LOPERAMIDE HCL AND SIMETHICONE- loperamide hcl and simethicone tablet
Ohm Laboratories Inc.

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

* if you have bloody or black stool
* if you have difficulty swallowing

Ask a doctor before use if you have

» 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

If pregnant or breast-feeding,

ask a health professional before use.

Keep out of reach of children.

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

In case of overdose, get medical help or contact a Poison Control Center right away

(1800-222-1222).

Directions

» drink plenty of clear fluids to help prevent dehydration caused by

diarrhea

* take only on an empty stomach (1 hour before or 2 hours after a meal)

* take with a full (8 0z.) glass of water
» find right dose on chart below. If possible, use weight to dose; otherwise, use age.

adults and children 12 years and over

children 9-11 years (60-95 Ibs)

children 6-8 years (48-59 Ibs)

children 2-5 years (34 to 47 Ibs)
children under 2 years (upto 33 Ibs)

Other information

* calcium: contains 142 mg/caplet

2 caplets after the first loose

stool; 1 caplet after each

subsequent loose stool;

but no more than 4 caplets in 24 hours
1 caplet after the first loose

stool; 1/2 caplet after each

subsequent loose stool;

but no more than 3 caplets in 24 hours
1 caplet after the first loose

stool; 1/2 caplet after each

subsequent loose stool;

but no more than 2 caplets in 24 hours
ask a doctor

do not use

» store between 20-25° C (68-77° F). Protect from light.
« TAMPER EVIDENT: THIS PRODUCT PROTECTED WITH SEALED BLISTER
UNITS. DO NOT USE IF ANY ARE TORN OR BROKEN.

Inactive ingredients



calcium silicate, colloidal silicon dioxide, dibasic calcium phosphate, microcrystalline
cellulose, sodium starch glycolate, stearic acid

Questions?
call 1-800-406-7984

Manufactured by:
Sun Pharmaceutical
Industries Limited,
MOHALI, INDIA

Distributed by:
Ohm Laboratories Inc.,

New Brunswick,
NJ 08901

PRINCIPAL DISPLAY PANEL - 6 Capsule Blister Pack Carton

TCompare To

the active ingredients of
Imodium®
Multi-Symptom Relief

NDC 51660-069-06
ohm®

Loperamide HCIl and
Simethicone Tablets,
2 mg/125 mg

Anti-Diarrheal/Anti-Gas
Multi-Symptom Relief

Relieves symptoms of diarrhea plus
e Cramps & Pressure

e Bloating

e Gas

6 CAPLETS*
(*capsule-shaped tablets)
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PRINCIPAL DISPLAY PANEL - 12 Caplet Blister Pack Carton

TCompare To

the active ingredients of
Imodium®
Multi-Symptom Relief

NDC 51660-069-12
ohm®

Loperamide HCIl and
Simethicone Tablets,
2 mg/125 mg

Anti-Diarrheal/Anti-Gas
Multi-Symptom Relief

Relieves symptoms of diarrhea plus
e Cramps & Pressure

e Bloating

e Gas

12 CAPLETS*
(*capsule-shaped tablets)



-~ ey Jouads s1)uniagiq
11 3o uedo sjuopes § esn)ay o Juapae Bdue) m
6| woy
1081 01d . 22 - 68} 9.52 - 02 Ueamyaq aujs m
G 2 | wmes :suEwon 12 den yoea m

aJogaq Jnoy 1) yoewopsfdss veuo fuo 2yE) |

Wanaad diauy o) spiny feajo jo fu

Jagem Josse(f (70 g Iy B yym 2e] m
([eaw e Jaye sinoy 7 Jo

eae|phq pasnes uoge.piyap
Hupm

SuopIaA(

Logeuioju 1810

\EETH-2E2-0081) Newe J D Jajua) | Qujuo Ueejod
g5.01 dn) B PEW0D J0 d| 2y 1ea|paw 26 ‘as0pJan 1o 9sea u)
asnjou op | sieakiZ Japun Uaip|y2 "uap[Iy Jo 1peal jonodaay
80| Ly 01 pE) "as0 al0jag w0 psaj arl
0}00D B YL sieah G2 uaip Y2 ea & sk ‘Bup 9 se g JoJweubaid g
sinol g Ul 1aidea sy} Bup oeams fynaup aal%u nofm

fages 7 VY] 20w ou Ng [IpUOY SN0YES B 0§
Yo 00 parbasqns few syl ﬁmﬁnqmﬁuwm B LD B wgmil
4oea Jale wgea 21 joojs (s01 658 sﬁapzuammmml%s’m aﬂsnl
3300 BJy 3yl Jage apden | | sk gguaipuo 350M 120 slwo)diwhs m
ainoy g ul | 10}20D B YE pue asn dog
gjadea ¢ UBY] oW ou Ny Kaunaew buyesado
Y008 00 Larbas qng 40 Bupup uaym [njaie) g ‘1n290 few ssaupzp
Lea Jage Ja(dea 7/} Sonjs (s015608) 10 2US MO 550 par Jon pol d 5l Gujsn uam
8s00| 1) 8yl soye 8k | | s1eaf |6 uaipy sfinup uonduasasd upEea
sinoy g Ul Ui Jesgu) few aplwesado] fiup uopdisad e
gajdes ¢ UeL) a0w o1 Ng furiey am nody) aen &l 0jag 1sioe LB 10 J0j00D B Y
{1 SRS U Y U B ULOUCE 10 Ajshy e
478 3 Ja) 13 |dea | oojs Janopueseafz| a5e28 P Jan | Jo KJOEIUB W D0]S ALU ) SNINW m
B00 18U esdeY 7 | UMD PUBSNDE Jonam aAey nok § 8SNBDJY DPOPE X%y

afie &N & mJay 0'asop o] 1 Bpm
8N ‘a)qes0d J) Wojaq Leya Lo sop 1y by puy m

00 Yaejg Jo f pocyg sveynod)| m asnjou og

Bumojens fnayy paney nofy m

(penunuod) sjaey fnig

(panunuo9) sjoe4 binig

r s e3P 105 WE qud1 B3l SN0jas ENEI UBD pajaal|p wey) alow Bupel pele ey
[9H & puresado) of uonae & aifiage Jau o yser & pey Jana avey nok ) asnjou og Hap Absiy
shunigy

SED &8 0 pa.uajal Ao o 'sdurery pue anssaid ' ulyeniq snd eayiep 1o swojduls sarajel Sasy)
oy

521 dSN BU0d RBWE
Bl 7 ‘3 10K Spiueradon

(18jdea yoea ui) sjuaipaibius anljay

aeedas o] suoelopd
1B SUE)S |0 JeaL

|10} es0dxe 0] 4o
Euliyomg pawué 188

2 mg/125 mg

Anti-Diarrheal/Anti-Gas

a0
0680 I'N

HoUMEUNIG Mmap
""9U| salOjRIOgET WY

“Aq panquisig

Multi-Symptom Relief

ohrrr

Loperamide HCI and
Simethicone Tabhlets,

sjoe4 bnig

=Se= . .

285t Relieves symptoms of diarrhea plus
EZEE * Cramps & Pressure

Z gg s * Bloating

e * Gas

1 2 CAPI. ETS* (*capsule-shaped tablets)

186L-901-008-L I® j SUORSANY)

ploe ojrea)s ‘s pels

LI

3
N




LN PO ‘50| 20 U ey s Ao oy w * ey ds od wija g ‘S1auM angadsa) jauy o
215 (|3 pam|p LoD YIS (801000 SBIIE Wi e fradoud are syew e Jaump v
s;uapa;&fg angoeu| U] *S9)BIP U (B2 INSTBULIEY NS
10 Y B wRpe pausi s Al e o wuygy
"uonewIojuI Juelodwl surewod 3|
“uoues 3y daay

(penuguo) syaey Brug

PRINCIPAL DISPLAY PANEL - 18 Caplet Blister Pack Carton

TCompare To

the active ingredients of
Imodium®
Multi-Symptom Relief

NDC 51660-069-18
ohm®

Loperamide HCIl and
Simethicone Tablets,
2 mg/125 mg

Anti-Diarrheal/Anti-Gas
Multi-Symptom Relief

Relieves symptoms of diarrhea plus
e Cramps & Pressure

e Bloating

e Gas

18 CAPLETS*
(*capsule-shaped tablets)
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PRINCIPAL DISPLAY PANEL - 24 Caplet Blister Pack Carton

TCompare To

the active ingredients of
Imodium®
Multi-Symptom Relief

NDC 51660-069-24

ohm®

Loperamide HCl and
Simethicone Tablets,
2 mg/125 mg

Anti-Diarrheal/Anti-Gas
Multi-Symptom Relief

Relieves symptoms of diarrhea plus
e Cramps & Pressure

e Bloating

e Gas

24 CAPLETS*
(*capsule-shaped tablets)
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Anti-Diarrheal/Anti-Gas
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Relieves symptoms of diarrhea plus
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LOPERAMIDE HCL AND SIMETHICONE

loperamide hcl and simethicone tablet

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

LOPERAMIDE HYDROCHLORIDE (UNII: 77TI35393C) (LOPERAMIDE -
UNII:6X90C3HA4lI)

DIMETHICONE (UNII: 92RU3N3Y10) (DIMETHICONE - UNII:92RU3N3Y10)

Inactive Ingredients

Ingredient Name
CALCIUM SILICATE (UNII: S4255P4G5M)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
ANHYDROUS DIBASIC CALCIUM PHOSPHATE (UNII: L11K75P92))
MICROCRYSTALLINE CELLULOSE (UNII: OP1R32D61U)
STEARIC ACID (UNIl: 4ELV7Z65AP)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNII: 5856)3G2A2)

Product Characteristics

NDC:51660-069

Basis of Strength Strength

LOPERAMIDE
HYDROCHLORIDE

DIMETHICONE

Color WHITE (white to off-white) Score
Shape CAPSULE Size
Flavor Imprint Code

Contains

Packaging
# Item Code Package Description
NDC:51660-069- 6 in 1 BLISTER PACK; Type 0: Not a Combination

06 Product

NDC:51660-069-
12

2 6 in 1 BLISTER PACK; Type 0: Not a Combination
Product

NDC:51660-069-
18

3 6 in 1 BLISTER PACK; Type 0: Not a Combination
Product

Marketing Start
Date

01/13/2022

2 in 1 CARTON 01/13/2022

3 in 1 CARTON 01/13/2022

2 mg

125 mg

Strength

no score
16mm
NA

Marketing End
Date



NDC:51660-069- 4 in 1 CARTON

424

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

4 Product

Marketing Information

01/13/2022

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
ANDA ANDA077500 01/13/2022
Labeler - ohm Laboratories Inc. (184769029)
Registrant - sun Pharmaceutical Industries, Inc. (146974886)
Establishment

Name Address ID/FEI Business Operations

Sun Pharmaceutical Industries Limited 650456002 MANUFACTURE(51660-069)

Revised: 8/2022

Ohm Laboratories Inc.
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