LOPERAMIDE HYDROCHLORIDE AND SIMETHICONE - loperamide hydrochloride
and simethicone tablet
Aurohealth LLC

Drug Facts
Active ingredients (in each caplet)

Loperamide HCI USP 2 mg
Simethicone USP 125 mg

Purposes

Anti-diarrheal
Anti-gas

Uses

relieves symptoms of diarrhea plus bloating, pressure and cramps, commonly referred
to as gas

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 not use
e if you have bloody or black stool
¢ if you have difficulty swallowing

Ask a doctor before use if you have
o fever

e mucus in the stool

e a history of liver disease

e 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.
you have difficulty swallowing the caplet

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 right away.
(1-800-222-1222)

Directions

e drink plenty of clear fluids to help prevent dehydration caused by diarrhea
e take only on an empty stomach (1 hour before or 2 hours after a meal)

e take with a full (8 0z.) glass of water

e find right dose on chart below. If possible, use weight to dose; otherwise, use age.

adults and children 12 years and2 caplets after the first loose stool; 1

over caplet after each subsequent loose
stool; but no more than 4 caplets in 24
hours

children 9 to 11 years (60 to 951 caplet after the first loose stool; -

lbs) caplet

after each subsequent loose stool; but
no more than 3 caplets in 24 hours

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

children 2 to 5 years (34 to 47 Ibs) ask a doctor

children under 2 years (up to 33do not use

Ibs)

Other information

e each caplet contains: calcium 165 mg, sodium 4 mg

e store between 20° to 25°C (68° to 77°F). Protect from light.

e do not use if carton is opened or if individual blister units are torn or
opened



Inactive ingredients

acesulfame potassium, croscarmellose sodium, dibasic calcium phosphate anhydrous,
flavor, microcrystalline cellulose, stearic acid.

Questions or comments?
call 1-855-274-4122
(Monday - Friday 8:30 AM to 5:00 PM EST)

Distributed by:

AUROHEALTH LLC

279 Princeton-Hightstown Road
East Windsor, NJ 08520

Made in India

Code: AP/DRUGS/04/2016

PACKAGE LABEL-PRINCIPAL DISPLAY PANEL - 2 mg/125mg (24 Caplets)
Blister Carton Label

Healthy Living™

LOPERAMIDE HCI AND SIMETHICONE
tablets 2 mg/125 mg

Multi-Sympton Relief

Caplet

Loperamide HCI 2 mg - Antidiarrheal
Simethicone 125 mg - Anti-gas

** Compare

to the active

ingridients of

Imodium®

Mukti-Sympton

Relief

Relieves symptoms of diarrhea plus

e Cramps & Pressure e Bloating < Gas

T 79
24 Caplets™
*capsule-shaped tablets



009EY

LOPERAMIDE HCI AND SIMETHICONE

tablats 2mgh1 28 my

COATING
FREE AREA
t

Mul| h'-%fmp tom Rzll'ef

|15 14 GOS0 W OCB Fepedd— i)
LELRSE B SIUEUNOD JO S0HSER
B8 2UH]E ST A [AiscnLs oA Inaiphyue apedoud

Wi HEeq08 WNPS A3 |HIeaiis Uinieead ane sade
aAnaeuy

pakEdnIE
UIR) Q4T SR I3IS1}4 |EIRIAIRLI J 10 24300 1 NCpaed || 388 e 0p W
R L (R L L O B 25T 0 e a0 m
Bl  wapas ‘B cg) wap e sumun apdes o m
oG J3GH)

(9] 55 1 th a3

s i op Japus Uadg| ey

(5 g m ) sk g
2 uas|ip

0P E R

SR 2 W SRR 2 URY)dat Da Ing
‘| 3sm0) juanbasgni yaea e BEE] (59 85 o) ) el
i 1001 500 5 ) e YR |

B0 Qg

00179 |03 2500 (UBIBSENT 26 e (5] 26 o g s
st & Joms aso] 15l 36 Jegk 186 |

SN0 ¥ U1 $18) 58 ey s

[ R U

o g 50
VS L 1DOGE S50 1 41 e ShpeS

Jirl e
sseal 71 uap)
put g

SIN2Y b U SIRHES b UR 0w
et |anbaegnt yaes sge

T LD I Ey5E BIPA-RELID I3 IR |

*olle 80 25U P
) by ann apesad || 'wafeq b us s el pu) m
e 0 5 {70 ) I B e 2gE W

U B R
0y 0 gy inay || mmmmmwli.ﬂmu-l ]

UCHRIpARAY (USRI mnum-ﬁhnm n
sudnaaig

20 LR EE(0R- 1) \WEE DI RO [
e B 26003 0 Ay Papa 1B dnpaane 0 s |
"WRIG]|A 40 52 jO D dady e

a3 gy Bumffes Tijiswp s 20l m

(panuiuoo) sjae4 fmg

* Imvmwulnpmuﬂhmmu'mmpchpm
Furanze ol and s 7 URYL B0 ) S5 EULE
E540 1k SLTVELAS WP 31208 B §ER DU EE0

asaungdeits Bunpesrdn 53 Buwep udip |ajaae) o ‘Uasx few
SEARED A0 SRV INEN ‘Sraupal) anpad s ujse LGN,

(panunuod) sjae4 Gnig

U 40 R30I Ly SN 4T RS PRI RY)

o b e ey 'mﬂnndmm [T AT ]
A0J|D 10 SR © Y ST ANy

0 320 o Jeae Ay
shiujuie

s0nap A 3] URLE (A P R epreadn Bup opesan
 BuZE) AR B | 359 SOLING EESRRL 22 IS0 R A

ainssed Bupeolq st eaueg o swaduls seeaj gagM

gy e [easiguge 0 EYE W i e J0 Logge B
Jis a4 SNy m sy llllluumlIMMIH

80 4% ) paLa ‘iz pue

WHIW ................................ #ia £} 450 UGS

wems SIpIgip
A sk ) .mqnnmmnmumﬁu LR

ww (yaydea y2ea uy) spuappasbuy anysy

LT 25 126 ppEniny

(panuiuoa) spae4 Gmig

tablets 2 mg/125 mg
Multi=-Symptom|Relief;
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Relieves symptoms of diarrhea plus
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LOPERAMIDE HYDROCHLORIDE AND SIMETHICONE

loperamide hydrochloride and simethicone tablet

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:58602-868
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
LOPERAMIDE HYDROCHLORIDE (UNII: 77TI35393C) (LOPERAMIDE - LOPERAMIDE % g
UNII:6X90C3H4lI) HYDROCHLORIDE
DIMETHICONE (UNII: 92RU3N3Y10) (DIMETHICONE - UNII:92RU3N3Y10) DIMETHICONE 125 mg
Inactive Ingredients
Ingredient Name Strength

ACESULFAME POTASSIUM (UNII: 230V73Q5G9)
CROSCARMELLOSE SODIUM (UNIl: M280OL1HH48)

ANHYDROUS DIBASIC CALCIUM PHOSPHATE (UNII: L11K75P92))
MICROCRYSTALLINE CELLULOSE 101 (UNII: 7T9FYH5QMK)
MICROCRYSTALLINE CELLULOSE 102 (UNII: PNROYF693Y)
STEARIC ACID (UNII: 4ELV7Z65AP)

Product Characteristics

Color WHITE (off-white) Score 2 pieces
Shape CAPSULE Size 17mm
Flavor VANILLA Imprint Code T;79
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NIDC:580602:868- 4 in 1 caRTON 02/24/2021
1 6 in 1 BLISTER PACK; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

ANDA ANDA211059 02/24/2021



Labeler - Aurohealth LLC (078728447)

Establishment
Name Address ID/FEI Business Operations
APL HEALTHCARE LIMITED 650918514 ANALYSIS (58602-868) , MANUFACTURE(58602-868)

Revised: 12/2023 Aurohealth LLC
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