ACID REDUCER - omeprazole tablet, delayed release
Family Dollar Stores, LLC

Tips for Managing Heartburn

Do not lie flat or bend over after eating

Do not wear tight-fitting clothing around the stomach

Do not eat before bedtime

Raise the head of your bed

Avoid heartburn-causing foods such as rich, spicy, fatty or fried foods, chocolate,
caffeine, alcohol and certain fruits and vegetables

Eat slowly and avoid big meals

e If overweight, lose weight

e Quit smoking

Drug Facts

Active ingredient (in each tablet)

Omeprazole delayed-release tablet 20 mg (equivalent to 20.6 mg omeprazole
magnesium USP)

Purpose

Acid reducer

Use

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 omeprazole.

e Omeprazole may cause severe skin reactions. Symptoms may include:
e skin reddening
e Dblisters
e 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
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 (1-800-222-
1222) right away.

Directions

e for 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 it may take 1 to 4 days for full effect; some people get complete relief of symptoms
within 24 hours

14-Day Course of Treatment

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

e do not take more than 1 tablet a day



e do not use for more than 14 days unless directed by your doctor
e swallow whole. Do not chew or crush tablets.

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. 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 at 202 to 252C (682 to 779 F) and protect from moisture

Inactive ingredients

crospovidone, glyceryl monostearate, hydroxypropyl cellulose, hypromellose,
magnesium stearate, methacrylic acid and ethyl acrylate copolymer dispersion,
microcrystalline cellulose, polyethylene glycol, polysorbate 80, red iron oxide, silicified
microcrystalline cellulose, sodium hydroxide, sodium stearyl fumarate, sugar spheres
[which contains liquid glucose, starch (maize) and sucrose], talc, titanium dioxide,
triethyl citrate and yellow iron oxide.

Questions?
Call 1-855-274-4122

DISTRIBUTED BY:
MIDWOOD BRANDS, LLC
500 VOLVO PKWY
CHESAPEAKE, VA 23320 USA
MADE IN INDIA

PACKAGE LABEL-PRINCIPAL DISPLAY PANEL - 20 mg (14 Tablets Container
Label)

FAMILY
Wellness ™
See Current Drug Facts

OMEPRAZOLE

Delayed-Release Tablets, 20 mg
Acid Reducer

24 HOUR

Treats Frequent Heartburn!



14 TABLETS

ONE 14-DAY COURSE OF TREATMENT
MAY TAKE 1 TO 4 DAYS FOR FULL EFFECT
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~

FAMILY Sae Curent Drug Facts ,

VWellness g el N
» D ot waar fight fiting clothing arour the stomach =
v Donot at hetora badfime
. Ra'gathe hm:lofynurl:a:l ) . =

Delayed-Release Tablets. 20 mg . m“nmm;";am:hﬁmﬂﬂ a1 rich, spicy, P1433449 LM 5448

Acid Reducer catfeing, alcahol and certsin fruits

Treats Frequent Heartburn! and vagetablas DISTRIEUTED B:

1 4 +  Eatslwly and awaid big meals MIDWOOD ERANDS, LLC

TABLETS * IFovarweight, loes waight 500 VOLVD PHWY
(NE 14-DAY COURSE OF TREATMENT * it smolking CHESAPEARE, Vit 23320 USA
MAY TAKE 1 TO4 DAYS FOR RULLEFFECT ~ NIDC 55319-037-05 MADE IN INDUA W

Top Ply
(Page #1)

’~

detive ingrediant (in each d{ m?wl

"Urmprmh delayed-releass tablet 20 mg (equivalent to 20.6 mg omeprazoke rr%naslum L Acid reducer ®
Use W freats frequent hearfbum mursi’j_m

Allergy alert @ Do rot use rfygg.l are allergic to omeprazole. @ Omeprazale may cause severs skin reactions, Symptoms may included @ skin =

i n rash anal argc reaction oceurs, stop use and seek medical hnlp nghtmy Do mot use if you have: W trouble or pain swallowing Tood, vomiting with Hood, or bloody or 5
-&Mﬂgﬁmls  heartburn with fightheadedness, sweating or dizziness ® chest pain or shoulder pain with shortness of breath, smaﬂnq p.':Jin spreading to arms, neck ar 1
u shoulders; o

i5 may be asign of & mornsanmﬁcundrhm W frequent
nrlh'muﬂHun Pl
.mnhnues orworsens M you nud ta}amlspmduct formumﬂnn 14 days wyay naad tio take more than

days aweek) W not intended

HINGE

rimrnediate relief of heartbum; this drug 1 h}m1h4dﬁ;‘0rfullm :
ing W blisters

rlghmaadadnﬂss lfraquantcbut pain Thess may be si ufasannus candifion. See your doctor, Ask a destor before use if you have; ® had hearthum werd e
Jmng particularly with heartburn W uneoplained weight lvss W rausea or voriting B stomach pain H!

are taking a prescription drug. Acid mduuurs interact with uartam_lnmcnp’um drugs. Stop use and ask a deetor if; ® your heartbum |
course of treatment every 4 months ®you get diarrhea Myon

P1533449 LM-3448 4

Back of Top Ply
(Page #2)

Bottom Ply

HINGE

=develap rch orint i prognant o bresst Jocing s  healih professiona before e, Keep out freachofciren, ncase of oerdose,go meial 3
'halp orl:nntmti Ilnlsm nh'd'ﬂtﬂr f1- HIII-EEE-‘I nghta'nr o for adutts 18 years nfm and okder ® this product is to be used once a day

every 24 hours), every day for 14 days w it may take 1 to 4 days for full effect, some people get complete el mg within 24 hours 14-D Gnmuﬂ'miui =
:[lsnl ]l'atirg ¢ ngr m:ahnglnhimnmmglh}nmm aypuurp ; lEunuttalmmnra 1thadirldonntEsafurmnmﬂ'aanm H
punless dramd bﬂuurdwtor 0 swallow whole, Do not chew or crush

Hjuurnqmpam 14-day coursz every 4 months M
ll hmhhhmillidhﬂwm aften than every lluliuimimih ﬁml uhlldm unider 18 years of age: ask a doctor, Heartbum in children may =
be caused by 4 szrious condition. Other information m rudiha dlru:tmns and warmings before uze m kaap 111& carton. ft cordains important information, ® store at §
'20°tu 25“0 (68" to 77°F) and protect from moisture [nactve ngredients | nna m mnnnstamiﬂ rmEfp d:gd cellulose, fypromelloss, magnesium stearate, ®
'mﬂthm: iz acid ard ethyl acrylate copolymer dspersion, mnmwshlllna Eﬂ" r’mie red iron axide :ilmrﬁad mmmun'stalllnu cellulose,
.sndlumrnrdmda smhum stamﬂlilmmie , sugar spheres [which confaing I|qmd gluuuse M%mmﬁnd sucros], t:]q titaniurn diode, triethyl citrate and yellow iron 5

amide, Qrestions?C F14334660 | M-5448 1

N




Base
(Page #3)

Bottom Ply

PACKAGE LABEL-PRINCIPAL DISPLAY PANEL - 20 mg (14 Tablets Container
Carton Label)

FAMILY
wellness™
See Current Drug Facts

COMPARE TO
PRILOSEC OTC®
ACTIVE INGREDIENT*
OMEPRAZOLE
Delayed-Release
Tablets, 20 mg

Treats Frequent Heartburn!
24 HOUR

14 TABLETS ACTUAL SIZE

ONE 14-DAY COURSE OF TREATMENT
MAY TAKE 1 TO 4 DAYS FOR FULL EFFECT

NDC 55319-037-05



TAMPER EVIDENT - Do net usa if seal
over betile opening iz broken or mizsing.

Tips for .ﬂl? ng Heartburn
ﬁ not lia flat or band over after safing

= [o not wear tight-fitting clothing around
the stomach

= Do not eat befors bedtima
= Haizs the head of your bad

= Avoid heartburn-causing foods such as rich,
spicy, fatty or fried foods, chocolate, caffeine,
alcohol and cartein fruits and vegetables

= [Eat slowly and awoid big meals

= |f owerweight, bosa waight

= Duit smoking

; : FAMILY
Drug Facts (continued) Drug Facts (continued) S Wellness'

halt & doctar o0 phamnacist befors usa if pou are fiing @ Other information m read e dirsctions and

prescription drug. E 3 HE wamings befiors uss @ kesp tha carton. It containg

| Acid reducers may interact with certzin prescription dnegs. r.?j  information. W stere 2t A in 257 (B2

Stop ul: andhauh doctor it g 7°F) and probect from moisters

W your hearthum costinues or worsans W you need to ke S

hé product for mare than 14 days W you fieed o ke more Inactive fngredients crospovidons, giycanyd

than 1 coursa of trastment every 4 months @ you et moncstaarats, bydreypropyl callulose

diarhisa W you davelop a razh or joint pain h_-prumelb;a rr-ag;saurr— Tsa'at:_mam_anry!n Del d-Rel

(i preqnant ar breast feeding, 22k 2 health orofessona acd and ati acrylata copolymer dispareiee, elayed-Release

[bsfore uza. Keep out of reach of children. In caze of m;yr\s:;:r rm a'l‘ :Irmﬂi?{gm ahyeel, amings
négual help or contact 2 Poisom Contral s Tablets, 20 I'I'lg B : @ Do not usa if you 2 allargic o

v microcrystaline callubess, sodum hydnide,
1222 right amzy. sodium staaryl fumarste, sugar spheres [which Acid Rucer omsprazn) mm:’r r&aﬁausﬂ savers skin
[

contains iquid glusoss, sterch (maizs) and

e diczid 1 id
W for adubts. 18 years of age and oldar W fis product is o if:wg?r]cr - s dicxids, it it an i o ccars, stop usa and sesk

£ uzed once 2 y.wn ‘74 hours), every day for 14 days L - "leﬂl:a haiip right away.
8y a1 ot ey fox Tl e, o oopl ot Treats Frequent Heartburn!

compizt raief of sym vtoms within 24 Burs (Questions? Cal 1-835-274-4122
18-Dary Cowrse of Treatment
biist with 2 glass of water befors safing in *This peodect is nof manstachred or distribued

o swealing or fiminess W |:herpa.|no shioulder
e o dyor 4 o s ASTR KRS FRUMCETEAL (7ot o i it shortness of breath; swesting pan

then B
prazding 1o arms, neck or shoulders; or
days unkess directed By your doctor ® swallow whala. i
I]uyr;m i éhlam mnﬁulm}m BRANDS, LLC ighthescadnass M irequent chest pein. These may

Repeated 14-Day Courses if nesded) 500 VOLVO PKWY, CHESAPEAKE, VA 23320 LiSA ACTUAL SIZE b signz of & sarious condition. See your dactor.

W you may repest & Té4-day courss every 4 manths MADE IN INDIA 14 TABLETS I{anhMorh‘aua Il:;lf s h-a:h!l‘a:l 3
= do mot take for more than 14 days or more siten than 1 it ¥ 2T e 3 Mo s may be 2 signof a
evary 4 months unless dirested by a docter et e ST (ONE 14-DAY COURSE OF TREATMENT mor condion. B frecuer wheazeg

W children under 18 years of age: ask 2 doctor. Heerern in B MAY TAKE 1T0 4 DAYS FOR FULL EFFECT
chiliren may sometimes be caused by & serious condition. — 5

0 ‘!2251"?#3?]‘ 4

P1053301 LM-5449

GLUE - NO COATING

N

SKU 900055

NVZ
ACID REDUCER
omeprazole tablet, delayed release
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:55319-037

Route of Administration ORAL

Active Ingredient/Active Moiety

. Basis of
Ingredient Name Strength Strength
OMEPRAZOLE MAGNESIUM (UNII: 426QFE7XLK) (OMEPRAZOLE - OMEPRAZ OLE 20 mg

UNII:KG60484QX9)

Inactive Ingredients




Ingredient Name
CROSPOVIDONE (35 .MU.M) (UNIl: 40UAA97IT9)
GLYCERYL MONOSTEARATE (UNII: 2300U9XXE4)
HYDROXYPROPYL CELLULOSE (90000 WAMW) (UNIl: UKE75GEAT7F)
HYPROMELLOSE 2910 (5 MPA.S) (UNIl: R75537T0T4)
MAGNESIUM STEARATE (UNII: 70097M6I30)
METHACRYLIC ACID - ETHYL ACRYLATE COPOLYMER (1:1) TYPE A (UNIl: NX76LV5T8))
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL 4000 (UNIl: 4R4HFI6D95)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
FERRIC OXIDE RED (UNIl: 1KO9F3G675)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
SODIUM HYDROXIDE (UNII: 55X04QC32I)
SODIUM STEARYL FUMARATE (UNII: 7CV7WK4UI)
DEXTROSE, UNSPECIFIED FORM (UNII: [Y9XDZ 35W2)
STARCH, CORN (UNII: 08232NY3S))
SUCROSE (UNIl: C151H8M554)
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
TRIETHYL CITRATE (UNII: 8Z96QXD6UM)
FERRIC OXIDE YELLOW (UNII: EX43802MRT)
HYDROXYPROPYL CELLULOSE (45000 WAMW) (UNIl: 8VAB711C5E)
HYPROMELLOSE 2910 (6 MPA.S) (UNIl: OWZ 8WG20P6)

Product Characteristics

Color PINK Score
Shape RECTANGLE (Oblong) Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start
Date
1 (PC39319°037- 1 4n 1 caRTON 06/17/2024
1 14 in 1 BOTTLE; Type 0: Not a Combination
Product
2 2'2'3055319'037' 3in 1 CARTON 06/17/2024
2 14 in 1 BOTTLE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date

ANDA ANDA206877 06/17/2024

Strength

no score
14mm
Z;69

Marketing End
Date

Marketing End
Date



Labeler - Family Dollar Stores, LLC (024472631)

Registrant - aurohealth LLC (078728447)

Establishment
Name Address ID/FEI Business Operations
Aurobindo Pharma Limited 650381903  ANALYSIS(55319-037) , MANUFACTURE(55319-037)

Revised: 6/2024 Family Dollar Stores, LLC
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