ANTI-DIARRHEAL- loperamide hcl tablet
Walgreen Company

Walgreens 44-375

Active ingredient (in each caplet)

Loperamide HCI 2 mg

Purpose

Anti-diarrheal

Use

controls symptoms of diarrhea, including Travelers’ Diarrhea

Warnings

Allergy alert: Do not use if you have ever had a rash or other allergic reaction to loperamide HCI.
Heart alert: Taking more than directed can cause serious heart problems or death.

Do notuse

if you have bloody or black stool.

Ask a doctor before use if you have
a fever

mucus in the stool

a history of liver disease

a history of abnormal heart rhythm

Ask a doctor or pharmacist before use if you are

taking a prescription drug. Loperamide may interact with certain prescription drugs.

When using this product,
tiredness, drowsiness, or dizziness may occur. Be careful when driving or operating machinery.
Stop use and ask a doctor if
® symptoms get worse
® diarrhea lasts for more than 2 days
® you get abdominal swelling or bulging. These may be signs of a serious condition.
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 (1-800-222-1222) right away.

Directions



® drink plenty of clear fluids to help prevent dehydration caused by diarrhea
s find right dose on chart. If possible, use weight to dose; otherwise, use age.

adults and children 2 caplets after the firstloose stool; 1 caplet after each subsequent
12 years and over  loose stool; but no more than 4 caplets in 24 hours

children 9-11 years 1 caplet after the first loose stool; 1/2 caplet after each subsequent

(60-95 Ibs) loose stool; but no more than 3 caplets in 24 hours

children 6-8 years 1 caplet after the firstloose stool; 1/2 caplet after each subsequent
(48-59 Ibs) loose stool; but no more than 2 caplets in 24 hours

children 2-5 years

(34-47 1bs) ask a doctor

children under 2 do not use
years (up to 33 lbs)

Other information
s TAMPER EVIDENT: DO NOT USE IF OUTER PACKAGE IS OPENED OR BLISTER IS
TORN OR BROKEN
® store between 20°-25°C (68°-77°F)
® see end flap for expiration date and lot number

Inactive ingredients

cornstarch, D&C yellow #10 aluminum lake, dibasic calcium phosphate dihydrate, FD&C blue #1
aluminum lake, magnesium stearate, microcrystalline cellulose, silicon dioxide

Questions or comments?
Call 1-800-426-9391 8:30 AM-4:00 PM ET, Monday-Friday

Principal Display Panel
Walgreens

Compare to Imodium®
A-D active ingredient’"

NDC 0363-0375-08

Anti-Diarrheal
LOPERAMIDE HCI2 mg /ANTI-DIARRHEAL

CAPLETS

* Controls the symptoms of diarrhea
* Easy-to-swallow caplets

24
CAPLETS

ACTUAL SIZE
NOT FOR HOUSEHOLDS WITH YOUNG CHILDREN



TAMPER EVIDENT:DO NOT
USE IF PACKAGE IS
OPENED OR IF BLISTER
UNIT IS TORN, BROKEN

OR SHOWS ANY SIGNS

OF TAMPERING

Walgreens Pharmacist Recommended

Walgreens Pharmacist Survey

TTThis product is not manufactured or distributed by Johnson
& Johnson Corporation, owner of the registered trademark
Imodium® A-D.

50844 REV0619B37508

DISTRIBUTED BY: WALGREEN CO.
200 WILMOT RD., DEERFIELD, IL 60015
100% SATISFACTION GUARANTEED
walgreens.com ©2017 Walgreen Co.
EASY OPEN

1. Tear off a section.

2. Peel back paper at

arrow and push

caplet through foil.
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KEEP QUTER PACKAGE FOR COMPLETE PRODUCT INFORMATION

Purpose
Beiti-dlarthel

Drug Facts

Active ingredient {in each caplet)
Leperamide HCI 2 mg

Use contsols symploens of diamhea, inhuding Travelers’” Dizarhea

Warnings
Alfergy aberi: Do notusz if wou have ever bad a rash or other alergic reaction o laperamide HELL b

Drug Facls (confinued)
Hiaart alert: Taking more then dirscted cam cause seriows haart problems of death,
Do nol use i you have bloody or black shool.
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mahistory of abnomaal headt riythem

sk a doctor or pharmacist before wen if you ane tking a preseription drug. Loperamide may interact with certain
prescription dnugs.
When using this prodwet, tiredness, drowsiness, or dizziness may octur, Be carchil when driving or opetating
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Slop use and ask a doctor il Weymploms get worse W chiarrhea Lasts for mare than 2 days
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Directions  wdrink ol clear liwids 1o help prevent detydralhon cawsed by diarbea
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adults and children 12 years and over | 2 caplels atier the Birstkeose slook; 1 caplel affer exch subsequent
loos: shook; but no mare than 4 caplets in 24 howrs

chidren 911 years (60495 ) 1 capled after the first loose stoal; 172 caplel after each substquent
becezah scenk but m mane Lhan 3 caphets in 24 hours

children 68 years (48-50 1bs) 1 caplet after the first loose stool, 12 caplel after each subsequent
otk 2500k but no mane than 2 capkis in 24 hours

children 25 years (447 Its) sk 4 doctor

children under 2 years (uplo 33 lbs) | donotus:

Other informalion
u TAMPER E¥IDENT: DD WOT LSE BF QUTER PACKAGE 1S OPENED OR BLISTER IS TOAN OR BROKEN
w00 betwesn 20-05C (BE-TTF)  mose end g ot expiration date and ot number

fnactive ingredients com starch, DAC yelow #10 dumisum lske, Ehasic caiciom phosphate dydrate,
FORE blue #1 omivar lake, magnesium shearle, mciotrystaling clulos:, siloon dinade

{ Duasltions or comMERIS?  Call 1-800-426-0301 8:30 AM-£:00 PM ET, Manday-Friday

Anti-Diarrheal

LOPERAMIDE HCI 2 mg / ANTI-DIARRHEAL

Anti-Diarrheal

200 WILMOT RD., DEERFIELD, IL 0015
welgreens.com 2017 Walgreen Co.

100 % Suaranteep

DISTRIEUTED BY: WALGREEN CO.

LOPERAMIDE HCI 2 mg / ANTI-DIARRHEAL




» Controls the symptoms of diarrhea
» Easy-to-swallow caplets

24 -

CAPLETS 1[TIJJ|IL SIZE

HOT FOR HOUSEHOLDS WITH YOUNG CHILDREN

44-375
ANTI-DIARRHEAL
loperamide hcl tablet
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:0363-0375
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
LOPERAMIDE HYDRO CHL O RIDE (UNIE: 77T135393C) (LOPERAMIDE - LOPERAMIDE 2
UNIL6 X9 O C3HA4IT) HYDROCHLORIDE 8
Inactive Ingredients
Ingredient Name Strength

D&C YELLOW NO. 10 (UNIL: 355SW5USQ3G)

DIBASIC CALCIUM PHO SPHATE DIHYDRATE (UNIl: O7TSZ97GEP)
FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

MAGNESIUM STEARATE (UNIL: 70097M6130)

MICRO CRYSTALLINE CELLULO SE (UNII: OP1R32D6 1U)

STARCH, CORN (UNIL: 08232NY3SJ)

SILICON DIOXIDE (UNIL: ETJ7Z6 XBU4)

Product Characteristics

Color GREEN (Light Green) Score 2 pieces
Shape OVAL Size 10mm
Flavor Imprint Code 44;375
Contains

Packaging




Marketing Start Marketing End

# Item Code Package Description Date Date
1 §5C10363'0375' 4in 1 CARTON 05/03/2005
1 6 in 1 BLISTER PACK; Type 0: Nota Combination Product
2 NDCO3030375 g in 1 carTON 05/03/2005 07/10/2021
2 6 in 1 BLISTER PACK; Type 0: Nota Combination Product
3 (030305 6 in 1 carTON 05/03/2005 02/07/2021
3 6 in 1 BLISTER PACK; Type 0: Nota Combination Product
4 DEO3030375 5 in 1 caRTON 05/03/2005
4 6 in 1 BLISTER PACK; Type 0: Nota Combination Product
5 0 03030375 in 1 carTON 05/03/2005
5 6 in 1 BLISTER PACK; Type 0: Nota Combination Product
6 5o 030305 5in 1 carTON 05/03/2005 02/07/2021
6 6 in 1 BLISTER PACK; Type 0: Nota Combination Product
7 0009930375 yin 1 caRTON 05/03/2005 09/12/2020
7 200 in 1 BOTTLE, PLASTIC; Type 0: Nota Combination

Product
g Lo 0303075 i 1 carTON 05/03/2005 07/10/2021
8 96 in 1 BOTTLE, PLASTIC; Type 0: Not a Combination

Product

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
ANDA ANDA076497 05/03/2005

Labeler - Walgreen Company (008965063)

Establishment
Name Address ID/FEI Business Operations

LNK International, Inc. 832867894 MANUFACTURE(0363-0375)
Establishment

Name Address ID/FEI Business Operations
LNK International, Inc. 038154464 PACK(0363-0375)
Establishment

Name Address ID/FEI Business Operations
LNK International, Inc. 832867837 PACK(0363-0375)
Establishment

Name Address ID/FEI Business Operations



LNK International, Inc. 868734088 PACK(0363-0375)

LNK International, Inc. 967626305 PACK(0363-0375)

Revised: 4/2020 Walgreen Company
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