TOPCARE MIGRAINE FORMULA- acetaminophen, aspirin, caffeine tablet
Topco Associates LL.C

Topco Associates LL.C. Migraine Formula 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

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
Or symptoms.

Directions

do not use 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 ?



1-888-423-0139
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COMPARE TO EXCEDRIN® MIGRAINE active ingredients

actual size

100 COATED CAPLETSY

TCAPSULE-SHAPED TABLETS

4 PRI LBy sl Jabiuo|
£10] Joalowaye) @ janpoid spy) Busn sjjugm kep
f18%8 SYULID DOUOD[E BI0W JO € AU M (SIBUI0 J0
‘uaxoxdeu 'uajoadng ‘upidse) sqivSN Lopduasalduon
10 uopdussasd Buureiues sBnup Jaylo axel |

Onup prosz)s Jo (uenbeogiue) buuuy) pooq e aye)m
swajooxl Gupas)q Jo $183IN UIBWS PEL AL I
12pj0 J0 09 208 20 W NOA 120D S BUBYD 2L
“Gujpaa|q yoBwWolS BIaNES SNED ABIL YHUM ' VSN UE
suEuod pnpoid s Bupues Aupaaq ewos
1onpoud sjuy Bursn ajuym Kep L1ans syupp

Jl0yooe 20w Jog M usydoujwelace bujueued
SOMIp Jaulo v | JUNOW . A[Ep LWNLIEW

UL S| U2IUM 'SIN0U 2 LI $131089 7 UEL) 210w m

2B) N0A J| IN200 ABW A0SUIED Jan)| 289G
“uaydoujweiaze sueuod pnpad spy | fujusem jaa
Foousm  (Dujzesym) BLYSEm  DUliams [Bjoe|m
Sanl W apNjoul KB YI|UM UORIESI

(0128 213035 B 2SNEA B UNKISY Ha|e ABIS|Y
“feme by dpy

[EDD & 89S PUB 88N d0JS 'SINI00 UOIBSI RS B )|
yselm sies|qm  Ouusppal ups |

PR AL SWOMWAS SUOLAI UMS

213A3E BSNED ABIW UBYdoUNLEIRIY Heje A1)y
*853L1|[] SNOJIES I 2/e) B

‘Aol puks 5,83 Jo ubls A15ea Ue g pinod swojduls
3521[) BSMEDA] J000P B YNSU0D N300 BUIWOA

PUB BESNBU UM J0ABLSY U] S30UBYD | Jonposd S|uk
Bugsn vty onpoad s asn jou pinoys swojdums
aMlI-ni) Jo xod ueNon Woy Buuandsl sl o

aney] oym s1efeuas) pue uaipyg -ewoapuks sefoy
sBuptue

sueljusess m  asf)

- [EpoESUOU,
B GO sUBYE)
(,OVSN) W 057 updsy

18naa1 Ufed ™ Bl 06 2 Uaudou|we|EaY
(1aydea yoea uy)
sasoding spuaipaibiui anyay

sjoeq Bnig

®
SUSTAINABLE
FORESTRY
INITIATIVE

Certified Sourcing

www.sfiprogram.org
SFI-01052

NDC 36800-374-78

Formula

ACETAMINOPHEN / ASPIRIN (NSAID) /

CAFFEINE TABLETS, USP

igraine

| WITH CAFFEINE
[}

M

COMPARE TO

B EXCEDRIN® MIGRAINE
active ingredients't

¢ Pain Reliever / Pain Reliever Aid

O




Excedin® Migraine.
EL K GROVE VILLAGE IL 60007

tested to guarantee its highest quality.
STOPCO FERTH QUESTIONS? 1-888-423-0139

This Top Care® product is laboratory
our total satisfaction is guarantead.

Movartis ConsumerHealth, Inc., dist butor of
DISTRIBUTED BY TORCOASSOCIATES LLC

to peare @0 peo. com  www topca reb rand com

| KEEP BOX FOR REFERENCE|
HThis product is not manutactured or dsrbuted by

Drug Facts (continued)

Caffeine waming: The recommended dose of this
product contalns about as mueh caffeine as a cup of
coffes. Limit the use of caffeine-containing
medications, foods, or beverages while taking this
product because too much caffeing may cause
nervousness, irtablity, sleeplessness, and,
occasionally, rapid heart beat.

Donot use  WIf you have ever had an allergic
reaction fo acetaminophen, asplin or any other pain
rellever/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

W you have never had migraines diagnosed by a health
professional M you have a headache that is different
from your usual migraines W you have the worst
headache of your ife B you have fever and stiff neck
| you have headaches beginning after or caused

by head injury, exertion, coughing or bending

W you experlenced your first headache after the age

of 50 Wyou have dally headaches W you have a
migraine so severe as to require bed redd W you have
liver disease M stomach bleeding waming applies

to you  ®you have a history of stomach problems,
such as heartburm W you hawve high blood pressure,
heart disease, liver cirrhosls, or kidney disease

W you are taking a diurefic W you have asthma

B you have proems or serlous side effects from
taking pain relievers or fever reducers

W you have vomiting with your migraine headache

Ask a doctor or pharmaclst before use If you are
W taking a prescription drug for:

W diabetes ®Wgout W arthritis
W under a doctor's care for any serious condition
W taking any otherdrug W taking any other product
that contains aspirin, acetaminophen, or any other pain
relieverfever reducer

Stop use and ask a doctor f W an allergic reaction
occurs. Seek medical help right away. b

Drug Facts (continued)

W you experlence any of the following slons of
stomach bleeding:  m feel faint W@ vomit blood
W have bloody or black stools
W have stomach pain that dogs not get better
W your migraine Iz not relieved or worsens after
first dose W new or unexpected symptoms ocour
B ringing inthe ears or loss of hearing occurs

If pregnant or breast-feeding, ask a health
professional before use. it is especilly important not
touse aspirin during the last 3 months of pregnancy
unless definitely directed to do 50 by a doctor
becausa [t may cause problems Inthe unborm child
or complications during delivery.

Keap out of reach of children. In case of overdosa,
get medical helpor contact a Poison Control Center
right away, (1-800-222-1222) Quick medical
attention is critical for adults as wel as for children
even If you do not notice any signs or symptoms.

Directions  mdo not use more than directed

W adults: take 2 caplets with a glass of water

B If symptoms persist orworsen, ask your doctor

W do not take more than 2 caplets in 24 hours, unkss
directed by a doctor W under 18 years of age; ask
a doctor

Other information W store at 20°-25°C (68°-77°R
W close cap fightly after use W read all product

information before using. Keep this box for im portant
infor mation,

Inactive ingredients camauba wax,
crospovidone, FDEGC blug #1 aluminum lake,
hyprome loze, microcrystaline cellulose, povidone,
pregelatinized starch, propylene glycol, saccharin
sodium, stearic acld, titanium doxide

Questions or comments? 1-888-423-0139
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acetaminophen, aspirin, caffeine tablet
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Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:36800-374

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
ACETAMINO PHEN (UNII: 362091TL9D) (ACETAMINOPHEN - UNI:362091TL9 D) ACETAMINOPHEN 250 mg
ASPIRIN (UNI: RI6CO5Y76E) (ASPIRIN - UNILR16 CO5Y76E) ASPIRIN 250 mg
CAFFEINE (UNII: 3G6 A5W338E) (CAFFEINE - UNI:3G6 ASW338E) CAFFEINE 65 mg
Inactive Ingredients
Ingredient Name Strength

CARNAUBA WAX (UNI: RI2CBMOEIZ)
CROSPO VIDONE (15 MPA.S AT 5%) (UNIL: 6840196 0MK)
HYPROMELLO SES (UNIE: 3NXW29 V3WO)

MICRO CRYSTALLINE CELLULOSE (UNIE: OP1R32D6 1U)
PO VIDONE (UNIL: FZ989 GH94E)

PROPYLENE GLYCOL (UNI: 6DC9Q167V3)

SACCHARIN SODIUM (UNIE: SB8ZUX40TY)

STEARIC ACID (UNI: 4ELV7Z65AP)

TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)

Product Characteristics

Color WHITE Score no score
Shape CAPSULE Size 17mm
Flavor Imprint Code L374



Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:36800-374-62 1in 1 CARTON 04/01/2003

1 24 in 1 BOTTLE; Type 0: Nota Combination Product

2 NDC:36800-374-78 1in 1 CARTON 04/01/2003

2 100 in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
ANDA ANDAO075794 04/01/2003

Labeler - Topco Associates LLC (006935977)

Revised: 12/2019 Topco Associates LLC
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