ASPIRIN LOW DOSE- aspirin tablet, delayed release
L.N.K. International, Inc.

Quality Plus 44-600A

Active ingredient (in each tablet)

Aspirin 81 mg (NSAID)*
*nonsteroidal anti-inflammatory drug

Purpose

Pain reliever

Uses

for the temporary relief of minor aches and pains or as recommended by your
doctor. Because of its delayed 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

facial swelling

shock

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

take more or for a longer time than directed

have had stomach ulcers or bleeding problems

take a blood thinning (anticoagulant) or steroid drug

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

take other drugs containing prescription or nonprescription NSAIDs [aspirin,
ilbuprofen, naproxen, or others]

Do not use
= if you are allergic to aspirin or any other pain reliever/fever reducer
= if you have ever had an allergic reaction to this product or any of its ingredients



Ask a doctor before use if

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 have asthma

you are taking a diuretic

Ask a doctor or pharmacist before use if you are

taking a prescription drug for
= gout

= diabetes

= arthritis

Stop use and ask a doctor if

= an allergic reaction occurs. Seek medical help right away.
= you experience any of the following signs of stomach bleeding:
= vomit blood

= have bloody or black stools

= feel faint

= have stomach pain that does not get better

ringing in the ears or a loss of hearing occurs

pain gets worse or lasts more than 10 days

fever gets worse or lasts more than 3 days

redness or swelling is present

new symptoms occur

These could be signs of a serious condition.

If pregnant or breast-feeding,

ask a health professional before use. It is especially important not to use aspirin 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

= do not take more than directed

= drink a full glass of water with each dose

» adults and children 12 years and over: take 4 to 8 tablets every 4 hours not to
exceed 48 tablets in 24 hours unless directed by a doctor

= children under 12 years: do not use unless directed by a doctor

Other information
m store at 25°C (77°F); excursions permitted between 15°-30°C (59°-86°F)
s see end flap for expiration date and lot number



Inactive ingredients

corn starch, D&C yellow #10, FD&C yellow #6, hypromellose, methacrylic acid,
microcrystalline cellulose, polydextrose, polyethylene glycol, shellac wax, silica,
simethicone, sodium bicarbonate, sodium lauryl sulfate, talc, titanium dioxide, triacetin,
triethyl citrate

Questions or comments?
1-800-426-9391

Principal display panel

Quality
+Plus

NDC 50844-600-32

TCompare to active ingredient in
Bayer® Low Dose Aspirin

LOW DOSE
ASPIRIN 81 mg
PAIN RELIEVER
(NSAID)

* ASPIRIN REGIMEN
* SAFETY COATED

120
ENTERIC Coated Tablets

ACTUAL SIZE

Talk to your doctor or other healthcare provider
before using this product for your heart.

TAMPER EVIDENT: DO NOT USE IF
IMPRINTED SAFETY SEAL UNDER
CAP IS BROKEN OR MISSING

TThis product is not manufactured or distributed by
Bayer AG, owner of the registered trademark Bayer®
Low Dose Aspirin. 50844 REV0122D60032

Distributed by LNK INTERNATIONAL, INC.
60 Arkay Drive, Hauppauge, NY 11788
USA



¢€0090¢cc LoN3H
4-2e-v009-€09+-8

( ]

88211 AN ‘aBneddney ‘aauq Aexry 09
“ONI “TYNOILYNYILNI YN Aq painquisig
0000020003y hE0S  ulidsyasoq Mol
oJafieg yiewapes) paiaisibos s o Jaumo ‘gy Jafeg
g panNgUIsIp Jo painioBinUEW Jou 1 Janpoxd siy)

1686-926-008- |
£SJIALILOI 10 SUOIISaNy

a0 fiyiau
“UNi0RI) “BPIXOI WNIUEN) ‘3[e) ‘Bleyns |Auney
LUN|POS ‘312U0QRII WNIPOS BUOINYIBLUIS BI|IS
‘e 2e)jays ‘|ood)6 auajfigedod ‘asolxaphjod

(panunuoo) sjoe4 fnig

4

51920 Guieay Jo $50] € 10 S1e3 3l Ul Guibuy m
13118 136 1ou Sa0p Jey) uied oewols arey m
Jute) [2a) @ $|00)S 398(q 10 Apoojq aney m
poojq lwonm  :Buipse|q yoewols

10 sufiis Gumojio) syt jo Aue sousuadxs nofm
“feme by

dj3Y [eaipaLI §38g "SIN920 UoNIeal |Bia|e ue m

J1 10j30p & yse pue asn dojg

squyuem  sajaqeipm  nofm
10} Brup vondisosaid e Bupye) are
nod 1 asn aiojaq Js1aeiwieyd 1o 10j90p B ysY

ljaanip e Guiye) ale nof m ewyjse aney nofm
85asip faupiy 10 ‘SISOULIID Jan)

‘35eas1p Weay “ainssaid poojq yow aaey nofm
Lunquesy se

|yans “swajqoud yoewoys Jo Aoisy e aney nokm

nof o sandde Guiem Buipas|q yoewols m

J1 85N 840J80 10}30D B ¥sY

A 1apo Jo gg afeaem  Brup piosals
10 (Juegnfeoanue) Buuigl poojq & aye1m
Paloa1Ip Uey) sl Jafiuo] & 1o} JO 30w aYe) m
nof 1 saybiy 1 souel ay) “Guipes|q yoewols
213135 3sNeD fiRW YDIUM QSN UB SUIRIL0D
Jonpoud siy] :Gujuiem buipas|q yaewog
(Buizaaym) ewyisem  yoousm
Buijams pioey @ SaAlym
apnjaun few y2iym uonaeas b e
a1anas e asned few uwidsy :uaje Ay
“ssal||
STI0Ls 1N alel & ‘3oIpuds s,aay Jo ubis fAjies
U 30 pjnoa swojdufs asay) asneiaq Jojaop
B JINSU0Y “IND30 BURILIOA PUR BaSNBY YNA
J0nRURG L1 SaBURYD 1 ‘1anpoid syl Buisn usym
‘Jonpoad Iy 3sn Jou pinoys swiojdwis ay|-njy
10 %0d Uaya1L0 WoJ) Bulianodal ale Jo aney
oy siafieusa) pue uaipjy) :awoipuds s,akey

a&EmE..

sjuaipaifiu )1 jo fue 1o 1onpord
1B Ue pey Jana aney nof jim

139npal Jana)jianaljal
uted Jauo fure Jo updse o) ifis)e a1e nof j m
asnjou og

[s18u30 10 ‘uaxoideu

‘uajosdngl ‘undse] sqiysn uondudsaiduou
10 uonduasaud Buieyuoa sbnip By axe) m

Jonpoud sy Buisn aym
fiep 13k S 21j0U0OJE B10W 10 ¢ 3ARY W
suiajqoid Buipas|q 10 S130jn YIBLIOIS Pey aAey

I[a1 ayeipaww Guipasu swoydwAs 1ayo
10 SaYIEpEAY J0 J811a1 |Se} apinold Jou [|Im
Janpoud siy ‘uonjae pale|ap si Jo asnedag

“10j20p 1nof fq papuaiiwoaal se 10 suled pue
sale toutu Jo jaijal fiesodwia) ay) 1oj  $asy)

firnup Aiojewweyul-pue [eplosaisuou,
PETETCTATY R LAarvsn) Bu g uudsy
(1314} yaes uf)

asodind uaipalbui anjay

(penunuoy) sy2e4 g

NOILYINHOANI LONA0Hd

$jae4 nig

1137dW03 Hod
JOVHIVA H3LNO 33N

NDC 50844-600-32

Compare to active ingredient in

T
ASPI

ACTUAL SIZE

Bayer® Low Dose Aspirin

2

 ASPIRIN REGIMEN

 SAFETY COATED

N

Talk to your doctor or other healthcare provider

before using this product for your heart,

W DOSE )

PAIN RELIEVER
ENTERIC Coated Tablets

120

TAMPER EVIDENT: DO NOT USE IF
IMPRINTED SAFETY SEAL UNDER
CAP IS BROKEN OR MISSING

0" 50844 ' 56332 Wi 2
No Print Area

ﬁ_.a_s.mmé. cmag

A 350]0)|32 BU)| RISAD0IIW pioe JijAKeyiaw
‘asaljpwoidAy *9# mojjah %04 ‘0}# MollRk 930
‘Uueis uod sjugipasbun annaeu|

JAQWINU 0| pUE a1ep Lofel|dxa 1) dej pua 335 W
(4.98-69) 0.06-51 Usamaq
pannwiad suoisingxs (4.2¢) 9.6z 1 a0lsm
uojjewojul Jayjg
S

10100p & Kq papalp
SSa[un asn Jou 0p :S1eak 2| Japun UAIpILI m
10190p B £q pajoallp ssaun SInoy 4 Ul
S1BI0.l g PasaXs 0] 10U SInoy i A1ans S1a10e] §
01 p @€} 14300 pUE $1eaf 71 UAIP|IL Pue SINpe m
50D L9Ea YUM Jalem Jo ssejf [n) e yuupm
Paj3811p UBY) 810w a)e] jou opm
suonadlig
—

“feme b Jajuag jonuo

uosiod e J3eju0 10 djay [eaipaw 1ab ‘esopiano
JO 352 U] "UBIp|1yd Jo y3eal jo no daay
“[uanjap Buunp Suoneddwiod Jo Pl wioqun
alJ) U1 stwa|goid asney few Y 8sneIaq J0130p
2.0 05 op 0} pajoanp faiuap ssajun oueubard
Ut 18]e] 10 SY8am 0g 18 uLidse asn 0} jou
epodw Ajeoadsa s11) asn alojaq [euoissajold
Ujeal| e ¥se ‘Guipas)-jsealq Jo jueubaud j|
“UoIpU0d $nowias e Jo subils aq pinod asau|
1n330 swoldw/s maum

Juasaid s Buijjams 1o ssaupasm

sfiep ¢ gL alow $1Se| 10 8510M S1af /ana) m
sflep O} UBY) 810w S)SB| 10 3s10M S)a0 ued m

(panunuo) sjae4 bnig

Quality Plus 44-600A

ASPIRIN LOW DOSE

tablet, delayed release

aspirin

Product Information

Item Code (Source) NDC:50844-600

HUMAN OTC DRUG

Product Type

ORAL

ion

trati

inis

Route of Adm

Active Ingredient/Active Moiety




Ingredient Name
ASPIRIN (UNIl: RL6CO5Y76E) (ASPIRIN - UNI:R16CO5Y76E)

Inactive Ingredients

Ingredient Name
STARCH, CORN (UNII: 08232NY3S))
D&C YELLOW NO. 10 (UNIl: 35SW5USQ3G)
FD&C YELLOW NO. 6 (UNII: H77VEI93A8)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
METHACRYLIC ACID (UNIl: 1CS02G8656)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYDEXTROSE (UNII: VH2XOU12IE)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3WQOSDWI1A)
SHELLAC (UNIl: 46N107B710)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
DIMETHICONE (UNII: 92RU3N3Y10)
WATER (UNIl: 059QFOKOOR)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
TRIACETIN (UNIl: XHX3C3X673)
TRIETHYL CITRATE (UNII: 8Z96QXD6UM)

Product Characteristics

Color yellow Score
Shape ROUND Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description
NDC:50844- .
1 600-32 1lin1BOX
1 120 in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product
2 NDC:50844- 300 in 1 BOTTLE, PLASTIC; Type 0: Not a
600-95 Combination Product
NDC:50844- .
3 600-17 1lin1BOX
3 300 in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product
NDC:50844- .
4 600-01 1in1BOX
a 30 in 1 BOTTLE, PLASTIC; Type 0: Not a

Combination Product

Basis of Strength Strength

ASPIRIN

81 mg

Strength

no score

6mm

L

Marketing Start Marketing End

Date

05/01/2011

05/01/2011

05/01/2011

05/01/2011

Date

12/18/2020

12/18/2020



Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO013 05/01/2011

Labeler - LNk International, Inc. (038154464)

Establishment

Name
LNK International, Inc.

Establishment

Name
LNK International, Inc.

Establishment

Name
LNK International, Inc.

Establishment

Name
LNK International, Inc.

Revised: 6/2023

Address ID/FEI Business Operations
832867837 manufacture(50844-600)
Address ID/FEI Business Operations
832867894 manufacture(50844-600)
Address ID/FEI Business Operations

868734088 manufacture(50844-600) , pack(50844-600)

Address ID/FEI Business Operations
117025878 manufacture(50844-600)

L.N.K. International, Inc.
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