MIGRAINE RELIEF- acetaminophen, aspirin, caffeine tablet
Family Dollar (FAMILY WELLNESS)

Drug Facts

Active ingredients (in each caplet)
Acetaminophen 250 mg

Aspirin 250 mg (NSAID)*

Caffeine 65 mg

*nonsteroidal anti-inflammatory drug

Purposes
Pain reliever
Pain reliever

Pain reliever aid

Uses
e 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 iliness.

Allergy alert: Acetaminophen may cause severe reactions Symptoms may include:
e skin reddening

e Dlisters

e 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:
e hives

e facial swelling

e shock

e asthma (wheezing)

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

e more than 2 caplets in 24 hours, which is the maximum daily amount

e with other drugs containing acetaminophen



e 3 or more alcoholic drinks évery 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)

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

e 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 mounth.

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

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

e 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

e you have never had migraines diagnosed by a health professional

you have a headache that is different from you usual migraine

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,
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 warnings 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 pain relievers or fever
reducers

e you have vomiting with your migraine headache

Ask a doctor or pharmacist before use if you are
e 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 pain
reliever/fever reducer

O O O O O o

Stop use and ask doctor if
e an allergic reaction occurs. Seek medical help right away.
e you experience any of the following signs of stomach bleeding
o feel faint
o vomit blood
o have bloody or black stool
o have stomach pain that does not get better
e your migraine is not relieved or worsens after first dose
e 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 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 (1-800-222-
1222) right away. Quick 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 use more than directed

adults: take 2 caplets with a glass of water

if symptoms persist or worsen, ask a 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

e store at controlled room temperature 202 to 252C (682 to 779F)
e close cap tightly after use

e read all product information before using

Inactive ingredients

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



Questions or comments?
Call 1-877-753-3935 Monday-Friday 9AM-5PM EST

Principal Display Panel

COMPARE TO THE ACTIVE INGREDIENTS IN EXCEDRIN® MIGRAINEY
MIGRAINE RELIEF

Acetaminophen Aspirin and Caffeine Tablets, USP

250 mg, 250 mg and 65 mg

Pain reliever/Pain reliever aid

CAPLETS**

(**Capsule-shaped tablets)

tThis product is not manufactured or distributed by GSK Consumer Healthcare Holdings
(US) LLC, distributor of Excedrin® Migraine

TAMPER EVIDENT: DO NOT USE IF PRINTED SAFETY SEAL UNDER CAP IS
BROKEN OR MISSING.

KEEP OUTER CARTON FOR COMPLETE WARNINGS AND PRODUCT
INFORMATION.

DISTRIBUTED BY
MIDWOOD BRANDS, LLC
500 VOLVO PKWY,
CHESAPEAKE, VA 23320

Package Label
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ACTUAL SIZE

NOG 5531%-870-24

FAMILY WELLNESS Migraine Relief

IN EXCEDRING MIGRAINE!

‘sLodwAs s sufiss fue sagou
10U 0 NoA Jl AR LRJPJIJD J0j S ([3A SE S)iNpE Joj BIBUD
S UOQUANE (EAPAL KIING Aeme B (222 1-222-008- 1)

COMPARE TO THE ACTIVE INGREDIENTS

JEUE) |0V LOSIN B J0EUCA 0 Gl BBl saye BuBag sayepeal ey nok W ¥08U S U sare) _ Gufans [e0e) M SN M  Zapnu) fEL0 oam

156 ‘950030 J0 252D U| WAIPJIYS |0 13EDI J0 N0 dagy aney nok m 6 N0k 40 BUIEPEGY 1SI0M B} BARY DA W Sﬁeu_mg__mw_gmnnmwsﬂsﬁaﬁig

“Alatijep BUUTP SUONEORHLID 10 B WOGUR saulesBi [ensn nak WL} WARYP §) 124 BEpeay y 146 dRu [expaLl ees

81 U suisjgoid esnea feiw ) aenedaq jojaop e A os 0p 280y NOA I [RL0jssaj0d yes 2 g pasoufiem sauriGiw Eam_._-m._em Eﬁsﬂﬁgﬁﬂ sum Ssqm

0 e figjuyap ssejun Kaueutiexd ul 2je) 0 SxEaM oz ey 183U BAEL ORI |1 2SR 210}2Q JOJO0P € YSY cﬁmﬂmﬁrhﬁﬁiggﬁuﬁﬁﬁ

ﬁiﬁﬂaﬁ_ﬁg“«ﬁﬂﬁkgﬂu EN—IE Tstewizd 10 J0j20p B Y5e UBLJ0UILIEIEE SUIU0) B 2 .ﬁi%ssmspﬁ__ m_g_snusﬁ_q

IRuBSS2JKd lesi ey eI o jueubaid 1AL31M 20 10U 3Je nalk § ‘(unndunsauduou Jo Lopduosaid) 5,2 J0 UGS 123 UE 50 pIP0) SLIOYILS 8501 B6TEIG0

SN0 Guise] J0 S50) 20 20 AL} u Gubuy m Uatdoupwseyase Bu e Brup Jauo fue e J5npal 10}20D B J15UB0 ‘IN30 BUILION PUE BSNEL L5tk J0NELSY

1000 SUydus papadxaun Jo mey | gy sanaa) ujed o AUB 10 'upds? ‘UsydouwegEoe U] sabieyp  ‘ngosd s Busn Uays Tonpaud sig asn

46001814 J5IFE SUSSHM 10 PaABIEI J0U 51 AiBew inoi m o} U028 3B UE ey 13k aney nok 4 63N Jau o 100 pyous susapduske 1-ny 1o xod uawa) oy Buyanozes
S 1 00 500 JeLp ued LIS ey m Teaq sy pide ) [EuDsEDOn 202 J0 BB O SabEUzE] PUB UaIpRY) o

S100IS 22| J0 Aponjq aKEY M

pO|q Ywon M JuE| ey W Gugealg

ymwas Jo sufis Gumoljoy au 1o e auaueda nof m
“Rewe 6u gy [EapaL ¥aeg SIN0 LonIEa) B e ve |
11 Jujoop B Y58 pue asn dojg

JEINDE) KnajaNa) a1 Li2d Ja

fise Jo 'UBYGOUMUIERB0R 'ULOSE SUIEILIOD JRUG JNpAIC Jaga
fue Buoyey w0 Brup sawgo e Guey @ uog|puco snoyas
fUle J0g 8280 S 000D E JEpUN M SjUupE W (nofm

{panupuos) spoed Bnag

'pUE ‘ssaUssaa)s IBILL) ‘SSASNORIAL BSTED

21w ausapEa yINW 00} BsE3aq Janpasd siug Busien ajum
sallesaneg J0 'Sp0. ‘'SLONENPaw DUl BL03-aUIByeD J0 35N
U JLr] @300 Jo dno B 52 AURKEI ENW B8 0GR SURU0D
J0npad SiLf J0 850p PapUBLLLICOI Bl Buluies sujayey
“Uuoas Jad s02p A10L 4o (). Jo) Pasn s 1np0id S} J) LIRIOM
{ew sauTepEaH :BujLIEM SyIepeay SsTIaAD UODEapaly
Pazaup Wey) awe saBuo & 10y 10 2100 e} |

Jonpoud s Busn ayum fzp fuana suUp 3j0y0oe

(panupuoa) sjoed Bnig

Wi

Acetaminophen, Aspirin and Caffeine Tablets, USP

250 mg, 250 mg and 65 mg
Pain Reliever/Pain Reliever Aid

S Wellness™
24 CAPLETS**
(**Capsule-shaped teblets)

FAMILY

DISTRIBUTED BY: MIDWOODD BRANDS, LLC
500 VOLVO PKWY, CHESAPEAKE, VA 23320 USA

PRODUCT OF INDIA
NCT 100% SATISFIED?

. o Retum within 30 days 1o the
) %. swre of purchase for a refund
[wih recespd) or exchange,

PLD-A797A  FCOOBBST

MIGRAINE RELIEF

acetaminophen, aspirin, caffeine tablet

Product Information

NDC:55319-970(NDC:62207-680)

Item Code (Source)

HUMAN OTC DRUG

Product Type

ORAL

Route of Administration




Active Ingredient/Active Moiety

Ingredient Name
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D)

Basis of Strength Strength

ACETAMINOPHEN

ASPIRIN (UNIl: RL6CO5Y76E) (ASPIRIN - UNII:R16CO5Y76E) ASPIRIN
CAFFEINE (UNIl: 3G6A5W338E) (CAFFEINE - UNII:3G6A5W338E) CAFFEINE
Inactive Ingredients
Ingredient Name
CARNAUBA WAX (UNIl: R12CBMOEIZ)
HYDROXYPROPYL CELLULOSE, UNSPECIFIED (UNII: 9XZ8H6N60OH)
HYPROMELLOSES (UNII: 3NXW29V3W0)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDWI1A)
SODIUM STEARYL FUMARATE (UNIIl: 7CV7WK4UI)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
Product Characteristics
Color white Score
Shape CAPSULE (Capsule shaped Tablet) Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description Marketing/ Start
Date
NDC:55319- .
1 970.94 1in 1 BOX 07/01/2023
1 24 in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product
NDC:55319- .
2 970-10 1in 1 BOX 07/01/2023
2 100 in 1 BOTTLE, PLASTIC; Type 0: Not a

Combination Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDA214039 07/01/2023

Labeler - Family Dollar (FAMILY WELLNESS) (024472631)

Revised: 8/2023

Family Dollar (FAMILY WELLNESS)

250 mg
250 mg
65 mg

Strength

no score
17mm
11

Marketing End
Date

Marketing End
Date
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