (UNI: RI2CBMOEIZ)
CROSPOVIDONE (15 MPA.S AT 5%) (UNIL: 684019 60MK)
FD&C BLUE NO. 1 (UNI: H3R47K3TBD)
HYPROMELLOSE, UNSPECIFIED (UNII: 3NXW29V3WO)
MICRO CRYSTALLINE CELLULO SE (UNI: OP1R32D6 1U)
PO VIDO NE, UNSPECIFIED (UNI: FZ989 GHI4E)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
SACCHARIN SODIUM (UNII: SB8ZUX40TY)
STEARIC ACID (UNIE: 4ELV7Z65AP)
TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)

Product Characteristics

Color WHITE Score

Shape OVAL Size

Flavor Imprint Code

Contains

Packaging

Basis of Strength  Strength
ACETAMINOPHEN 250 mg
ASPIRIN 250 mg
CAFFEINE 65 mg

Strength

no score
17mm

L374

Item Code Package Description Marketing Start Date Marketing End Date

NDC:0363-0374-78 1in 1 CARTON 05/02/2002

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

#
1
1
2 NDC:0363-0374-85 250 in 1 BOTTLE; Type 0: Nota Combination Product  05/02/2002
3 NDC:0363-0374-62 1in 1 CARTON 05/02/2002
3
4
4

24 in 1 BOTTLE; Type 0: Nota Combination Product

NDC:0363-0374-82 1in 1 CARTON 05/02/2002

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

Marketing Information
Marketing Category Application Number or Monograph Citation

Labeler - walgreen Company (008965063)

Revised: 12/2019

Marketing Start Date  Marketing End Date
ANDA ANDAO075794 05/02/2002

Walgreen Company
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