MIGRAINE RELIEF- acetaminophen, aspirin and caffeine tablet
VALU MERCHANDISERS COMPANY

1205-BST-2024-0613
Drug Facts

Active ingredient(s)
Acetaminophen 250 mg
Aspirin 250 mg (NSAID*)
Caffeine 65 mg

*nonsteroidal anti-inflammatory drug

Purpose
Pain reliever
Pain reliever

Pain reliver aid

Use

W 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 skin reactions. Symptoms may include:
M skin reddening

M blisters

W rash

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

Allergy alert

Aspirin may cause a severe allergic reaction which may include:
B hives

W facial swelling

B asthma (wheezing)



B shock

Liver warning

This product contains acetaminophen. Severe liver damage may occur if you take
B more than 2 caplets in 24 hours, which is the maximum daily amount

W with other drugs containing acetaminophen

W 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

H are age 60 or older

W have had stomach ulcers or bleeding problems

M take a blood thinning (anticoagulant) or steroid drug

W take other drugs containing prescription or nonprescription NSAIDs (aspirin,
ibuprofen, naproxen, or others)

W have 3 or more alcoholic drinks every day while using this product

B 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 heartbeat.

Do not use

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

W 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

B you have never had migraines diagnosed by a health professional

B you have a headache that is different from your usual migraines

B you have the worst headache of your life

B you have fever and stiff neck

B you have headaches beginning after or caused by head injury, exertion, coughing or
bending

B you experienced your first headache after the age of 50

B you have daily headaches



B you have a migraine so severe as to require bed rest

W you have liver disease

W stomach bleeding warning applies to you

B you have a history of stomach problems, such as heartburn

B you have high blood pressure, heart disease, liver cirrhosis, or kidney disease
M you are taking a diuretic

B you have asthma

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

B you have vomiting with your migraine headache

Ask a doctor or pharmacist before use if you are

W taking a prescription drug for:
W diabetes
H gout
W arthritis
M under a doctor’s care for any serious condition
W taking any other drug
M taking any other product that contains aspirin, acetaminophen, or any other pain
reliever/fever reducer

Stop use and ask a doctor if

W an allergic reaction occurs. Seek medical help right away.
B you experience any of the following signs of stomach bleeding:
W feel faint
H vomit blood
W have bloody or black stools
W have stomach pain that does not get better
W your migraine is not relieved or worsens after first dose
B new or unexpected symptoms occur
W ringing in the ears or loss of hearing occurs

If pregnant or breast-feeding, ask a health professional before use. Itis especially
important not to use aspirin 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). Quick medical attention is critical
for adults as well as for children even if you do not notice any signs or symptoms.

Directions

Bl do not use more than directed
B adults: take 2 caplets with a glass of water



W if symptoms persist or worsen, ask your doctor
B do not take more than 2 caplets in 24 hours, unless directed by a doctor
W under 18 years of age: ask a doctor

Other information

W store at controlled room temperature 209 to 252C (682 to 779F)
W close cap tightly after use

W read all product information before using.

B keep this box for important information

Inactive ingredients

carnauba wax, hydroxypropyl cellulose, hypromellose, microcrystalline cellulose,
polyethylene glycol, sodium stearyl fumarate, titanium dioxide

Questions or comments?
1-844-292-1112

PRINCIPAL DISPLAY PANEL

Best Choice®

tCompare to the active ingredients in Excedrin® Migraine
Migraine Relief

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

Actual Size

24 COATED CAPLETS**

**Capsule-Shaped Tablets



||||||||||||||||||

INK AND COATING FREE

' |' FOR LOT AND | ._
N 0299485002400 | _.

YV EEZL 0EL99 IN0HD 1538

| 0471SBIOVS02LS
DHISSIN HO NIHOBE $1 4D HIONN W..W.m |

| | Tw3s 03LNIEaWI 31 35N LON 00

i mpopmpwegey | |\ | L ...
_ uiﬁéﬁstﬁ&wﬁﬁ?ﬁﬂﬁa&ﬁ:
11 30N383334 B4 X08 3D ] |
......... i e Y 1 W:”...nm”ﬁm.l_w:|||||-|.|u S iR e e h...ml.-]-.l... TR m]
| Drug Facts il .“..3“* %a%ﬂa ed) | [ orug Facts (continuec) m E s
hgwﬁéaamqa_‘s%sq&u_.&g f uﬂgﬁ.ﬂisﬁﬂan [+ [ " tking any oher product that contains aspiin, B 1]
TN S eem— eiener | || Wacication ovenuss beadache waming: Headaches may aostaminoghen, o any o pain reeveever reducer ..m.m oz
Aspirin 250 mg (NSAD")... _ﬁ_ﬁq& ! worsent s product s sed for 10 ormare days per manth. |, | Stop use and ask a doctor i W =<
AN B8 Mo P VRN 200 || Catteing warming: T recommenced dose of this product ' 2nalergit reaction ocours. Seek medical help right away. H o3
notslero ant-famnaioy dug 11| s bt as mchcatene s acup ol cofos it 1, | you ey o e g s o sech e | ) = (=13
Use  mueats migrane 1] ) s of cafeine-containing medications, foods, o beverages wioel bl mvomit bood  m P bioody or black siooks 3 b LL
, 1] [ ik kg s product bicause boo much caffeng eay T] b stornach pain that does not get betier ] =
Warnings 1] ceuse rervousnes, intabiy, seeplessoess, and, ' your migraing s ot refieved of worsers et frst ocse o= o
Reye's syndrome: Chidren and leenagers whohawe orare | o | I occasionally, rapid heartbeal [ 1) wnew or unexpected symplons ocour = Y
recovering o chicken pos o fi-fie symploms shoudnot || | Domoluse  w i youfene v Fadanalergereachon® | 1 [ # finging i B ears oo of g s ()] _—
use this product. When using s product, i changes in o | avetaminophen, aspirin or any ofher pain releverTiver teduces i pregnant or breast-feeding, 2k 2 heath professional before R o~J
Definvior with rauses and vomiling oGour, consult a doclor _ with any ofher drug conkaining acetaminophen (prescription I * 8 use. it s especially important not fo use aspirin 2 20 weeks or
1 Decause these-symploms could be an earty 597 of Reye'’s 1+ || o nonprescription). i you are not sure whether a drug conkaing |11 I tater in pregrancy unless defintily directed 1 60.50 by 2 docar —

|
|
I
|
I
|
: I
Syncrome, 3 rare but serious ilness. __ aztamingphen, ask 3 Gockor of phamacist * 1 because it may cause problems in the unbom chid o
| syt cetanregheniray case sevre et || Askadocorbefoeusef_m you v s s | ) compicaions during cevery.
Symetoms may include: w sknreddenng m bisters. mrash __ dagnosed by a heath professondl - myouhaveabeadache | 1 Keepoutof reach of childeen. In case of overtse, get
If .59 rezattion cocurs, Shop s and seex medical help __ thatis ddferent from your sl migraines. myouhavethe | ) medical help or contact 2 Poison Conrol Center right away
righl anay, + || worst headache of your Be  w you have fever and stifneck _
_
_
_
_
_
_

igraine

o (1-600-222-1222). Quick medical atiention is cribcal for adulls

ACETAMINOPHEN,
PAIN RELIEVER/PAIN RELIEVER AID

ASPIRIN (NSAID) & CAFFEINE TABLETS

E&%giﬂﬂmggg L) o o heve e eoving e o caused by hess a5 wel 25 for chiren even i you do not notioe ary 7S of

whichmayinclude:  mhives  mlaci sweling 'r | ey, eerbon, coughing o bending o expenencedyour | || symploms.

mzstha (wheeting)  m shock 1] fst headache sfer e age of 30 m youbave daiy |

ver wamming: Thisproduct contins acetamiooghen Severe ||+ | neaocies wywhareamiganesosewressiorequee | | DFECtions  w do not use more than directed

berdsmageayooor tyoolake 1 T W achit: ke 2 caplels with  glas of waler .
& more than 2 caplets in 24 hours, which & Me medmum wamingappiesfoyou @ you have a hiskory of stomach ! W if symploms persist o worsen, 25K your dockor M
daiyamount W wih oher s caniining acetaminophen ___ rabens, Such as hearbun w you hve igh bcodpressur, £ ] 90 not e e than 2 caplets in 24 hours, rless

W 3 0r more aiconoic rinks every day whilé using s procuct heart disease, Ber cimhosis, or ichey deeate. mycuae | directed by a dockr .

Stomach bleeding waming: Ths product corians an NSAD, ___ thingadured myouhaeashma  myou have probiems ] )| under 18 years of age: ask a doctor

which may cause severe siomach bieeding. Thechanceis 111 | e serious side elects from aking pain rebievers o fever Other information \
higherif you mareage 60 orcider  m have had stomach || s _m v e vt withyour i headche N e oot o npere 20 1 25 660 77)
Eﬁqg_mﬁa wakeatontiong |, | 25K Gocto or phammadistbetorsuss Hyouare w i | | cise cap ity ater e
gnﬂﬂ@.ﬂﬁ?gﬁa&? “__ uﬂ%mn hnﬁ@a noot it B N w read all product information before using [
repromn, ceers)  whave Jocmore dcahnicarvis B | | "ﬂawﬁ__&ﬁn anysmsondion || wieep s b for ingartantinfomaton vl

. —— — — — — - —_— e — — ]

£SIUBUNLIO JO SUORSAND
eneyeue)  sjugipasiuy angaeuy |11
(panunuod) spae4 bnig

| | auseene

||||||||||||||||||

Item Code (Source) NDC:63941-205

HUMAN OTC DRUG

ORAL

acetaminophen, aspirin and caffeine tablet

MIGRAINE RELIEF
Product Information
Route of Administration

Product Type




Active Ingredient/Active Moiety
Ingredient Name

Basis of Strength Strength

ACETAMINOPHEN (UNIl: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 250 mg

ASPIRIN (UNII: R16CO5Y76E) (ASPIRIN - UNII:R16CO5Y76E)

CAFFEINE (UNIl: 3G6A5W338E) (CAFFEINE - UNII:3G6A5W338E)

Inactive Ingredients

Ingredient Name

SODIUM STEARYL FUMARATE (UNII: 7CV7WK4UlI)
POLYETHYLENE GLYCOL 400 (UNIl: B6978945GQ)
CELLULOSE, MICROCRYSTALLINE (UNII: OP1R32D61U)
CARNAUBA WAX (UNIIl: R12CBMOEIZ)

TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

HYDROXYPROPYL CELLULOSE (110000 WAMW!) (UNII: 5Y0974F5PW)

HYPROMELLOSE 2910 (6 MPA.S) (UNIl: OWZ8WG20P6)

Product Characteristics

Color white

Shape CAPSULE (Capsule Shaped Tablet)
Flavor

Contains

Packaging

# Item Code Package Description
NDC:63941-

1 205-01

1in 1 CARTON

24 in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product

Marketing Information

Marketing Application Number or Monograph

Category Citation
ANDA ANDA214039

Labeler - vALU MERCHANDISERS COMPANY (868703513)

Revised: 6/2024

ASPIRIN 250 mg
CAFFEINE 65 mg
Strength
Score no score
Size 17mm
Imprint Code 11

Marketing Start Marketing End
Date Date

01/11/2024

Marketing Start Marketing End
Date Date

01/11/2024

VALU MERCHANDISERS COMPANY
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