ANTI-DIARRHEAL- loperamide hcl tablet
L.N.K. International, Inc.

Convenience Valet 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?
1-844-428-2538

Principal Display Panel

24/7 life
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Looperamide HCI Tablets, 2 mg
Anti-Diarrheal
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TAMPER EVIDENT:DO NOT USE IF PACKAGE IS OPENED OR IF BLISTER
UNIT IS TORN, BROKEN OR SHOWS ANY SIGNS OF TAMPERING

*This product is not manufactured or distributed by Johnson & Johnson
Corporation, owner of the registered trademark Imodium® A-D.
50844 REV0619A37502

DISTRIBUTED BY 7-ELEVEN, INC.
IRVING, TX 75063 ~ WWW.7-ELEVEN.COM

Satisfaction Guaranteed 1-800-255-0711

1. To open, tear
at perforations and
remove a section.

2.Use [ to cut
through plas tic
for caplet.
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2, Use ¥ to cut

for caplet.

Anti-
Diarrheal

Loperamide HCl Tablets, 2 mg
Anti-Diarrheal

at perforations and  through plastic

1. To open, tear
remove a section.
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This product is not manufactured or distributed by Johnson & Johnson

orporation, owner of the registered trademark Imodium®A-D.
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150844 REV0619A37502
DISTRIBUTED BY 7-ELEVEN, INC.
IRVING, TX 75063

:

’g’ @ ; 865Z-820-bv8-L  ZSJUBLILLIOD JO SUOISANY
& § : ' apIXaIp UoIIS ‘aso!n 1199 auljeyshio0.aIL ‘ajereals L{Jn!sauﬁew ‘)| Wnuiwn[e |#anjq 9304
g S X ajeIpfy1p ayeydsoyd wniojeo ojseq|p ‘axe| wnuwn(e 04 Mojjak 99Q ‘yorels wod S)uaIpalfiur annael|
g % : 1aquinu 10| pueajep uoijelidxa Joj dejj puaaas M (4,//-,89) 9.62-02 Usamjaq alojsm
L —— 7]

NY0HE HO NHOL SI 4315118 HO G3N3dO SI 39¥XVd H3LNO 41 3SN LON 00 ‘LNIAIAT H3dWYL W
uojeurioju] Jay)p

asnjouop | (sq|gg ol dn) sieak g Bpun usip|lya

J0j00p B )se (S0l Zir-pg) S1eak G- uaip1yo

$In0Y pZ Ul Sj9|ded Z LRy} 810U OU Jng {00}s 9500|

Juanbasqns yoea Jaye19|ded g/} {00}S 500 JS1Y Ay} Jaye Ja|ded | (sq1 65-8p) sieak g-q ualp|iyo
$InoyY pg U Sja|den g Wey) low o Ing {o0}s 8500|

Juanbasqns yoea Ja)je1ajdea g/| 00}s 8500 1511 au] Jaye Jajdea | (sq1 66-09) sieak | }-6 ualp|iyo
$IN0yY pZ Ul 5}9|ded  UeY} 210U OU Jng {00}S 9S00|

Juanbasgns yaes Jo1je 18jdea | {j001s 9500|151y Ay Jaqe siajdea 7 | 18A0 pue Sieak 7| UAIP|IUD puB SInpe
"affie asn ‘asimuaLjo ‘asop o} Jyblamasn ‘ajgissod | Uy uo asop 6y puy m

eayielp Aq pasnes uonjepiyap juane:d djay o) spiny seajd jo Ruaid yuupm  syojjaallg

“Reme B (2224-222-008-1)
193U97 |0J3U07) U0S|0d © 10BJU03 Jo d|aL [eaipaul o6 ‘9S0P.aA0 JO 9SBD Uf "UAIP]IYD J0 Yaeal Jo jno daay

'asn a10jaq [euoissajoud yyeay eyse ‘Buipaaj-jsealq Jo jueubaid )

“UoRIpU0d snolias e Jo subis aq few asay | “Buibing o Buyjams jeuiwopqe 186 noi m

sfep g Ueyl alow 10} SiSe| eaysep @ 9siom 136 swodwAsm i Jopop e yse pue asn dojg

fusuyoewr

fueiado Jo Buiaup uaym njaJed ag 1na2o0 few ssaUZap 1o ‘ssauismolp ‘ssaupal) ‘janpoad siyy Guisn uaym

A




*sfinip uojjdiiosaid upepad
Y Jorsguy Aew apiuesado “Brup uonduosaid e Bupye) ase nok j1 asn aiojaq jsiveusseyd Jo 10ja0p e ysy

WipAy! pesy [eunouqe jo Aojsiye m
a5eas|p Janl| Jo Aiojsiy Bl 00JS AU Ui Snonwi M JaAsje M aney nof ji asn aiojaq J0jop e XSy

"|o01s %oe|q 1o Apoojq aney nok i asn jou og

‘|9H 8piesado] o) Uonaeal aiBIafe aujo Jo ysel e pey Jana aney noA i asn jou o :uaje Afiiaj|y

shujuiey

|

|

|

|

I “1eap 10 Swia|qoid 1eal SNOLSS ASNEI Ued pajoallp Uel) alowl burye] iaje Heay
|

|

I (penunuoa) sjae4 Bnig
L

7-11 44-375
ANTI-DIARRHEAL
loperamide hcl tablet
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:50844-259

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

LOPERAMIDE HYDRO CHLORIDE (UNIL: 77T135393C) (LOPERAMIDE -
UNIL:6 X9 OC3H41D)

Inactive Ingredients

Ingredient Name
STARCH, CORN (UNII: 08232NY3SJ)
D&C YELLOW NO. 10 (UNIE: 35SW5USQ3G)
DIBASIC CALCIUM PHO SPHATE DIHYDRATE (UNIE: O7TSZ97GEP)
FD&C BLUE NO. 1--ALUMINUM LAKE (UNI: JO9EQA3S2JM)
MAGNESIUM STEARATE (UNIL: 70097M6130)
MICRO CRYSTALLINE CELLULOSE (UNI: OP1R32D6 1U)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)

Product Characteristics

Color GREEN (light) Score

Shape OVAL Size

Flavor Imprint Code

Contains

Packaging

Basis of Strength Strength

LOPERAMIDE

HYDROCHLORIDE 2 mg

Strength

2 pieces
10mm

44;375

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:50844-259-02 2 in 1 CARTON 07/15/2019

1 6 in 1 BLISTER PACK; Type 0: Nota Combination Product



Marketing Information

Marketing Category  Application Number or Monograph Citation =~ Marketing Start Date Marketing End Date
ANDA ANDAO076497 07/15/2019

Labeler - L.NK hternational, Inc. (038154464)

Establishment
Name Address ID/FEI Business Operations

LNK International, Inc. 832867894 MANUFACTURE(50844-259)
Establishment

Name Address ID/FEI Business Operations
LNK International, Inc. 967626305 PACK(50844-259)
Establishment

Name Address ID/FEI Business Operations
LNK International, Inc. 832867837 PACK(50844-259)
Establishment

Name Address ID/FEI Business Operations
LNK International, Inc. 038154464 PACK(50844-259)
Establishment

Name Address ID/FEI Business Operations
LNK International, Inc. 868734088 PACK(50844-259)

Revised: 12/2019 L.N.K. International, Inc.
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