ANTACID- calcium carbonate tablet
Safetec of America, Inc.

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.

Drug Facts

Active ingredient (per tablet)
Calcium Carbonate USP 750 mg

Purpose
Antacid

Uses relieves

heartburn

acid indigestion

sour stomach

upset stomach associated with these symptoms

Warnings

Ask a doctor or pharmacist before use if you are presently taking a prescription drug. Antacids may
interact with certain prescription drugs.

When using this product
= do not take more than 10 tablets in 24 hours
® if pregnant do not take more than 6 tablets in 24 hours
® do not use the maximum dosage for more than 2 weeks except under the advice and supervision of a
doctor

Directions

Keep out of reach of children.

® adults and children 12 years of age and over: chew 2-4 tablets as symptoms occur, or as directed by
a doctor

® do not take for symptoms that persist for more than 2 weeks unless advised by a doctor

Other information
® each tablet contains: calcium 300 mg
® store at room temperature 15°-30°C (59°-86°F)

Inactive ingredients

dextrose, flavor (peppermint), magnesium stearate, maltodextrin

Questions or comments?

Call toll free: 1-800-456-7077



Principal Display Panel - 750 mg Pouch Label

Safetec
of America, Inc.

DO NOT USE IF POUCH IS TORN OR DAMAGED

Manufactured for Safetec of America, Inc.
Buffalo NY 14215

EXTRA STRENGTH
Antacid

Calcium Carbonate 750 mg
2 Chewable Tablets

NOT USE IF POUCH IS TORN OR DAMAGED
Manufactured for Safetec of America,

®Safetec

af America, Inc

Drug Facis (continued)
Keep out of reach of children.

Dirgction
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chew 2-4 tablets as symptoms occur, or as directed by a doctor
mdo not take for symptoms that persist for more than 2 weeks
unless advised by a doctor
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meach tablet contains: calcium 300 m
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Calcium Carbonate 750 mg
Drug Facts 2 Chewable Tablets
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Inactive ingredients
dexrose, flavor (peppermint), magnesium stearate, maltodextrin

Questions or comments? Call toll free: 1-800-456-7077

Principal Display Panel — 50 Count Carton

Safetec®
of America, Inc.

*Compare to the active
ingredient in TUMS® EX

NDC 61010-4408-1
Antacid
Calcium Carbonate 750 mg — Extra Strength
e Fast heartburnrelief
e Relieves acid indigestion
TAMPER EVIDENT UNIT DOSE POUCHES
DO NOT USE IF POUCH IS TORN OR DAMAGED

50 Pouches 2 Tablets per pouch
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Calcium Carbonate  Basliiosl 750 myg - Extra Strength

Drug Facts

Aclive ingredient (per tablet) Purpose
Caltivm Carbonabe USP T MM.....o...cou e s e s s e e e AEK

USes rlieves  mheartburm  wacid indigestion  m sour stomach i upset stomach associated with hese symploms

Warnin

Ask 2 doctor or ph Ist belore wse if you are presently taking & prescription drug. Antacads may interact with c2rain prescription drugs.
Whea using this producl  m do ot Rake more than 10 tablets in 24 hours — wif pregnant o not take more than 6 tabkets n 24 hours

m do nat use the maximum dosage for more than 2 weeks except under the advice and supervision of a doctor

Keep oul of reach of children.

+ Fast heartburn relief
* Relieves acid indigestion

TAMPER EVIDENT UNIT DOSE POUCHES
DO NOT USE IF POUCH 15 TORN DR DAMAGED

50 Pouches € Tabiets per pouch

Dirgetions
m adufts and children 12 years of age and over: chew 2-4 tablets as symptoms ocour, or s directed by a doctor
m do nat fake for symptams that persist for mare than 2 weeks unless advised by a doctor

Other information
m each tablet cantaing: calcium 300 myg
m store at room temperature 15°-30°C (58° -86°F)

Inactive ingredienls dextrase, flavor {peppermint). magnesium stearate, maltodexrin
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Antacid

Calcium Carbonate 750 mg - Extra Strength
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*This product is not

manufactured or

distributed by

GlaxoSmithkline
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Consumer Healthcare
Holdings {US) LLC,

owner of the registered
trademark TUMS® EX

Principal Display Panel — 100 Count Carton

Safetec®
of America, Inc.

*Compare to the active
ingredient in TUMS® EX

NDC 61010-4408-2
Antacid

Calcium Carbonate 750 mg — Extra Strength
e Fast heartburnrelief
e Relieves acid indigestion

PUSH TO OPEN

Dispense
through opening

TAMPER EVIDENT UNIT DOSE POUCHES

© Safetec

Antacid

Calcium Carbonate 750 mg - Extra Strength

» Fast heartburn relief
+ Relieves acid indigestion

TAMPER EVIDENT UNIT DOSE POUCHES
DO NOT USE IF FOUCH IS TORN OR DAMAGED

50 Pouches 9 Tablets per pouch

DO NOT USE IF POUCH IS TORN OR DAMAGED

100 Pouches 2 Tablets per pouch



() . *Compare to the active Imporiant: Read all product information before using.
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of America, Inc. HDC ¢ Drug Facts

Active ingredient (per tablet)
Calgaam Cartionate USP 750 mg

L J
Uses ieivves  mbeartburn  macd ndigestion  mE0u somach  mupsat stomach associated with Thesa Symplims
Warnings
Ask a doclor or pharmwacis! before wse il you are presently faking a prescription drug. Antackts may interact with ceriain prescription dnugs
When using this prodect  m do not fake more than 101abietsin 24 hours — wif pregrant do not fake more Hian 6 tablets in 24 hours

W Nk s the maedmien dosage bor more han 2 weeks exceptundzs the advice and supemvision ol a doctor
Keep out o reach of children,

N ' adults and children 12 years of age and ever: chiew 2-4 taiets as symploms oceur, of as directed by a doctor
ca’c’"m carbonate 750 mg - ma srreﬂgth 'm0 ot 18k for symptoms that persist for more than 2 wees unless advsed iy & doctor
Other information
w each fabled comains: calcium 300 mg
w star at room femperature 15°-30°C [53° -06°F)
Inactive ingredients dedrose, favoe (peppermint), magnesin stearate, mahodesrin

Questions or comments? ) ol free 1-800-456-1077

» Fast heartburn relief
* Relieves acid indigestion

TAMPER EVIDENT UNIT DOSE POUCHES
DO NOT USE IF POUCH IS TORN OR DAMAGED

TAMPER EVIDENT UNIT DOSE POUCHES

DO NOT USE IF POUCH IS TORN OR DAMAGED “ “ ““ “‘l‘l“u“ | “|
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100 Pouches € Tablets per Pouch
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of America, Inc. of America, Inc.

Antacid Antacid

Calcium Carbonate 750 mg - Extra Strength Calcium Carbonate 750 mg - Extra Strength

* Fast heartburn relief * Fast hearthurn relief
* Relieves acid indigestion * Relieves acid indigestion

TAMPER EVIDENT UNIT DOSE POUCHES TAMPER EVIDENT UNIT DOSE POUCHES
DO NOT USE IF POUCH IS TORN OR DAMAGED DO NOT USE IF POUCH IS TORN OR DAMAGED

100 Pouches @) Tablets per Pouch 100 Pouches @) Tablets per Pouch




ANTACID

calcium carbonate tablet

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
CALCIUM CARBONATE (UNII: HOG9379FGK) (CALCIUM CATION - UNII:2M83C4R6ZB)

Inactive Ingredients

NDC:61010-4408

Basis of Strength  Strength
CALCIUM CARBONATE 750 mg

Ingredient Name Strength
DEXTROSE (UNIL: IYO XDZ35W2)
MAGNESIUM STEARATE (UNIL: 70097M6130)
MALTODEXTRIN (UNII: 7CVR7L4A2D)
PEPPERMINT (UNIL: V95R5KMY2B)
Product Characteristics
Color white (WHITE) Score no score
Shape ROUND (ROUND) Size 16 mm
Flavor Imprint Code AP;052
Contains
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:61010-4408-0 2 in 1 POUCH; Type 0: Not a Combination Product 12/30/2019
2 NDC:61010-4408-1 50 in 1BOX 12/30/2019
2 NDC:61010-4408-0 2 in 1 POUCH; Type 0: Nota Combination Product
3 NDC:61010-4408-2 100 in 1BOX 12/30/2019
3 NDC:61010-4408-0 2 in 1 POUCH; Type 0: Nota Combination Product

Marketing Information

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



OTC monograph final part331 12/30/2019 ‘

Revised: 12/2019 Safetec of America, Inc.
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