LOPERAMIDE HYDROCHLORIDE - loperamide hydrochloride tablet
Amerisource Bergen

Drug Facts

Active ingredient (in each tablet)

Loperamide hydrochloride USP 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 hydrochloride

Heart alert: Taking more than directed can cause serious heart problems or death

Do not use

if you have bloody or black stool

Ask a doctor before use if you have
e 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

e symptoms get worse

e diarrhea lasts for more than 2 days

e 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

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

2 tablets after the first loose stool; 1 tablet after each
subsequent loose stool; but no more than 4 tablets in 24
hours

1 tablet after the first loose stool; 1/2 tablet after each
subsequent loose stool; but no more than 3 tablets in 24
hours

1 tablet after the first loose stool; 1/2 tablet after each
subsequent loose stool; but no more than 2 tablets in 24
hours

adults and children 12
years and over

children 9 to 11 years (60
to 95 Ibs)

children 6 to 8 years (48
to 59 Ibs)

children 2 to 5 years (34
to 47 Ibs)

children under 2 years
(up to 33 Ibs)

ask a doctor

do not use

Other information

store at 20° to 25°C (68° to 77°F).

do not use if carton or blister unit is open or torn
Meets USP dissolution test 2

see side panel for lot number and expiration date

Inactive ingredients

colloidal silicon dioxide, D & C yellow No. 10 aluminum lake, FD & C blue No. 1, lactose



monohydrate, magnesium stearate, microcrystalline cellulose, and sodium starch
glycolate

Questions or comments?
call 1-855-274-4122

Distributed By
AmerisourceBergen

1 West First Avenue
Conshohocken, PA 19428
Questions or Concerns?
Wwww.mygnp.com

Made in India

Code : TS/DRUGS/22/2009

PACKAGE LABEL-PRINCIPAL DISPLAY PANEL - 2 mg Blister Carton 12(2 x 6's
Tablets)

GOOD *Compare to Imodium® A-D
NEIGHBOR active ingredient
PHARMACY® NDC 46122-738-53

Loperamide Hydrochloride
Tablets USP 2 mg

Anti-Diarrheal
Controls the symptoms of diarrhea

12 Tablets actual size



&  GED vopEde R B QUG ) 50) (AuEd 6115 665 W Z 1SE L 0N B3| D45 S8 B
L0 0 LB o) S T B () SO WORED JEsnouep e Uy 10].80) 0l ERAQEE
10 BULIOA] J 80§ 0

| £E 4 dn) smea
B ol ap ¢ 1B pun usl LR

(@) £+ 0 FE) read
010 EYSE G 02 WAL

SINOY BE U 6108 2 IR 0L 01 110 j0is asoa) Lanbasans | (301 62 0 g seak
e JEE 18|08 2/ 0015 AS00] 18I B} JA[E 18|09 | £ 09 UAIpRE

sI00Y B Ul S608 £ UBL 610000 N 005 8500| Uaibesins | (30 56 0 0g) sead
TER JB1E JEEE] 2L |00 ESO0 JSIL BUL JAUR 1608 | LL 06 URIpILE

SINDU £ | S8I0R F LEWL 40 W oW i 005 #soo| Labesans | 164D OUE seef 2
UIEn JE@ME J6I0E] L G001 6S00) FAL UL JEE SI6KE] Z | UAIDIUIpLES] NoE

'abe asn e w062 op o) 1 Giaw e ey =od ) PeyD voescp JubH puy =

B (e p Agpesnes uoRipiuen panaud dipy o sy B ojodpe i yup =
Elopaadng

s e B (212 -008 L) I80eD pIuo) Uosnd

B O 03 10 diay (6] peu 166 'as ek D D BSED I WEJD| U3 )0 UFEed o jna d ey
5N 6080 [Elossendd sy v 5% B pe a1 e g 100 Eubead §

WO U0 S0LES B L0 uiseq Aw esegy Burfing i Gumeses e uw opge 166 nof m

SR DZ IR & 0L 10 958 BAYLE D masiom el swopduds my opopeysE e snkE
s e Gugelsd o JoBusap uaw

IMUEIED 89 N0 ARl 556 UE 2P0 SSeUIse P 'ssaipal] janpodd 51| Gusn us
i won i sa0d uELaD e EiE SR et n

firup vopduasaid e Gy s i e s 6geg 1512 WEE 0 0 EXsY
WAL IR RO TR |0 K105 LB m BSRES| D 164

0 A0SR = [0S 6L U SNINW m 168 mekEl ok j|8 s a0 e NN EXEY
1005 %08 10 §Ho0| B8R 00 £)) 850 DU 00

(panuijuog) spaeq Gnag

W[ 10 5 L6000

* Jeus yEEesNE W3 PABID ERILIRI SIBIRAEL
LE 1g, B0 bupe) 308 |2 1RBy Bupnu sy p o swod fs sjopuwe
D10 1 DAl LU 00| O LRI asn
IR JBD 10 LERIE 'ﬂ 188
By nod )| &0 Jou g suare Ayl peEp-yeBun g dsn eppo yonp yepiueedn

shunueg | esoding  (papgey gaes o) jaipaifi) anyny

£

E“ Il| sl

LETOLE0L Ay

(panuguoa) sjoe4 fnig sjoe4 finig
GOGD “Compare to Imodium*® A-D
active ingredient

NEIGHBOR <
PHARMACY® NOC 46122-738-53

Loperamide Hydrochloride
Tablets USP 2 mg

Anti-

Diarrheal

Controls the symptoms of diarrhea

Distributed By
AmerisourceBergen
1 West First Avenue

-_— e ——

‘his product is not manufactured or digributed by
e &l ConsumerH ealtheare, owner of the registerad

wlemark Imedium® &-0.

Conshohocken, PA 18428

E oz
§E &
98 3
EEgE
BEEE
L
sE33
S
i
I
| 4=
T
41
2 o
)
Liny LE
=
ST
=1 I
! [
1
S m
o
Bl
5




ZEL-BIE- GOB-L I JSJUSLULLID 40 SUOIjSan

) B1E 00Afi Yae)s

LLIN| PErG U B0 Y183 & YIRS QUL "ERIRE)S LLIN|S6 e L e L o oW 60108
LTON NN DR 040 W WIIWINE O L O M0lE £ % O B0 I 0D [ED1a)] 00
sjuapaiing spaeu)

(panupuod) spaeq Gnig

LOPERAMIDE HYDROCHLORIDE

loperamide hydrochloride tablet

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:46122-738
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
LOPERAMIDE HYDROCHLORIDE (UNII: 77TI35393C) (LOPERAMIDE - LOPERAMIDE 2m
UNII:6X90C3H4ll) HYDROCHLORIDE 9

Inactive Ingredients

Ingredient Name Strength
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
D&C YELLOW NO. 10 (UNIIl: 35SW5USQ3G)
FD&C BLUE NO. 1 (UNII: H3R47K3TBD)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNIl: 70097M6130)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNII: 5856)3G2A2)

Product Characteristics

Color GREEN (Light Green) Score 2 pieces
Shape CAPSULE (Biconvex) Size 10mm
Flavor Imprint Code L;28
Contains

Packaging



# Item Code Package Description ""a"‘e[;:‘t% BEE

1 NDC46122-738 5 in 1 caRTON 07/05/2023

6 in 1 BLISTER PACK; Type 0: Not a Combination
Product
2 25046122‘738' 4'in 1 CARTON 07/20/2023

6 in 1 BLISTER PACK; Type 0: Not a Combination
Product

Marketing Information

viarkeunyg cna
Date

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA206548 07/05/2023
Labeler - Amerisource Bergen (007914906)
Registrant - aurohealth LLC (078728447)
Establishment
Name Address ID/FEI Business Operations
Aurobindo Pharma Limited 650381903  ANALYSIS(46122-738) , MANUFACTURE(46122-738)

Revised: 3/2024

Amerisource Bergen



	Drug Facts
	Purpose
	Use
	Warnings
	Do not use
	Ask a doctor before use if you have
	Ask a doctor or pharmacist before use if you are
	When using this product
	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?
	PACKAGE LABEL-PRINCIPAL DISPLAY PANEL - 2 mg Blister Carton 12(2 x 6's Tablets)

