STOMACH RELIEF- bismuth subsalicylate tablet
Strategic Sourcing Services LLC

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.

Sunmark Stomach relief

Active ingredient (in each caplet)

Bismuth subsalicylate 262 mg

Purpose

Upset stomach reliever and anti-diarrheal

Uses

relieves:

¢ indigestion

nausea

heartburn

diarrhea

upset stomach associated with these symptoms

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
e allergic to salicylates (including aspirin)
e taking other salicylate products

Do not use if you have
e bloody or black stool

e an ulcer

¢ a bleeding problem

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 of the blood)
diabetes

gout

arthritis

When using this product
a temporary, but harmless darkening of the stool and/or tongue may occur.

Stop use and ask a doctor if

e symptoms get worse
¢ ringing in the ears or loss of hearing occurs
e diarrhea lasts more than 2 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 immediately.

Directions

Swallow caplet(s) with water, do not chew

adults and children 12 years and over: 2 caplets every 1/2 to 1 hour as needed
do not take more than 8 doses (16 caplets) in 24 hours

use until diarrhea stops but not more than 2 days

children under 12 years: ask a doctor

drink plenty of fluids to help prevent dehydration which may accompany diarrhea.

Other information

e each caplet contains: calcium 27 mg, salicylate 102 mg and sodium 2 mg

e very low sodium

e TAMPER EVIDENT: Do not use if printed seal under cap is torn or missing.
e store at room temperature, in a dry place

Inactive ingredients

calcium carbonate, colloidal silicon dioxide, D&C red 27 aluminum lake, magnesium
stearate, mannitol, microcrystalline cellulose, polysorbate 80, sodium starch glycolate.

Principal Display Panel

sunmark

COMPARE TO PEPTO-BISMOL® ACTIVE INGREDIENT
NDC # 49348-511-59

stomach relief



Soothing relief for upset stomach, indigestion, nausea, heartburn and diarrhea

ORIGINAL FORMULA
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IHLLYOD

V3HY 3344

5
-
L
z

EEO0EL EES0L

I

' - — . c— -

R0 7 UBL) AICAU SISE| ERLEID I
SN0 Butiesy o 550) 10 220 g ) Buduy @ eciom 126 swoodwis | ) J0I90P B NEE pUR 33N d0

o0 Azw enbun J0/Ue OO Ay} jo mrw s3auLRY nq iad.ue) € jaapoad s)yj Gujsn saym
SOUUEm N0l @ S0e7EP M (Poopg ) jo Cupuna) vopendeoanuE m
)ﬂgﬁupﬁutlmnl nod Jj 85N auogan Eaewsed 16 JojI0p & 45y

|00JS BUY L8 STIINL | SAa) I GARL MRk §) B3N GUOjAY J0j20P B Y

L T W T D |

Snposd ejeyizes Jowo Dupse

(uyydsE Burpngaui) segeines o) 2fse @ ase nok g ey j0u og “apEa) es suEuog e ey
o i e DYy S VO HL i I ot
Senrunds aq-nyg 5 30d wyogs way Busaanze &2 10 asy oy spalEwe 108 LIPNY) Sousaipuks & akay

[panupuaa) aeJ big

- SLopdwis essg
Pe23055E LORUOYS RSCn I EBULE) I Wiqueay @ essneu @ sonsafipum sl S28M

FRELIE-ME [UE J8h8}a) (ELLLS
asoding

stomach.relief

@mark

stomach.relief.

ORIGINAL FORMULA

[ WOLYWHODAMI SHMIEN TIN B0 NOLEV NIVLTH |

egEadd yums wnipos ‘0 meqeskod ‘woinjE sugESAn0mL JLURL ‘TEEnS whisaule
BB L P2 D0 "BIU0P LIS [BIDJND HIBUOGIED LWng(Es angaey

soeyd Aup B ) 'mInEsadiLE] Woo J8 woE ) Bupssiw o wo) 5 dea
ABpun jeas pagued 5 9EN U 0P INIOIAT H3JWVL I wnipes moj s i Bw g whpos
pure Bu 21| ayE/fes B 1z wnifed SuEyuea podes y @ WO EULIJLY JOLID

EBULIEID A PESNED UOERMAYED sl disy o) Spng f2s2 jo Ausd Jaup | oj00p

58 50eaf 7| JAPUN LREGYY I SARQ Z UBY) &I0W Jou | SO0 PSYUEID JIUN BSN I SIN0Y BT
uj {symdea gL) 5950 @ URYY MIOW SHEL IO OP I PAPSEU 5B Jrow | 09 21 fese seideD g o
PUE SIERA Z| URIA(IYD PR SYNPR I MSY3 J0U OP J0EM v (S)eden mOjEnE I SEODEUT

(panuuod) spaey Brg |

.'/ ZLEEEOL PECEET l".
i "

L1 e LEIL R i §

i v S |
e HqEpswwIL) JEjUEY) JUU07 LOS)0S  1EeD 10 diy ENpaw 36 'SS0pand |0 3582 u|
“BBUPI|LE Jo yIea o o deay a0 Lojaq Punjssajaid yijeey € E ‘Buipeaj-peaug o weulaud |

.
S N
g8 |
E=
g4 |
|
P -
"
v

\
“This product is nol marufachured or dstribubed by
Procter b Gambls inc. the distritator of PEPTO-BESMOLE

Another Quality Product
Distributed By McKesson

6555 State Highway 161, Irving,TX 75049
Mangy Back Guarantas

Please visit us at www. sunmarkbrand, com

'STOMACH RELIEF



bismuth subsalicylate tablet

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety

NDC:49348-511

q Basis of
Ingredient Name Strength Strength
BISMUTH SUBSALICYLATE (UNIl: 62TEY51RR1) (SALICYLIC ACID - UNIl:0414PZ4LPZ, BISMUTH 262 m
BISMUTH CATION - UNII:ZS9CDL1I8YE) SUBSALICYLATE 9
Inactive Ingredients
Ingredient Name Strength
CALCIUM CARBONATE (UNII: HOG9379FGK)
SILICON DIOXIDE (UNII: ET)J7Z6XBU4)
D&C RED NO. 27 (UNIl: 2LRS185U6K)
MAGNESIUM STEARATE (UNIl: 70097M6130)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
SODIUM STARCH GLYCOLATE TYPE A CORN (UNIl: AG9B65PV6B)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
MANNITOL (UNIl: 30WL53L36A)
Product Characteristics
Color pink Score no score
Shape capsule Size 16mm
Flavor Imprint Code G172
Contains
Packaging
# Item Code Package Description Marketing/ Start Marketing| End
Date Date
1 NDC49348511 4 1 carTON 09/27/2019
1 40 in 1 BOTTLE; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date

OTC monograph final part335 09/27/2019
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