TOPCARE ACID REDUCER- famotidine tablet, film coated
Topco Associates LLC

Topco Associates LLC. Acid Reducer Drug Facts

Active ingredient (in each tablet)

Famotidine 10 mg

Purpose

Acid reducer

Uses

* relieves heartburn associated with acid indigestion and sour stomach
* prevents heartburn associated with acid indigestion and sour stomach brought on
by eating or drinking certain food and beverages

Warnings

Allergy alert: Do not use if you are allergic to famotidine or other acid reducers

Do not use

* if you have trouble or pain swallowing food, vomiting with blood, or bloody or black
stools. These may be signs of a serious condition. See your doctor.
» with other acid reducers

Ask a doctor before use if you have

* had heartburn over 3 months. This may be a sign of a more serious condition.

* heartburn with lightheadedness, sweating, or dizziness

chest pain or shoulder pain with shortness of breath; sweating; pain spreading to
arms, neck or shoulders; or lightheadedness

frequent chest pain

frequent wheezing, particularly with heartburn

unexplained weight loss

nausea or vomiting

stomach pain

kidney disease

Ask a doctor or pharmacist before use if you are

taking a prescription drug. Acid reducers may interact with certain prescription drugs.

Stop use and ask a doctor if



e your heartburn continues or worsens
* you need to take this product for more than 14 days
If pregnant or breast-feeding,

ask a health professional before use.

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)

Directions

e adults and children 12 years and over:

* to relieve symptoms, swallow 1 tablet with a glass of water. Do not chew.

* to prevent symptoms, swallow 1 tablet with a glass of water at any time from 15
to 60 minutes before eating food or drinking beverages that cause heartburn

* do not use more than 2 tablets in 24 hours

* children under 12 years: ask a doctor

Other information

* read the directions and warnings before use

» keep the carton. It contains important information.
* store at 20°-25°C (68°-77°F)

» protect from moisture

Inactive ingredients

carnauba wax, hypromellose, iron oxide red, iron oxide yellow, magnesium stearate,
microcrystalline cellulose, pregelatinized starch, polydextrose, polyethylene glycol, talc,
titanium dioxide, triacetin

Questions or comments?
1-888-423-0139
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COMPARE TO PEPCID® AC ACTIVE INGREDIENT
ORIGINAL STRENGTH

Acid Reducer

FAMOTIDINE TABLETS, 10 mg

ACID REDUCER



Just One Tablet

Prevents & Relieves Heartburn Due to Acid Indigestion
30 TABLETS

actual size



Tips for Managing Heartburn

m Do not lieflat or bend over after eating

w Do not wear tight-fitting clothing amund the stomach

m Do nat eat before bedtime

m Raise the head of your bed

m Awoid heartburn-causing foods such as rich, spicy, fatty
orfried foods, chocolate, caffeine, alzohal, and certain
fruits and vegetables

m Eat slowly and avoid big meals

m [f overweight, loseweight
w Quit smoking

JUST ONETABLET prevents and relieves heartburm due to
acid indigestion brought on by eating and drinking certain
foods and beverages.

D0 NOT USE IF BLISTER UNIT IS BROKEN OR TORN
*Thiz product is not manufactured or distributed by Johnzon &
Johreson Coreumer Ing., dstributor of Papcid® AC,

NI IEB00-141-65

<+TopCare.
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U TAB :
B Drug Facts DrugFacts continued) 598 B
— % & =
Active ingre et (i each tablef) Purpose | % s dckr shamacshefon ' ycusre SE5 S&
E Famotiding 10 mp... ﬁ eqlm:l reducer | BKind aprescription dug. Acid reducers may interac t = o= 3
o wih ceruin prese ripti on druga. Bz =
2 Uses Stop use andaska d octorif e g8 @
M relieves hear bum associaed wih acid ind gestion and § @y ourheartbum cortinues orwors ens ]
sarsbmah Wy needtotake his produc tfor moe than 14 days ff-:q
= e

W prevent heartbumn & sociated with acd indigestion

[ ntor breast-feeding, azk a featth professional
and sour stomach brought on by eating or drinking P TR g ki oM ke o

before B

% cerhin food andbeverages Keep o ut ofreach of children. In case ofoverdoss,
. get medical helpor contact a Fois on © ontrol Center right
M | Wamings _ . | avay.fi 00-222-1222)
= Aller gy alert:Do notuseif you arealleigic tofanotiding R : g =
ol |orotheracid riuces Direc tions g5z
o= Do notuse Waduttzand children 12 ywarsand oer: _;_Ea
T W if you have fouble or pain swallowing food, wamiing Wio relieve sympoms, svallow 1 tabl gt with aglass ¢ 3
m witi blaod, or Hoodyar black stod s Trese may be .ﬁf“ﬂtrﬂﬂ ﬂﬂt;hfﬂ- s 353
ions of as i dfon. S doctor, o prevent s ymptoms, swvallow with a glass
R bt draraimadim T nrdRT of wakrat any fme fram 16 to 60 mim tesb efore g !%
: i &
m eating food @ drinking be vera ges that cause Feartbum
Askadoctorb ef ore use if you have "
= ) : Bdo notuse morethan2 fbles in 24 hours
o W had rearﬂ:lLrnmera maorths. This maybe asign of a Wchildren urder 12 years: mka docter &
mare s o s condition, 5 =
W hearthun with ligh headednes s sweating, ordiminess | Othar hiformation E =
W clest pain or shou cer pain withshortnessof breath; | mreadtfe diectionsand wamings beforeuss S=_ &8 E
swvealrg; pans preading toarms, neck or shouldes ;. § mkeepthe carton. | toortaine impornt inbrmafon, D ch E E
orlightreadadness Wsioreat IP-26°C(68°77°F) W potect from moiglre B == 5 B
H frequent chest pain — ,ﬁgﬁfgﬂ
W frequent wheezing, parf cularly with heartbum Inactiveingre die nts camwawa, hyprome llss, PucBgk
W unexplained weighthoss iron o ide e d, imn odde yellow, magnesiumstearde, Efﬂ Qe Eg =
u nauseanr'n:_urn'rting : _ micro crystalline c elluloss, polyd extross, polyethylene glyool, EE o EE=
W storechpain W kidnay disase » pregelatinized gach tdc, titanium dioxdde, tiacein v s ér@ g% E




Drug Facts (cortinued)
Questions orcomm enfs 71 2884 23-H39

0 |368D[]|DSD2 3

TOPCARE ACID REDUCER

famotidine tablet, film coated

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
FAMOTIDINE (UNII: 5QZ015J2Z8) (FAMOTIDINE - UNII:5QZ 015)2Z8)

Inactive Ingredients

Ingredient Name
CARNAUBA WAX (UNIl: R12CBMOEIZ)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
FERRIC OXIDE RED (UNII: 1KO9F3G675)
FERRIC OXIDE YELLOW (UNII: EX43802MRT)
MAGNESIUM STEARATE (UNIl: 70097M6130)
MICROCRYSTALLINE CELLULOSE (UNII: OP1R32D61U)
POLYDEXTROSE (UNII: VH2XOU12IE)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3WQOSDW1A)
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
TRIACETIN (UNII: XHX3C3X673)

Product Characteristics

Color PINK Score
Shape ROUND Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description

1 NDC:36800-141- 1in 1 CARTON

72

NDC:36800-141

Basis of Strength Strength

FAMOTIDINE

Marketing Start
Date

09/11/2009

10 mg

Strength

no score
8mm
L141

Marketing End
Date



60 in 1 BOTTLE; Type 0: Not a Combination

Product
2 NDC:36800-141- 39 in 1 carTON 10/13/2009
2 1in 1 BLISTER PACK; Type 0: Not a Combination

Product
3 [\DC:36800-141- 1 iy 1 carTON 03/22/2021
3 90 in 1 BOTTLE; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDA075400 09/11/2009

Labeler - Topco Associates LLC (006935977)

Revised: 2/2022

Marketing End
Date

Topco Associates LLC



	Topco Associates LLC. Acid Reducer Drug Facts
	Active ingredient (in each tablet)
	Purpose
	Uses
	Warnings
	Do not use
	Ask a doctor before use if you have
	Ask a doctor or pharmacist before use if you are
	Stop use and ask a doctor if
	If pregnant or breast-feeding,
	Keep out of reach of children.

	Directions
	Other information
	Inactive ingredients
	Questions or comments?
	Principal Display Panel

