BISMUTH- bismuth subsalicylate tablet
Allegiant Health

Drug Facts

Active ingredient

Bismuth subsalicylate 262 mg (each tablet contains 102 mg salicylate)

Purpose
Antidiarrheal/Antacid

Uses

relieves

travelers’ diarrhea
diarrhea

upset stomach due to overindulgence in food and drink including:
heartburn
indigestion
nausea

gas

belching

fullness

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

Contains salicylate. Do not take if you are allergic to salicylates (including aspirin)
taking other salicylate products

Do not use if you have
e an ulcer

e a bleeding problem

e bloody or black stool

Ask a doctor before use if you have
e fever



e mucus in the stool

Ask a doctor or pharmacist before use if you

are taking any drug for
anticoagulation (thinning the blood)
diabetes

gout

arthritis

Stop use and ask a doctor if

e symptoms get worse or last more than 2 days

¢ ringing in the ears or loss of hearing occurs n diarrhea lasts more than 2 days
When using this product

a temporary, but harmless, darkening of the stool and/or tongue may occur

If pregnant or breast-feeding

ask a health professional before use.

Keep Out of Reach of Children

In case of accidental overdose, contact a doctor or Poison Control Center (1-800-222-
1222) right away.

Directions
e chew or dissolve in mouth

Adults and children over 12 years : 2 tablets (1 dose) every ¥ hour or 4 tablets (2

doses) every hour as needed for diarrhea

e 2 tablets (1 dose) every 1/2 hour as needed for overindulgence (upset stomach,
heartburn, indigestion, nausea)

e do not exceed 8 doses (16 tablets) in 24 hours

e use until diarrhea stops but no more than 2 days

Children under 12 years of age: ask a doctor
e drink plenty of clear fluids to prevent dehydration caused by diarrhea

Inactive Ingredients

acacia gum, aspartame, calcium carbonate, D&C red #27 aluminum lake, dextrates,
magnesium stearate, maltodextrin, microcrystalline cellulose, peppermint flavor, silicon
dioxide

Package/Label Principal Display Panel



_\1 ‘aneg e ..J
oN 0] ..W‘
Ma
SI2]0eL (qeMap 00} | 2w | Ynusig ZyUpeaH
7 : OOhﬂZ&ﬂEﬂX 7 7

BZLLL AN ed Jaag
£2e0y Lpjesy jueibayly
L6024 A painyTejnueRy

“afWUSYE-0ylad YRR RZ1S(Ba) 3 J0 JsunD
“HuEg ' J1201 0 PENQUISID 10 PRUMIBNLEW J0U 5| 1NR Sk,

JO0IS 3L | SNONLL I JAQ) M AR 0K Ji 95N a0Jq J0JI0P B HSY

20)S ¥o2jq J0
fipooygm  wajgoud Buipas)ge M Json ue @ ARy nok 1 38N Jou o

sjonpoid epepiaifes Joyjo Guojey M (uuidse Bujpnpu) saeyiaies
a afisaem ame nok j wyey jou og ‘spejiajres sujejuod uaje ARy

$300/)) SMDLBS 10 8124 € ‘auwoipuls 5 afay o

uiits: fpres e o0 pynce) Susapdius aSaL. SSNEJA JORI0D B | SUaD INK0
Fiurg)woa pue easmew Wum Joieysdq Uy sabueya p ‘yanposd sip Gusn
uay Jonpoad siug asn J0u pinoys swojdiks -y 20 xod uayus woy
Buprawose e 10 aney oym siaBeuas; pue uam)y) :ewoipuis 3, afay

shuiiey

ssaUurm Oumoeqm seim easneum  wonssdipl m
Lnguieay M Guipnioul YULp pUg pooj Ul asuatinpuues o anp
UTRWOS 19500 W EAULRDE ESULEID SIGEAEN M SaARE sas)

* (eneyies Busg suEjuoa joioes yoes)
~Blugag SiEpRAESRS LSl
?za yoea uy)

PIIELY/TEGYLEIR-QU

asoding

MNDC 69168-048-32

Compare o Peple-Bismel* Active Ingredient™
4 l

(" HealthReZ®

Drug Facts (continued on inside)

Ask a doctor or pharmacist before use H you are taking any
drug for - m anticoagulation (thinning of the biood)  m diabates
mgout  m arthrifis

When using this product a temporary, but harmless, darkening
of the shool and/ar fongue may occur

Stop use and ask a doctor if W sympioms gel worse or lasis
more than 2 days W ringing in te ears or oss of Rearing occurs
W diamrhea lasts mone than 2 days

If pregnant or breast-feeding, ask a health professional before
use. Keep out of reach of children. In casa of accidental
averdose, get medical help or contact a Poisan Conérol Center
(1-800-222-1222) right away.

Directions m chew or dissolve in mouth

W Adults and children 12 years and over: 2 tablets (1 dose)
every ¥ hour or 4 tablets (2 doses) every hour s needed for

diarmea w2 tablets (1 dose) every 1/2 hour a5 needed for

overinduience (upset stomach, heartburn, indigestion, nausea)
W do nat exceed 8 doses (16 tablets) in 24 hours W use until
diarmea stops but not mare than 2 days

W Children under 12 years of age: ask a doctor W drink plerty
of clear fluids to help prewent dehydration caused by diasrhea

Other informafion  w Phenylketonurics: containg
phenylataning 1.1mg per tablet - m Each tablet contains:
calcium 73mg  m sfore at room temperature 15*- 30°C (58°-
86°F) W avoid excessive heat (over 40°C or 104°F) m TAMPER
EVIDENT: DO NOT USE IF IMPRINTED SAFETY SEAL UNDER CAP 1S
BROKEN OR MISSING

Inactive
carbonate, .
stearate, mattodextrin, microcrystalling cellulose, peppermint
flarvor, silicon dioxide

acacia gum, aspartame, calcium
red #27 aluminum |ake, dexirates. magnasium
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Bismuth

BISMUTH

bismuth subsalicylate tablet

Product Information

Item Code (Source) NDC:69168-046

HUMAN OTC DRUG

Product Type

ORAL

Route of Administration

Active Ingredient/Active Moiety

Basis of Strength Strength

BISMUTH

Ingredient Name

BISMUTH SUBSALICYLATE (UNIl: 62TEY51RR1) (BISMUTH CATION -

UNII:ZS9CD1I8YE)

262 mg

SUBSALICYLATE

Inactive Ingredients



Ingredient Name
ASPARTAME (UNII: ZOH242BBR1)
CALCIUM CARBONATE (UNII: HOG9379FGK)
D&C RED NO. 27 (UNII: 2LRS185U6K)
DEXTRATES (UNII: G263MI44RU)
MAGNESIUM STEARATE (UNIIl: 70097M6130)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
ACACIA (UNII: 5C5403N260)
MALTODEXTRIN (UNII: 7CVR7L4A2D)
PEPPERMINT (UNII: VO5R5KMY2B)

Product Characteristics

Color pink Score
Shape ROUND Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description

1 NDC:69168-046- 12 in 1 CELLO PACK; Type 0: Not a Combination

69 Product

2 NDC:69168-046- 30 in 1 CELLO PACK; Type 0: Not a Combination

88 Product
32 Product

50 Product

Marketing Information

Marketing Application Number or Monograph

Category Citation
OTC Monograph Drug M008

Labeler - alegiant Health (079501930)

Revised: 11/2018

NDC:69168-046- 100 in 1 BOTTLE; Type 0: Not a Combination

NDC:69168-046- 50 in 1 BOTTLE; Type 0: Not a Combination

Marketing Start
Date

12/23/2014
12/23/2014
05/31/2023

11/06/2023

Marketing Start

Date
12/23/2014

Strength

no score
17mm
RHO046

Marketing End
Date

Marketing End
Date

Allegiant Health
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