GOOD SENSE HEADACHE RELIEF- acetaminophen, aspirin, caffeine tablet, film
coated
L. Perrigo Company

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.

Perrigo 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?
1-800-719-9260

Package/Label Principal Display Panel

GOODSENSEg

Extra Strength

See New Warning

Headache Relief

Acetaminophen, Aspirin (NSAID) and Caffeine

Pain Reliever/Pain Reliever Aid

80 Geltabs

Compare to active ingredients of Excedrin® Extra Strength



Sea New Waming

Headache Relief'<y

Acetaminophen, Aspirin (NSAID) and Caffeine

Pain Reliever/Pain Reliever Aid

R

=

Compare to octiveingredionts of
Excedrin®ExtraStrength

-

KEEF CARTON FOR REFERENCE
[}

Drug Facts

Active Ingredients Purposes

(in each gl!f:l

Aspiin25i rrum Painirdiser
e

Drug Facts (continued)

Caffeine warning The rac ommendad dass ofthis predct
corviaire abaoutas much ca flsire & a cupof coflea Limithe
ge of ca fiane-wntining madiatons, y

whils taking this produrt b ecus too much @ffsine may comsa
mmmum;u

Dnug Facis (continued)

Keap out of reachof children. Incase of overdose, get
medical halp or contaet a Poisan Controd anter Aghtasey
(1-B00-222-1227). Qick medical atterttion i criical for adults
s well a8 for children even if you do not notice any signs o
S

Uses w temporarily relisvesmino aches an d paire dug fo:
m headeche macod marthits mmuscularsches
mothrhe  ® pEmeenml & e cnmps

Warnings

Faye s s yndrame: Childran a nd teanagam who hae or am
recvering from chicken pox or flu-Eke aymptorns should nat
s this product When sing thie produst, f changes in
behavior with naussa and vomiting e, censuk a desbor
becauss thess symptoms could be an sarty sgn of Reye's
synidmme, a mre but serious lness
ll-'l'tkrnﬂnqhnmmlitlﬁh

T tors, Sympiome may inclide

mekinreddenng  mbises s

I askin ramct bocous, Sop ussand sk madical el
Tight sy,

Bllergy alert S pirin ey ¢ 818 8 awvrs alangic macia
whichimayire Lids:

mhiws mhdalswdling  msbma (aheal mihxk
Liwer warning: This praduct; n Savers
livar damage may ocar if

m 3 or mome @k oholic drinks avery day while using this product
Ctomach bleeding waming: The product eont ang m AEAID,
which may causs savers stomiach blesdng. The charce is

lh-Jumlméﬂlmqﬂ“
s produs t
m ke mors of for o longer time than diected >

[ not use Directions

wif you hire ever had an alengic reaction o u o thian directed
mpiin o any other pain relieverfaver mecicer  drink o Full glass: of watir with ench dose

mwithanyother drug confaining aceaminophen jpre m aduits and children 12 years of age and over:take 2 galthe
o DoneeTipt o, o are pots ukwhether adnig wvery fhous; not more thand geltabs n 24hours

oot s Emnophen, sska o or phymesist m chiden under 12 wam :kadocor

Ask ado ctor before use i Information

wyl s ey disess u shore at 20°-25°C (BB°-T7°F)

o hibles dng wamirg appliss o you W choss cap tightly after use

Wy hers 3 sy of siearachpreblame, suehas haantum

wyi Feres high Heodprass e, heartdssas s, Br drihais,
of kidrey das ase

mym e mking a diureic

o hisws asthma

m reai all product nfr mation befors using. Keep this bos for
impartantinfermation,

Inactive ingredfents black it oide, carmuba wa,
DALy llow #10 luminu m bk, FORC blus 1

Hek 3 da ctar arpharmas ist babars uzs f you am taking

ma preacripion drug for dabates, gout, or airthriia

many other drug, or are under a doctor'scars for any s
condition

Stop use and ask a doctor if
manaller g reaction ocours, Sesk madical help right away.
myn speience anyof thefolowing sgna of stomach bleading:
mesliant mwomit blecd
b by oor blbck siook
m fhrens omezh pain thel dess notiget be tier
mrnginginhe sars of les of haingeacirs
mpairnkd as i rad o swcllsn
mpaingsts wors o last formers han 10 days
v gt worsa 0 st for mons than 3 dsys

AN N EYMPE ME0sor
These o ud be sgns of a seriows condition

If pragnant ar breast-fee ding, ask a heath professioml before
Ba ks espacinlly importantnotto us aspinin at 20w ks o
later in pregrancy unles s definiely directed t do so by a dodkor
teec.miss & may causs probslems in the unbom chid o

complatom duing deli ary. >

L

aluminum laks, piln.mh.rpr:mh- malticd
dlution, mediy

:lllﬁ- MMPWNmm
persichone, prge tin pesd slarh, props ke qlycol sl acd,
than um dbmide

Questions of commeints? 1-800-T19-2060

Gluften Fres




GOOD SENSE HEADACHE RELIEF

acetaminophen, aspirin, caffeine tablet, film coated

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)
Route of Administration ORAL

Active Ingredient/Active Moiety

NDC:0113-1855

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
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
CARNAUBA WAX (UNIl: RL2CBMOEIZ)
CROSPOVIDONE (15 MPA.S AT 5%) (UNIl: 68401960MK)
D&C YELLOW NO. 10 (UNII: 35SW5USQ3G)
FD&C BLUE NO. 1 (UNII: H3R47K3TBD)
GELATIN, UNSPECIFIED (UNIl: 2G86QN327L)
GLYCERIN (UNIl: PDC6A3C0O0X)
HYPROMELLOSE, UNSPECIFIED (UNII: 3NXW29V3W0)
MALTITOL (UNIl: D65DG142\WK)
MEDIUM-CHAIN TRIGLYCERIDES (UNIl: C9H2L21V7U)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYVINYL ACETATE PHTHALATE (UNII: 58QVG85GW3)
POVIDONE, UNSPECIFIED (UNIIl: FZ989GH94E)
PROPYLENE GLYCOL (UNIIl: 6DC9Q167V3)
STEARIC ACID (UNII: 4ELV7Z 65AP)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color GREEN, WHITE Score

Shape ROUND Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start
Date

1 NDC:0113-1855- 4 1 caRTON 02/18/2022

27

Strength

no score
13mm
M

Marketing End
Date



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

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ore monograph not 4343 02/18/2022

Labeler - L perrigo Company (006013346)

Revised: 3/2022 L. Perrigo Company
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