RIOPAN- esomeprazole capsule, delayed release
OPMX LLC

RIOPAN Esomeprazole Magnesium 20mg w/ 14 Capsules

Drug Facts

Active ingredient (in each capsule)
e Esomeprazole 20 mg (*Each delayed-release capsule corresponds to 22.25 mg
esomeprazole magnesium trihydrate USP).

Purpose
e Acid reducer

Uses

e treats frequent heartburn (occurs 2 or more days a week)

e not intended for immediate relief of heartburn; this drug may take 1 to 4 days for full
effect.

Warnings

Allergy alert:

e Do not use if you are allergic to esomeprazole.

Esomeprazole may cause severe skin reactions. Symptoms may include:
skin reddening

blisters

rash

If an allergic reaction occurs, stop use and seek medical help right away.

Do not use if you have:

e trouble or pain swallowing food, vomiting with blood, or bloody or black stools

e heartburn with lightheadedness, sweating or dizziness

e chest pain or shoulder pain with shortness of breath; sweating; pain spreading to
arms, neck or shoulders; or lightheadedness

e frequent chest pain.

These may be signs of a serious condition. See your doctor.

Ask a doctor before use if you have

had heartburn over 3 months. This may be a sign of a more serious condition.
frequent wheezing, particularly with heartburn

unexplained weight loss | nausea or vomiting

stomach pain



Ask a doctor or pharmacist before use if you are
e taking a prescription drug. Acid reducers may interact with certain prescription
drugs.

Stop use and ask a doctor if

your heartburn continues or worsens

you need to take this product for more than 14 days

you need to take more than 1 course of treatment every 4 months
you get diarrhea

you develop a rash or joint pain

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.

Directions

e adults 18 years of age and older

e this product is to be used once a day (every 24 hours), every day for 14 days
e may take 1 to 4 days for full effect

14-Day Course of Treatment

swallow 1 capsule with a glass of water before eating in the morning
take every day for 14 days

do not take more than 1 capsule a day

swallow whole. Do not crush or chew capsules.

do not use for more than 14 days unless directed by a doctor

Repeated 14-Day Courses (if needed)
e you may repeat a 14-day course every 4 months

e do not take for more than 14 days or more often than every 4 months
unless directed by a doctor

e children under 18 years of age:ask a doctor before use. Heartburn in children may
sometimes be caused by a serious condition.

Other information

e read the directions and warnings before use

e keep the carton. It contains important information.
e store 20° to 25° C (68° TO 77°F)

Inactive ingredients

Black iron oxide, FD&C Blue No.1, FD&C Blue No. 2, gelatin, glyceryl monostearate,
hydroxyl propyl cellulose, hypromellose, magnesium stearate, methacrylic acid ethyl



acrylate copolymer, potassium hydroxide, polysorbate 80, propylene glycol, shellac,
simethicone, sodium lauryl sulfate, strong ammonia solution, sugar spheres (contains
sucrose and corn starch), talc, titanium dioxide, triehtyl citrate.

Questions?
Call toll - free weekdays 9 AMto 5 PM EST at 1-888-588-1418

Do Not Use if carton is opened or if seal under bottle cap imprinted with "SEALED for
YOUR PROTECTION" or band around the center of each capsule is broken or missing.

Exclusively distributed by:
OPMX

Chula Vista, CA 91910
Phone:619-600-5632

NDC 69729-791-14

Riopan
ESOMEPRAZOLE+MAGNESIUM
Delayed-Release Capsules USO
Capsulas de liberacion retardada
HEARTBURN RELIEF

REDUCE ACIDEZ ESTOMACAL

e ACID REFLUX /REFLUJO

e HEARTBURN / AGRURAS

¢ STOMACH BURNING / ARDOR ESTOMACAL

14 CAPSULES 20 mg*
MAY TAKE 1 TO 4 DAYS FOR FULL EFFECT
PUEDE TARDAR 1 A 4 DIAS EN HACER EFECTO COMPLETO
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Warnings Al lergy alert: w Do not use if you are alergic toesomeprazie.
m Esomeprazole may cause severe skin reactions. Sympioms may
include: m skin reddanng mblisters m rash I an allergic reaction occurs,
shop use and a2k medical help right away.

Do not use if you have: m frouble or pain swallowing food, vomiting with
blood, or Bloody or black stools ® hearlburn with lightheadedness. sweating
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ask a health professional before sz, Keep out of reach of children. In
Gase of overdoss, get medical help or contacd a Paison Contral Gener right away.
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befcg:l use. Heartburn in children may sometimes be caused by a serious
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(“Cada cdpsula de Imelacmn retardada

GUARDE EL ENVASE PARA CONSULTAR LAS ADVERTENCIAS - -
¥ LA INFORMACIGN INPORTANTE CONPLETA. Datos del Medicamento (continuacion) Datos del Medicamento
R — Consulte a un médico antes de usar si tiene Otra informacion ‘

Datos del Medicamento mhia fenido acidez estomacal por més de 3 meses. Esto puede ser un m |ea as instrucciones y advertencias

signo de una condiclén més grave. antes de usar i
fngmdlenfe Activo Pmpos:m wsibilancias frecuentes (silbidos al respirar), particularments con acidez estomacal m conserve ¢l carton. Contiene
‘e cada cdpsula) érdida de peso inexplicable | nduseas o vomitos informacion importante.
someprazule zp . Antigcido olor de estdmago m almaceng entre 20" y?ﬁ’[) (68 a T7°F)

un médico o éutico antes de usar si est

corresponde a 22.25 mig) de p
magnesio trihidrato USP)

mirata la acidez estomacal frecuente
(ocurre 2 o mds dias a la semana)

W no estd destinado al alivio inmediato de
Ia acidez; este medicamento puede tardar
de1addias para alcanzar su efecto completo

Advertencias
Aleria de alergia: mNo lo use sies
alérgico al esomeprazol.

m fomando un medicamento recetado. Los reductores de acldo pueden
Interactuar con clertos medicamentos recetados.

Tnferrumpa el uso y consule a un madico s1

W su acidez estomacal continda o empeora

mnecesita tomar este producto por més de 14 dias

mnecesita tomar més de 1 ciclo de tratamiento cada 4 meses.
mpresenta diarrea

mdesarrolla un sarpullluu 0 dolor en |as articulaciones

Si estd consulte a un de fa
salud antes de usar\u Manténgase fuera del alcance de los ninos. En
caso de sobredoss, busque ayuda médica o comuniquese con un Centro
de Control de Envanenamiento de inmediato

m El esomeprazol puede causar
cutdneas graves. Los sintomas pueden inclulr:
m enrojecimiento de [a piel mampollas

m sarpullido Si ocurre una reaccion
alérgica, interrumpa su usa y busque
ayuda médica de inmediato.

No lo use si tiene: m dificultad o dolor al
tragar alimentos, vomitos con sangre, o
heces con sangre o negras

m acidez estomacal con aturdimianto,
sudoracion o mareos

m dolor en el pecho o en el hombro con
falta de aliento; sudoracion; dolor que se
wxtlenda a los brazos, cuallo u hombros; o
aturdimiento

m dolor de pecho frecuente. Estos pueden
ser signos de una condicion grave.
Gonsulte a su médico.

Instrucciones de uso
madultos de 18 anos de edad y mayores
meste producto debe usarse una vez al dia (cada 24 horas), todos los dias
durante 14 dias m pusde lardarda 1 a 4 dias para el efecto completo
Ciclo de iratamiento de 14
mtrague 1 cipsula con un vaso de agua antes de comer por la mafana
m témela cada dia durante 14 dias
W no tome mas de 1 cépsula al dia
[ ] waga; eniera. No triture ni mastique las capsulas.
mno o use por més de 14 dias a menos que lo indiquesu médico

Ciclos repefidos de 14 dias (si es necesario)
m puede repetir un ciclo de 14 dias cada 4 meses
mno |o tome por mas de 14 dias o con mas frecuencia que cada 4
meses a menos que |o indique un médico
mnifios menores de 18 afos: consulte a un médico antes de usar. La
acidez estomacal en los nifos a veces puede ser causada por una
condicidn grave.
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ido de hierro negro, FD&D Azul No. 1,
FD&G Azul No. 2, gelatina, monoestearato
de glicarilo, hidroxipropilcelulosa,
hipromelosa, estearato de magnesio,
copolimero de dcido metacrilico r acrilato
de etilo, hidroxido de potasio, polisorbato
80, propilenglicol, laca, simeticona, lauril
sullam de sodio, SD|UC\0ﬂ de amomaco
fuerte, esferas de azicar (contiene

didixido de titanio, citrato de trietilo

¢ Preguntas o comentarios?
Llame gratis los dias de semana de 9 AM
a5 PM EST al 1-888-588-1418

Mo use este producto si el envase estd
abierto o i el sello debajo de |a tapa del

PROTECTION", o |a banda alrededor de|

irasco, con Ia impresion "SEALED for YOUR

centro de cada capsula estd rota o ausente.,

|
|
I
I
|
I
|
|
|
I
I
I
|
| sacarosa y almidn de maiz), talco,
|
|
|
I
|
|
|
I
I
I
[
|

esomeprazole capsule, delayed release

Product Information

Product Type

Route of Administration

HUMAN OTC DRUG
ORAL

Active Ingredient/Active Moiety

Ingredient Name

Item Code (Source)

ESOMEPRAZOLE MAGNESIUM (UNIl: R6DXU4WAY9) (ESOMEPRAZOLE -

UNII:N3PAG6559FT)

Inactive Ingredients

Ingredient Name
METHACRYLIC ACID-ETHYL ACRYLATE COPOLYMER (1:1) TYPE A (UNII:

GLYCERYL MONOSTEARATE (UNIl: 2300U9XXE4)
MAGNESIUM STEARATE (UNII: 70097M6130)

Consejos para controlar la acidez estomacal

« Evite alimantos y bebidas que puedan causar acidez, como
comidas ricas, picantes, grasosas y fritas, chocolate, cafeina, alcohol
e incluso algunas frutas y verduras dcidas.

« Coma lentamente y evite las comidas abundantes

« No coma tarde en la noche ni justo antes de acostarse.

« Mo se acueste ni se incline hacia adelante poco después de comer.
= Eleve la cabecera de su cama

+Use ropa holgada alrededor del abdomen.

= 5i tiene sobrepeso, intente bajar de peso.

= Sifuma, deje de fumar.

NDC:69729-791

Basis of
Strength

ESOMEPRAZOLE 20 mg

Strength
NX76LV5T8))

Strength



HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
POTASSIUM HYDROXIDE (UNIl: WZH3C48MA4T)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
GELATIN (UNII: 2G86QN327L)

HYDROXYPROPYL CELLULOSE, UNSPECIFIED (UNIl: 9XZ8H6N60OH)

FD&C BLUE NO. 2 (UNIl: LO6K8R7DQK)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
TRIETHYL CITRATE (UNIl: 8Z96QXD6UM)
SHELLAC (UNIl: 46N107B710)

TALC (UNIl: 7SEV7J4R1U)

FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
AMMONIA (UNII: 5138Q19F1X)
SUCROSE (UNIl: C151H8M554)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
STARCH, CORN (UNIIl: 08232NY3S))
DIMETHICONE (UNII: 92RU3N3Y10)

Product Characteristics

Color white (White opaque cap / Blue opaque body size)
Shape CAPSULE

Flavor

Contains

Packaging

# Item Code Package Description

1 ’I'4DC:69729'791' 1in 1 CARTON

1 14 in 1 BOTTLE; Type 0: Not a Combination

Product

Marketing Information

Score no score
Size 15mm
Imprint Code HE4

Marketing Start Marketing End

Date Date

03/04/2026

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA212507 03/04/2026

Labeler - opmx LLC (029918743)

Establishment
Name Address

ID/FEI

Annora Pharma Private Limited 650980746

Business Operations
manufacture(69729-791)
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