ALEVE- naproxen sodium tablet
ALEVE, TRAVEL BASIX- naproxen sodium tablet
Lil' Drug Store Products, Inc

Aleve @

Drug Facts

Active ingredient (in each caplet)
Naproxen sodium 220 mg (naproxen 200 mg) (NSAID) 1

1 nonsteroidal anti-inflammatory drug

Purposes

Pain reliever/fever reducer

Uses

e temporarily relieves minor aches and pains due to:
e minor pain of arthritis

muscular aches

backache

menstrual cramps

headache

toothache
e the common cold

e temporarily reduces fever

Warnings

Allergy alert

Naproxen sodium may cause a severe allergic reaction, especially in people allergic to
aspirin. Symptoms may include:

hives

facial swelling

asthma (wheezing)

shock

skin reddening

rash

blisters

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

Stomach bleeding warning



This product contains an NSAID, which may cause severe stomach bleeding. The chance
is higher if you:

are age 60 or older

have had stomach ulcers or bleeding problems

take a blood thinning (anticoagulant) or steroid drug

take other drugs containing prescription or nonprescription NSAIDs (aspirin,
ibuprofen, naproxen, or others)

e have 3 or more alcoholic drinks every day while using this product

e take more or for a longer time than directed

Do not use
¢ if you have ever had an allergic reaction to any other pain reliever/fever reducer
e right before or after heart surgery

Ask a doctor before use if

the stomach bleeding warning applies to you

you have a history of stomach problems, such as heartburn

you have high blood pressure, heart disease, liver cirrhosis, or kidney disease
you are taking a diuretic

you have problems or serious side effects from taking pain relievers or fever
reducers

e you have asthma

Ask a doctor or pharmacist before use if you are
e under a doctor's care for any serious condition
e taking any other drug

When using this product

e take with food or milk if stomach upset occurs

e the risk of heart attack or stroke may increase if you use more than directed or for
longer than directed

Stop use and ask a doctor if

e you experience any of the following signs of stomach bleeding:
e feel faint

e vomit blood

e have bloody or black stools

e have stomach pain that does not get better
pain gets worse or lasts more than 10 days
fever gets worse or lasts more than 3 days

you have difficulty swallowing

it feels like the pillis stuck in your throat
redness or swelling is present in the painful area
any new symptoms appear

If pregnant or breast-feeding, ask a health professional before use. It is especially
important not to use naproxen sodium at 20 weeks or later in pregnancy unless
definitely directed to do so by a doctor because it may cause problems in the unborn



child or complications during delivery.
Keep out of reach of children.

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

Directions

e do not take more than directed

e the smallest effective dose should be used
e drink a full glass of water with each dose

e take 1 caplet every 8 to 12

Adults hours while symptoms last

and e for the first dose you may take
chidren 2 caplets within the first hour
12 e do not exceed 2 caplets in any
years 8- to 12-hour period

and e do not exceed 3 caplets in a 24-
older hour period

Children under e ask a doctor
12 years

Other information
e each caplet contains: sodium 20 mg

e store at 20-25°C (68-77°F). Avoid high humidity and excessive heat above 40°C
(104°F).

Inactive ingredients

FD&C blue #2 lake, hypromellose, magnesium stearate, microcrystalline cellulose,
polyethylene glycol, povidone, talc, titanium dioxide

Questions or comments?
1-800-395-0689 (Mon-Fri 9AM-5PM EST) or www.aleve.com

PRINCIPAL DISPLAY PANEL - 220 mg Caplet Pouch Carton, Lil' Drug Store
ALL DAY STRONG ®
ALEVE ®

naproxen sodium tablets, 220 mg (NSAID)
Pain reliever/fever reducer

[Bayer Cross]

[tablet image]



ACTUAL SIZE
STRENGTH TO LAST
12 HOURS

3
Caplets
Capsule-Shaped Tablets

[Lil' DrugStore ® logo]

Drug Facts (continueq)

If pregnant or breast-feeding, ask a healih professional before use_ It is
‘espadially important not to use naproxen sodium at 20 weeks or later in
pregnancy urless definely directed 1o do o by a doctor because tmay
cause problems in the unbor chid or compiications during delivery.
Keep out of reach of chlldren. In case of overdose, get medical help or
contact a Poison Conrol Center right away,

Directions  + do not take more than directed
- the smallest effective dose should be used
~drink 21Ul giass of water with each dose

Aduisand | ~take 1 caplet every 810 12 hours while sympioms ast
children «for the first dose you may 1ake 2 caplets within the first hour|
12years | ~donot exceed 2 caplets n any 8- 1o 12-hour period

and oider | +do not exceed 3 capletsina 24-hour period

iidren under 12 years | + ask a docior

Other information - each caplet eontains: sodium 20 mg
~store at 20-25°C (68-77°F). Avad high humidity and excessive heat above
40°C (104°F).

Inactive ingredients
DAC biue #2 fake, hypromeliose, magnesium stearate, microcrystalin
celulose, polyethylen glycol, povidon: oxide

Questions or comments ? 1-800-395-0689

n-Fri 94M-5PM EST)

Bayer monocuor:seyer oaliors L6, Whippany, W 781
“This product s repackaged by Lil' Drug Stora Products, Inc., 8300 Earhart Lana SW,
Cedar Rapids, |A52604; 1-877-507-6516 (M-F BAM-4:30PM CST), from a product
manufactorad by Bayer  M230-US-04-22
“Bayer,tho Bayer Cross, Aleve snd All Day Strong ors
registered: trademarks of Bayer, used with permission.” Made in Mexico

DO NOT USE IF INNER POUCH OR CARTON IS OPEN OR DAMAGED!

ALL D‘Y STRONG ®

3 Caplets

A

naproxen sodium fablefs, 220 mg (NSAID)
Pain refigver/fever reducer
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STRENGTH TO LAST
12 HOURS

Drug Facts

Active ingredient (in each caplet)
iaproxen sodium 220 mg
(naproxen 200 mg) (N Sy Pain relieverffever reducer

Inonsieroida ant-nammatory drug_

Uses

~temporarly refieves minor aches and pains due to:
fanhits +muscular aches backache

« minor pain o
«menstrual cramps + headache +toothache +the common cold

< emporany redces ever
Warnings
Allergy alért: Naprosen sodium may cause a severe allergic reacton,
especally in people allergc to aspirin. Symptoms may inciude:
“hives  sfadialsweling »asthma (wheezing)
hock - skin reddening
an llergc reaction oocues, stop use and sesk medica he1p ngH away
Stomach bleeding warning: This procct contains an NSAID, which may
cause severe stomach bieeding. The ehance is higher f you:
~are age 60 or older
~have had stomach ulcers or bieeding problems
+take a biood thinning (anticoaguiant) or steroid drug
+take other drugs containing préscrption or nnnpvesmpnm NSAIDS (aspirin,
iouprofen, naproken, or others)
+have 3 or more alcoholic drinks every day while sing this product
«take more or for 2 longer ime han directed
Heart atiack and stroke waming: NSAIDs, except aspirn, increase the risk
of heart attack, heart failure, and stroke. These can be fatal. The risk i higher
if you use mare than directed or fo longer than directed »

Purposes
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3 (:aplets

Drug F

Do notuse
. Ik nave ever had an allergic reaction 1o any ather pain relieverfiever

- et efore o aterheart surgy

‘Ask a doslor before use If

+the stomach bieeding warming appies 1o you

+you have a istory of Stomach prablems, Such as heariburn

~You have had hign blood pressure, heart isezse, ver cimhasis, kidney

isease, asthma, of had a sroke:

+ you e taking a diuretic

+You have probiems or serious ide effects from taking pain refievers or
fever reducers

Ask a doctor or pharmacist before use If you are
~under a doctor's care for any serious condition

+ taking aspirin for heart attack or sroke, because naproxen may decrease
this beneft of aspirin

«taking 2ny ather drug

'When using this produet - iake with fo0d or MK If Siomach upset occurs

Stop use and ask a doctor I
~ you experience any of the following sigrs of stomach bleeding;
~feel faint - vomit blood - have bloody or black stools
- have stamach pain that does not get
+You have symptoms of heart problems or siroke:
* chestpain  + Trouble breathing
- weakness in one part or side of noay A o i
+ pain gets worse of lasts more than 10,
+fever gets worse orlasts more than 3 o
- you have dificulty swallowing - tfeais ke the pl s Stuck in your tvoat
- redness or sweling is present in the painful area

- a0y new sympioms app

legsweling
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LIFT PANEL FOR ( DRUG FACTS

Aleve 2ct, CVP HEALTH - PDP/Package
ALL DAY STRONG ®
ALEVE ®

naproxen sodium tablets, 220 mg (NSAID)
Pain reliever/fever reducer

[Bayer Cross]

[tablet image]

ACTUAL SIZE
STRENGTH TO LAST
12 HOURS

2
Caplets
Capsule-Shaped Tablets

[CVP
HEALTH logo]
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Drug Facts {continuzd)

if pregnant or breast-feeding, ask a health professional before use. Ttis
especially important notto use naproxen sodium at 20 weeks or later in
pregnancy uriess definitly directed to do 50 by
cause problems in the unborn child or complications during delivery.
Keep out of reach of children. In case of overdose, get medical help or
contact & Poison Control Center righ awey.

& doctor because  may

Directions
» the smallest effective dose should be
« crink & full glass of water with each duse

= do not take more man directed

Adulisand
children
12years
and alger

<Take 1 caplel every 8 [0 12 hours while symploms last
«for the first dose you may take 2 caplets within the first hour
~do ot exceed 2 caplels: in any 8- fo 12-hour period
~do not exceed 5 capiets in 8 24-hour period

Chidren under 12 years

sk & docior

5 aNoaLS Vg TIY

Other information
«slore at 20-25°C (68-77'F). Avaid high humidity and excessive heat above
40°C {104°F)

« each caplet contains: sodium 20 mg

IATTY

Inactive ingredients
FDAC biue #2 iake, hypromeliose, magnesium stearate, microcrysialine
celuiose, polyetnylens aljcal, povidone, teic,titanium dioice

Bayel‘ Manfacturer: Bayer HashihCars LLC, Whippany, N 07081

Thiproduetsrepekoged b L D S rducts o, B0 Ehart oo W CodrFuid,
1A 52404, 1-§77.507-6515 (M-F BAM-A30PM CST) fro ered by
8220 LVi

Distributed by: Consumsr Valus Products, nc., Tampla, TX 76502 waw CVPprodusts.com

Questions or comments ? 1-800-335-0689 (Mon-Fri SAM-5PM EST)
e e e e

m & product manufactu
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“Bayr, the Bayer Crosa, Aleve and All Day Strong ars

ALL Day STRONG®

LEVE

naproxen sodium tablefs, 220 mg (NSAID)
Pain reliever/fever reducer

STRENGTH TO LAST
12 HOURS

2 Caplets

Capsule-Shaped Tablets
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AILEVE.

DO NOT USE IF INNER POUCH OR GARTON IS OPEN OR DAMAGED!

Drug Facts (continued)

Drug Facis

clive ingredien
Naproxen sadium 220 mg
{napraxen 200 mg) (NSAIDJ"......
“nonsteroidsl ani-inflammatory drug

ifi each caplel urposes

.Pain reliever/fever reducer

Do not use
- if you have ever had an allergic reaction to any other pain reliev

reducer
- ight before or sfter heart surgery

emporary relieves minor aches and pains due to:
~minor pan of arthrits + muscular aches  + backache

mensirual cramps + headache +tonthache + the common cold
«temporarily reduces fever

Ask a doctor before use if

+ e stomach bieeding waming epples o you

* you have & history of stomach problems, such as hearibum

*you have had high blood pressure, heart disesse, iver cihosis, kidney
disease, asthma, or had a stroke

* you are taking & diurebic

+you have problems of Serious side effects from taking pain relievers or
fever reducers

TATnINgE
Allergy alert: Naproxen sodium may cause & severs alergic reaction,
‘especially in peaple aliergic to aspirin. Symptoms may include:
+hives  +facisl sweling  + asthma (wheezing)
«skin reddening  + tash + biisters
If n allergic reaction 0cours, stop use and seek medical heip right away
Stomach bleeding warming: Trs prodct cortain &n NSAID, which may
cause severe stomach bieeding. The chance is higher if you
« are age 60 or older
« have hed stomach ulcers or bieeding problems
~take & biood thinning (sniicoagulant) or steroid drug
« take other drugs containing l:(es:rmon or rnr\.nrew\uhm NSAIDS (sspitin,
ibuprofen, naprosen, of oiners)
i of more ool ks every day wiile g i product
A o i ik
Heart attack and stroke w ISAIDs, except aspitin, increase the
of heart aftack, nenﬂanme ond ioke. Trise con be i e 1ok s Ngher

Ask a doctor o pharmacist before use if you are

- under & doclor's care for any serious condition

- taking aspirin for heart aftack or stroke, because naproxen may decrease
this benefit of aspiin

if you use more then directed or for longer than direcied.

* taking any other drug
When using this product - take with food or milk f stomach upset occirs
Smpuuandaskamcmm
of th of
T ~vem o

- have bloody or biack stools
- have siomach pain thet does not get belier
* you have symptoms of heart problems or stroke:

* chestpain  + trouble brestning

. weslme:s in one partoe side of body * slumed speech

s worse or lasts more thn 10 days

v s v o e i 3 i

- you have diffcully swaliowing - tfeels ke Ihe pill is stuck in your throat
sweling is present in the painful area
e e it |

* leg sweling

LIFT PANEL FOR CONTINUED DRUG FACTS

Aleve 2ct, TRAVEL BASIX - PDP/Package
ALL DAY STRONG ®
ALEVE

naproxen sodium tablets, 220 mg (NSAID)

Pain Reliever/fever reducer

[Bayer cross]

[tablet image]
ACTUAL SIZE
STRENGTH
TO LAST

12 HOURS

2
Caplets

Capsule-Shaped Tablets
[TRAVEL BASIX logo]
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DO NOT USE IF INNER POUCH OR CARTON IS OPEN OR DAMAGED!

Drug Facis

'When using this product « take with food or milk if stomach upset oocurs w
Stop use and ask a doctor if = Drug Facts
= you experience any of the fallowing signs of stomach bleeding: _— Acltve ini redleni ('n each caplet) Purposes
«feslfaint «vomit blocd « have bioody or black stools [=3 ium 220
= have stomach pain that does not get better 3] naproxen 200 mg) (NSAID) Lk —Pain refieverffever reducer
e g o et s or o Au BAY STRONG® S Emmm,dw a,,,,EH;m,LNM
= chestpain = trouble brethi o T
ses

= weakness in one part or swnenf body = slured speech « leg swelling
= pain gets worse or lasts more than 10 days = temporarily relieves minor aches and pains due to:

=« fever gets worse of |asts more than 3 days «minor pain of arthritie « muscular aches - backache

B ONOULS VD TV

 ALEVE

naproxen sodium fablefs, 220 mg (NSAID)
Pain reliever/fever reducer

= you have difficulty swallowing - it feels [ike the pill is stuck in your throat »menstrual cramps = headache = toothache = the common codd
= redness or swelling is present in the painful area ien'pmanrymfem
= &Ny new symploms appear Wam'

INTTY

If pregnant or breast-feeding, ask a health professional before use. Itis
especially important not to use naproxen sodium at 20 weeks or later in
pregnancy uniess definitely directed to do 80 by a doctor because it may
cause problems in the unborn child or complications during delivery.
Keep out of reach of children. In case of overdose, get medical help or
contact a Poison Control Center right away.

Directions - do not take more than directed
= the emallest effective dose should be used
= drink @ full glass of water with each dose
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‘especially in people allergic to aspirin. Symptoms may include:

= hives = facial swelling = asthma (wheezing)

sshock  «skinreddening = rash = blisters
If an allergic reaction occurs, stop use and seek medical help right away.
Stomach bleeding warning: This product containg an NSAID, which may
cause severe stomach bleeding. The chance is higher if you:
s« are age 60 or oider = have had stomach ulcers or bieding problems
= take a blood thinning (anticoagulant) or steroid drug
«take other drugs contzining prescription or nonprescription NSAIDs (aspirin,

ibuprofen, naprowen, or others)
=+ have 3 or more alcohilic drinks every day while using this product
= take more or for a longer time than direr
Heart attack and stroke warning: NSAIDs, except aspirin, increase the risk
of heart attack, heart failure, and stroke. These can be fatal. The sk is higher
if you use more than drected or for longer than directed.
«iff you have ever had an allergic reaction to any other pain refieverffever reducer
= right before or after heart surgery

Do notuse = if you have ever had an allergic reaction to any other pain

children = for the first dose you may take 2 caplets within the first hour
12 years +domot exceed 2 caplets in any 8- 1o 12-hour period

and older =+ do not exceed 3 caplets in a 24-hour pericd

Children under 12 years | »ask a doctor

JRNPa1 13A3}/RaAaa) Uing

(anysn) B 0z ‘Sajqoy wnypos usxoriny

naproxen sodiom fablefs, 220 mg (NSAID)

Pain reliever/fever reducer

Other information
= each caplet contains: sodium 20 mg
= gtore a1 20-25°C (88-77'F). Avaid high humidity and excessive heat above

40°C (104°F) ® relieverfever reducer
= right before or after heart surgery
éﬂ‘i@‘éﬁé‘%{“’”” STRENGTH u Ask a doctor before use if « the siomach bleeding waming applies o you
ki = you have a history of stomach problems, such as heartbum
celiulose, palyethylene glycol, povidone, E-k:\ mamjmdlnmde TO LAST % > - you have ha high biood pressure, hean disease, Iver cimhosis, kidney
Questions or commenis? 1-800-395-0689 {Mon-Fri 9AM-5PM EST) 12 HOURS - %?:?L:k?‘gn:hﬂmh?“me
u = you have problems or serious side effects from taking pain relievers or fever

Bayer Manufacturer: Bayar HealthCara LLC, Whippany, N.J 07881 s

ArL Dar

Al

This product is packaged and distributed by
Lil' Drug Store Products, Inc, 9300 Earhart Lana SW,
Cadar Rapids, |A 52404; 1-877-507-6516 (M-F BAM-3:30PM CST),
from a product manufactured by Bayer.  64112C-BS5X-04-22
“Bayer, the Bayer Cross, Aleve and All Day Strong are
ragisterad trademarks of Bayer, used with permission.”

Madein Mexico

Ask a doctor or pharmacist before use if you are

= under a doctor's care for any serious condition

= taking aspirin for heart attack or stroke, because naproxen may decrease
this benefit of aspirin

= taking any other drug »

LIFT PANEL FOR CONTINUED DRUG FACTS
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ALEVE

naproxen sodium tablet

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:66715-9702

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
NAPROXEN SODIUM (UNII: 9TN87S3A3C) (NAPROXEN - UNII:57Y76R9ATQ) NAPROXEN SODIUM 220 mg
Inactive Ingredients
Ingredient Name Strength

ALUMINUM OXIDE (UNIl: LMI2606933)

FD&C BLUE NO. 2 (UNIl: LO6K8R7DQK)

HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
MAGNESIUM STEARATE (UNII: 70097M6130)
MICROCRYSTALLINE CELLULOSE (UNII: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDWI1A)
POVIDONE, UNSPECIFIED (UNIl: FZ989GH94E)

TALC (UNIl: 7SEV7J4R1U)




TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color blue Score no score
Shape OVAL Size 12mm
Flavor Imprint Code Aleve
Contains
Packaging
# [Item Code Package Description Marketing| Start Marketing| End
Date Date
, MIDCHES LS 1in 1 CARTON 01/01/2000 06/28/2024
9702-1
1 1in 1 POUCH; Type 0: Not a Combination
Product
NDC:66715- .
2 9702-2 2 in 1 CARTON 01/01/2000
2 1in 1 POUCH; Type 0: Not a Combination
Product
NDC:66715- :
3 9702-3 3in 1 CARTON 01/01/2000
3 1in 1 POUCH; Type 0: Not a Combination
Product
a4 NDC:66715- 30 in 1 CARTON 02/03/2011 02/03/2011
9702-0
a 1 in 1 POUCH; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
NDA NDA020204 01/01/2000
ALEVE
naproxen sodium tablet
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:66715-6502

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
NAPROXEN SODIUM (UNII: 9TN87S3A3C) (NAPROXEN - UNII:57Y76R9ATQ) NAPROXEN SODIUM 220 mg



Inactive Ingredients

Ingredient Name
ALUMINUM OXIDE (UNII: LMI2606933)
FD&C BLUE NO. 2 (UNIl: LO6K8R7DQK)
HYPROMELLOSE, UNSPECIFIED (UNII: 3NXW29V3WO0)
MAGNESIUM STEARATE (UNIIl: 70097M6130)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3WQOSDWI1A)
POVIDONE, UNSPECIFIED (UNII: FZ989GH94E)
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color blue Score

Shape OVAL Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description
NDC:66715- :

b 2 in 1 CARTON

1 1in 1 POUCH; Type 0: Not a Combination

Product

Marketing Information

Marketing Start
Date Date

05/06/2022

Strength

no score
12mm

Aleve

Marketing End

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
NDA NDA020204 05/06/2022

ALEVE, TRAVEL BASIX

naproxen sodium tablet

Product Information
Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
NAPROXEN SODIUM (UNIl: 9TN87S3A3C) (NAPROXEN - UNII:57Y76R9ATQ)

Item Code (Source)

NDC:66715-6411

Basis of Strength Strength
NAPROXEN SODIUM 220 mg



Inactive Ingredients

Ingredient Name Strength
ALUMINUM OXIDE (UNII: LMI2606933)
FD&C BLUE NO. 2 (UNIl: LO6K8R7DQK)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
MAGNESIUM STEARATE (UNII: 70097M6I30)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3\WQOSDWILA)
POVIDONE, UNSPECIFIED (UNIIl: FZ989GH94E)
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color blue Score no score
Shape OVAL Size 12mm
Flavor Imprint Code Aleve
Contains
Packaging
# [Item Code Package Description Marketing Start Marketing End
Date Date
NDC:66715- :
1 6411-2 2 in 1 CARTON 11/15/2022
1 1in 1 POUCH; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
NDA NDA020204 11/15/2022

Labeler - i brug Store Products, Inc (093103646)

Revised: 10/2023 Lil' Drug Store Products, Inc
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