ASPIRIN- aspirin tablet, delayed release
Health Pharma USA, LLC

Active ingredient (in each caplet)
Aspirin 81 mg (NSAID)*

*nonsteroidal anti-inflammatory drug

Purpose

Pain Reliever

Uses:

e temporary relief of minor aches and pains or as recommended by your doctor.
Because of its delayed release action, this product will not provide fast
relief of headaches or other symptoms needing immediate relief.

Warnings

Reye's syndrome: Children and teenagers who have or are recovering from chicken
pox or flu-like symptoms should not use this product. When using this product, if
changes in behavior with nausea and vomiting occur, consult a doctor because these
symptoms could be an early sign of Reye's syndrome, a rare but serious illness.

Allergy alert: Aspirin may cause a severe allergic reaction which may include:

hives

shock

facial swelling
asthma (wheezing)

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,
ilbuprofen, 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
e if you are allergic to aspirin or any other pain reliever/fever reducer

Ask a doctor before use if



you have asthma

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

Ask a doctor or pharmacist before use if you are

e taking a prescription drug for diabetes, gout, or arthritis
e under a doctor's care for any serious condition

e taking any other drug

Stop use and ask a doctor if

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

have bloody or black stools

vomit blood

have stomach pain that does not get better

an allergic reaction occurs.

Seek medical help right away.

ringing in the ears or loss of hearing occurs
pain gets worse or lasts for more than 10 days
fever gets worse or lasts for more than 3 days
redness or swelling present in the painful area
new symptoms occur

These could be sign of a serious condition

If pregnant or breast-feeding,

If pregnant or breast-feeding, ask a health professional before use. It is especially
important not to use aspirin during the last 3 months of 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 (1-800-222-
1222) right away. Quick medical attention is critical for adults as well as for children even
if you do not notice any signs or symptoms.

Directions
e drink a full glass of water with each dose
e adults and children 12 years and over:
* take 4 to 8 tablets every 4 hours while symptoms last
* not to take more than 48 tablets in 24 hours unless directed by a doctor
e children under 12 years: ask a doctor



Other information
e store at room temperature 15-30°C (59-862F)
e read all product information before using

Inactive ingredients:

Acrycoat, Colloidal Silicon Dioxide, Croscarmellose Sodium, D&C Yellow# 10, Yellow
Oxide of Iron, Lactose, Microcrystalline Cellulose, Polysorbate 80, Sodium Hydroxide,
Talc, Titanium Dioxide, Triethyl Citrate.

Questions or comments?
Call toll free 1-844-832-1138
Monday through Friday 9AM - 4PM EST

PRINCIPAL DISPLAY PANEL

Debossed Aspirin Delaved Release Tablets USP, 81 mg
Al Each Film Coated Tablet Containg: Aspinn USP £1 mg
Batch Mo, Drum Mo,
Mz, Date : Cruantity : 1LAS,000 Tahlets
Exp. Date : NDIC No. : TLETS-301-00

Repack Before Date:

WARNING: KEEP OUT OF THE REACH OF CHILDREN

STORE AT CONTROLLED ROOM TEMPERATURE OF 39% Fto 772 F (13°C 1 257 (),
PROTECT FROM LIGHT, MOISTURE AND FREEZING.

THIS IS A BULK SHIFMENT INTENDED FOR FURTHER PROCESSING ONLY,
CONTENTS SHOULD BE APPROVED, REPACKAGED IMMEDIATELY (% MONTHS FROM MFG. DATE)
AMD LABELED [N STRICT COMFORMANCE WITH
THE FD&C ACT AND REGULATIONS THERE UNDER.

MAMUFACTURED BY : Manufactured For:

ELYSIUM PHARMACEUTICALS LTD. HEALTH PHARMA USA LLC
MANUFACTURER CODE No.: (/2571362 LABELER CODE: 71679

LABELER CODE # 14803 1600 Hart Street, Rahway, New Jersey (NI1)

(07065, United States (USA)

CAUTION: “FOR MANUFACTURING, PROCESSING OR REPACKING”

SPM-1063.00
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| Orug Facts
Active ingredient (in gach caplef) Purpose

Aspirin &1 mg (HBAID) ... Fain religver
* monsteroidz| anti-inftammatory drug

Uises:

W temporandy refel o minar aches and pars or a5

PBCOM Mt ded nﬂ; yioir @ocior. Because of I:dala?:: release
action. this product will not prowide fast rellel of headache or
symptoms needing immediate raligl.

Warnings

Reye's syndrama: Children and teenagers who hae or an
recovering drom chicken pox o lNu-like symptoms should not
usé thit ponduwct. When using this product, il changes in
behasior wilh mauses and vaming occur, consull a doctar
because lhese symploms could be an eary sign of Reyes
Lyndrome, 3 rare bul senous illness.

Allergy alef: Aspinn may cauze 3 severe alargic reaction.
which may include: W reves W shock W acil swaling

W acthma (whessing)

Stomach bleading warning: This product contams an KSAID,
which may cause savere ghamach bieeding. The chance is higher
il you: W are age 60 or oider B have had somach wcers or
bieading problems M tkn a blood thinning janticoagulant) or
steroid drug B fake ofher drugs containing prescriglion or
nonpeescriplion  NSAIDE [aspinin, ibuproden, napaoxen, of
others| B haee 3 or mone alcohalic drinks every day while uging
this product B fake mare or far a kanger time than direcled

Do not wse Wil yau ars allengic b aspirin, or any alher pain
redverfever reducer
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T‘ng Fat:l‘s {Continued)

Ask 3 doctor before use if

Wyou have asthma 3

W stamach blesding warning appiies fa you

W you have @ history of stemach problems, such a5 heartburn
W yow have high Blood presswre, heart dissase, liver cimosis
ar kidney disease

W you are aking a diuresic

Bk a doclor or phamacisl before use d you are

W faking & prestiption drug for diabetes, goud, or arhrilis
W upder 2 dactor's care or any s2riaus eandilion

W faking ary giher dng

Slop wse and ask a dector if

W o experience any of the folloving signs of stomach
Dleeding: M feed fzrd B Rave bloody of black stook M vomit
blood M e stomach pain thal does not get betler

W 2 allengic reschion oo
Seek medical help ru;htaw.?-.

W ringying in the ears of loss of hearng occurs

W pain gets worse or kasts for more than 10 days

W fever pets worse or lasts for more than 3 days

W redress or swelling present in the pandul anza

W ne SYmpLoms oo,

These coukd be shons of a serious conditon.

M pregnanl or breast-beeding, Il pregnant or breast-lesding, ask
a heath professional bedore use |Lis especially important pal ta
use aspirin during he Lt 3 months of pregrancy wnless
deflindely directed 10 do s0 by a doclor because it may cause
prcblems in the unbom child os complications during defivery.

Keep out of reach of children. In case of overdose, get medical
fielp or contact a Poison Control Center (1-800-222-1222) n'?ﬂ
away. (uick medical attention is critical for adufts as well as for
children een if you do not notice any signs or symploms.

Dirgctions
W drink a full glass of water with each dose
W adulis and children 12 years and over:
I take 4 1o 8 tablels every 4 hours while sympfoms last
1B donat take mom than 48 fablets in 24 haurs
unless direciad by & docior
W children under 12 years: a5k a docior

Dther information
W store at room {emperature 15-30°C (38-86°F)
W read all prodwct intormation before using

Inactive ingredients: Acrycoat, Colloidal Silicon
Dioxide, Croscamedose Sodium, DAC Yellow 10, yeliow cxdde
of Iron, Lactose, Microcrystaline Celluose, Polyeorbate &0,
Sodium Hydroside, Talc, Titanium Dioside, Triethyl Citrate

Queslons or comments? cat w0 free 18448321138
Morday theough Friday BAM - 4P EST
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ASPIRIN

aspirin tablet, delayed release

Product Information

Item Code (Source) NDC:71679-301

HUMAN OTC DRUG

Product Type

ORAL

ion

trati

inis

Route of Adm

Active Ingredient/Active Moiety

Strength

81 mg

Basis of Strength

ASPIRIN

Ingredient Name

ASPIRIN (UNII: R16CO5Y76E) (ASPIRIN - UNII:R16CO5Y76E)

Inactive Ingredients

Strength

Ingredient Name

CROSCARMELLOSE SODIUM (UNII: M280OL1HH48)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

LACTOSE (UNII: J2B2A4N98G)

CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)

POLYSORBATE 80 (UNIl: 60ZP39ZG8H)

SODIUM HYDROXIDE (UNII: 55X04QC32I)
TRIETHYL CITRATE (UNIl: 8Z96QXD6UM)

TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

74G4R6TH13)

METHACRYLIC ACID - METHYL METHACRYLATE COPOLYMER (1:1) (UNII:

)

(UNIIl: EX43802MRT

FERRIC OXIDE YELLOW

istics

Product Character

Color

no score

Score
S

yellow

7mm
Al

ze

ROUND

Shape

t Code

Impr

Flavor

Contains



Packaging
# Item Code Package Description
NDC:71679-301- 135000 in 1 BOTTLE; Type 0: Not a Combination

00 Product

NDC:71679-301- 500 in 1 BOTTLE; Type 0: Not a Combination
05 Product

NDC:71679-301- 1000 in 1 BOTTLE; Type 0: Not a Combination
10 Product

Marketing Information

Marketing Start Marketing End

Date
03/07/2024

04/01/2025

04/01/2025

Date

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
OTC Monograph Drug MO013 03/07/2024
Labeler - Health Pharma USA, LLC (080804485)
Registrant - Health Pharma USA, LLC (080804485)
Establishment

Name Address ID/FEI Business Operations
ELYSIUM PHARMACEUTICALS LIMITED 915664486 manufacture(71679-301)
Establishment
Name Address ID/FEI Business Operations

HHH Pharmaceuticals 144848997 pack(71679-301)

Revised: 12/2025

Health Pharma USA, LLC
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