TOPCARE HEADACHE RELIEF- acetaminophen, aspirin, caffeine tablet, film
coated
Topco Associates LLC

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may
be marketed if they comply with applicable regulations and policies. FDA has not
evaluated whether this product complies.

Topco Associates LLC. Headache Relief Drug Facts

Active ingredients (in each geltab)
Acetaminophen 250 mg

Aspirin 250 mg (NSAID*)

Caffeine 65 mg

*nonsteroidal anti-inflammatory drug

Purposes
Pain reliever

Pain reliever aid

Uses

temporarily relieves minor aches and pains due to:
headache

a cold

arthritis

muscular aches

toothache

premenstrual & menstrual cramps

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 skin reactions. Symptoms may
include:

e skin reddening
* blisters
* 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:

* hives

» facial swelling

* asthma (wheezing)

* shock

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

 more than 4,000 mg of acetaminophen in 24 hours
* 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

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 not use

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

Ask a doctor or pharmacist before use if you are

taking



* a prescription drug for diabetes, gout, or arthritis
e any other drug, or are under a doctor’s care for any serious condition

Stop use and ask a doctor if

an allergic 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

ringing in the ears or loss of hearing occurs

painful area is red or swollen

pain gets worse or lasts for more than 10 days

fever gets worse or lasts for more than 3 days

any new symptoms occur

These could be signs of a serious condition

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 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

 do not use more than directed

* drink a full glass of water with each dose

* adults and children 12 years of age and over: take 2 geltabs every 6 hours; not
more than 8 geltabs in 24 hours

e children under 12 years: ask a doctor

Other information

» storeat 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

black iron oxide, carnauba wax, crospovidone, D&C yellow #10 aluminum lake, FD&C
blue #1 aluminum lake, gelatin, glycerin, hypromellose, maltitol solution, medium-chain



triglycerides, microcrystalline cellulose, pharmaceutical ink, polyvinyl acetate phthalate,
povidone, pregelatinized starch, propylene glycol, stearic acid, titanium dioxide
Questions or comments?

1-888-423-0139

Package/Label Principal Display Panel

TopCareg health

COMPARE TO EXCEDRIN® EXTRA STRENGTH ACTIVE INGREDIENTS
EXTRA STRENGTH

SEE NEW WARNING

Headache Relief

ACETAMINOPHEN, ASPIRIN (NSAID) AND CAFFEINE GELTABS

PAIN RELIEVER < PAIN RELIEVER AID

actual size

20 GELTABS



22 B8 000HZ

GIALNYHYND .
AFVRDA | LK
3344
N3LNT9

Drug Facts

Active ingredients (in each geliab) Purposes

Acetaminophen 250 mg .Fain eliever

Agpirin 250 mg (NSAD™), ..Fain reliever
reliever ad

"nonstercidal anti-imflammat ory drug

Uses

mtemporariy relieves minor aches and paire dueta
mheadache macld marhits mmuscularaches
miodhache  m premenstrual & menslrual cramps

Drg Facts(continued)

(Caffeine warning: The recommended dose of this productcontains
about asmuch caffeine a a caup of coffes, Limit the use of
caffeine-containing medications, foo ds, or beverages while faking this
product because too much caffeine may cause nervousness, iritability,
sleeplessness, and, oc casionally rapid heart beat

Donotuse  mif youhave ever hadan allrgic reaction ©
acetaminophen, aspirinor any otherpan reliever/fever e di cer
mwith any other drug containing ac ekxminophen {prescription or
nonprescription). fyou are not sure whethera dug containe
aekaminophen, ask a doctor or pharmacist.

=
Wamings
Reye's smdrome: Children and teenag ers who have of are
resoveringfrom chicken poxor flu-ike symptoms shouldnotusethis
product, When using this pduct, if changes in behavior with naussa
and vomiting oczur, consuit a door becausethess symptom could
be an earty siynof Reye's syndiome, a rare but serious ilness.
Mlergy alert: Ace iminophen may cause severe skin neactions.
Symptoms mayindude: m skinreddening mblisters mrash
Ifa skin reaction occurs, sbp use and seek medical helpright away.
Mlergy a ert: Aspirin may cause a severe dlergic reaction which
mayinclude: mhives mfacial swelling  m asthma (wheszing)
msick
Liver waming: This product contaire acetaminophen Severe liver
damage may oc cur ifyou take
mmire than 4 000 my of acstaminophen i 24 hours
mwith other drugs containing acetaminophen
m3ormareakohalic drinks every day while using this pro duct
Stomach bleeding waming: Thisproduct containg an NSAID, which
may cause sewere stamach bieeding. The chance is higher if you
mareage A o older  m have had siomach uicers or bleeding
problems  m take a bloodthinning (anticoaguiant] or stemid dug
miake other drugs cantaining prescription or nonprescription NSAINS
{aspirh, buprofen, raproxen, or others)  mhave 3 or more alcholic
dinks every daywhilewsingthis poduct mtakemoreorfora
langer time than directed >

Ask adoctor before useif myou have liver dbease  msbmach
bleeding warning appliesto you  m youhave ahistory of st omach

prblems,such as heartourn — myou have high bioo d pressure, heart
diseasa, liver cimhosis, or kidney diease  myou are faking a dire tic
m youhave aghma

Ask adoctor or pharmacist before use if you are taking
m a prescription drug for diabetes, gout, or arthritis
manyother drug, or are under a doctor's care for any serious ca ndition

Stop useand aska doctor f - m an allergic readion occurs. Sesk
medical help Aght away. myou experence anyofthe fllawing signs
of somach bleedng:  mRelfiit mvomiblod  mhavebloody or
blackstools  m havestomach painthat does not get better M ringing
inthe earsorbasofhearingoccurs  m painful area isredor swollen
W pain gets worse or lasts for morethan 10days — m fewer gets womse o
lasts formarethan 3days  manynew symptoms ocour These could
be sins of a sericus condition

Ifpregnant or breast-fee ding, ask a health professional before e

It is e specially important notto us aspiin at 20 weeks or later in
pregnancyunle ss definitely drected to do 2o by adoctor because it may
cawseproblems intheurbom childor complic ations during delivery
Keep out of reach of children. i case of overdose, get medical helpor
cortact a Poison Contml Center right away (1-800-222-1222), Quick
medical attention is critical for aduttsas well as for chikiren even ifyou
donotnotie any simsor symptoms. v

[EpEE
DO NOT USE F PRINTED
E SEAL UNDER CAP 15 BROKEN
OR MISSING
Scan here for more
information or
call 1-888-423-0138

actual size

COMPARE TO

EXCEDRIN® EXTRA STRENGTH
SEE NEW WARNING

ACTIVE INGREDIENTS**

EXTRA STRENGTH

Headache Relief

Ce-at2-0082E 20N

Drug Facts (oonfinued)
Directions m do not use more than directed m drinka fll
ks of water witheachdose - madults and chilen 12 yearsofage

and over: take 2 geffabs every 6 hours; not morethan 8 geltabs in
24hours  mchildren underd 2 years: aska docor

Other information m store & 20°-25°C (B8°-77°F) m close
tap tightly afteruse - mreadall product informetion before using.
Keep this box for impertant information.

Inactive ingredients black ion axide, camaubawa,
crospovidone, D&C yellow $10 aliminum ke, FO&C blua $
aluminum lake, gelatin, gycern, hypromellose, maltitol solution,
medium-chain trigycerides, microc rystalling cellukose,
pharmacedtical ink, polyinyl acstate phthalats, povidone,
pregelatinized starch, propylene glyeol, stearic acid ftanium dicside

Questions or comment s?1-688-423-0139

\

*Thig produetiz not marufichuredor dstibued EWA Corgumer Hea heare,
dstributor of Excediin® Extra Strength

J

ACETAMINOPHEN, ASPIRIN (NSAID) AND CAFFEINE GELTABS  actuai size

PAIN RELIEVER * PAIN RELIEVER AID

20 GELTABS

TOPCARE HEADACHE RELIEF

acetaminophen, aspirin, caffeine tablet, film coated

Product Information




Product Type HUMAN OTC DRUG Item Code (Source) NDC:36800-246

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 250 mg
ASPIRIN (UNII: R16CO5Y76E) (ASPIRIN - UNI:R16CO5Y76E) ASPIRIN 250 mg
CAFFEINE (UNIl: 3G6A5W338E) (CAFFEINE - UNII:3G6A5W338E) CAFFEINE 65 mg

Inactive Ingredients

Ingredient Name Strength
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
CARNAUBA WAX (UNIl: R12CBMOEIZ)
CROSPOVIDONE (15 MPA.S AT 5%) (UNIl: 68401960MK)
D&C YELLOW NO. 10 (UNIl: 35SW5USQ3G)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
GELATIN, UNSPECIFIED (UNIIl: 2G86QN327L)
GLYCERIN (UNII: PDC6A3C00X)
HYPROMELLOSE, UNSPECIFIED (UNII: 3NXW29V3W0)
MALTITOL (UNIl: D65DG142WK)
MEDIUM-CHAIN TRIGLYCERIDES (UNIIl: C9H2L21V7U)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POVIDONE, UNSPECIFIED (UNIl: FZ989GH94E)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
STEARIC ACID (UNII: 4ELV7Z65AP)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color GREEN, WHITE Score no score

Shape ROUND Size 13mm

Flavor Imprint Code M

Contains

Packaging

# Item Code Package Description ARG SR AR LE, 20
Date Date

1 (DC136800-246- 4 i 1 caRTON 02/01/2022

1 20 in 1 BOTTLE; Type 0: Not a Combination

Product

Marketing Information

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



ﬁ;acl monograph not . 4343 02/01/2022

Labeler - topco Associates LLC (006935977)
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