LOW DOSE ASPIRIN- aspirin tablet, coated
Akron Phama

Aspirin

Low Dose

Drug Facts

Active Ingredient (in each tablet)
Aspirin 81 mg (NSAID)*

* nonsteroidal anti-inflammatory drug
Purpose Pain reliever

Uses

e temporarily relief of minor aches and pains or as recommended by your doctor.
Because of its delayed release action, this product will not provide fast
relieve of headache or 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 the
symptoms could be an early sign of Reye's syndrome, a rare but serious illness.

Allergy alert: Asiprin 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. Ths chance is higher if you:

e are age 60 or older

e have had stomach ulcers or bleeding problems

e take a blood thinning (anticoagulant) or steroid drug take other drugs containing
prescription of nonprescription NSAIDS [aspirin, ibuprofin, 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

e you have asthma

e stomach bleeding warning applies to you

e you have a history of stomach problems, such as heartburn



e you have high blood pressure, heart disease, liver cirrhosis or kidney disease
e 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 that 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 signs of a serious condition.

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

¢ adults and children 12 years and over:
e take 4 to 8 tablets every 4 hours while symptoms last
e do not 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 20 °-25 °C(68 °-77 °F)
e read all product information before using

Inactive ingredients

Anhydrous Lactose, Castor oil, Colloidal Silicon Dioxde, Croscarmellose Sodium, Diethyl
phthalate, FD&C yellow 10 aluminium lake, Hydroxy propyl methyl cellulose, Methacrylic
acid copolymer, Microcrystalline cellulose, Po~ethylene glycol, Polysorbate 80, Talc,
Titanium dioxide.



Questions or comments? Call toll-free 1-877-225-6999

Monday to Friday 9AM to 5PM
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Drug Facts (Continued)

Ask a doctor before use if

myou have asthma

m stomach bleeding waming applias to you

myou have a history of stomach problems, such as hearthurn
myou have high blood prassure, heart disease, liver cirrhosis
or kidney disease

myou are taking a diuretic

Ask a doctor or pharmacist before use if you are

mtaking a preseription drug for diabetes, gout, or arthritis
munder a doctor's care for any serious condition

mtaking any other drug

Stop use and ask a doctor if

mYyou experience any of the following signs of stomach
bleeding: mfeel faint mhave bloody or black stools mvomit
blood mhave stomach pain that does not et better

m an allergic reaction oceurs.

Seek medical help right awray.

mringing in the ears or loss of hearing occurs

mpain gets warse or fasts for more than 10 days

W fever gets worse or lasts for more than 3 days
mredness or swelling present in the painful area

WnEw 3____%35“ gecur.

These could be signs of a serious condition.

11 pregnant or breast-feeding, ask a heallh professional before
use. It s especially important not to use aspirin during the last
3 months of pragnancy unless definitely directad to do so by a
doctor because it may caus problems in the unborn child or
complications during delivery.

Keep out of reach of children. In case of overdose, get madical
help or contact a Poison Cantrol Center (1-800-222-1222)

right away. Quick medical attention is critical for adults as well
as for children even if you do not natice any signs or symptoms.

Directions

mdrink a full glass of water with each dose

madults and children 12 years and over:

miake 4 to 8 tablets every 4 hours while symptoms last
m o not fake more than 48 tablets in 24 hours

ess directed by a doctor

dren under 12 years: ask a doctor.

Other information
W Store at 20°- 25°C (8% 77°F )
mread all product information before using

Inactive ingredienis

colloidal siicon diaxide, crospovidone, D&C yellow
#10 lake, hydroxypropyl methyl cellulose, methacrylic
acid copolymer, microcrystalline cellulose, starch maize,
starch pregelatinized, stearic acid, falc, titanium dioxide

Questions or comments? Call tol-free 1-877-225-6999
Monday to Friday 9AM to 5PM

L7 LOLp66s | L £ IO BTG IE MM
i e AL
soN L0 1a0) paImIELNLE R
-
BULBL U Y
HOrBOOKETLON LIDZ/EBETAN

‘updsy asoq mo7 @iafeg yiewapes pasaisifial ay) jo Jaumo 917
aJeui[eay Jakeg Ay pajnquisip Jo paimagynuew Jou sj janpoad siyj .

oasen )

W5 01 WG e Of RRpuOI BB60-G22=Li6) s IED S SJUALULLOD J0 SUOJjSany)
PIXDID LUNIUEY, O[E} PIJE DUEA]S "pazufe|abald U2 e)s azie | UIIes "asopn||a;

sul|EIsAI00m1 Sawwkodos pioe anfioeyiew ‘asonad Kuaw (Adosd AxoupAy:
‘@ye| 0 | #M0ljaA 090 'U0pIA0dS013 ‘appOIp LOINS [BPI0II0D SpapaIBLY aAgIew);

Gurssiw 1 uzyoag s deo sspun Jees faes papaudwl p #sn 100 07 LINIQIAT HIdWYLE
Gursn g:0jq uoyewsoju janpoud |2 peas m
(2022 01 .89) 0,52-.02 12 8105 M WOLUWLGJN 1310

01900 € ¥5¢ $Ieak 2| Japun URIPYI M 01300 & Al BE1ED 55
SINGY 7 Ul SIITE} G UEL SI0W G421 10U 0P B 158] swojduwiis gy sInou 190 S1408) § 0] p ayeim
a0 pue sieal 21 UBIp|iya pue singe W 3500 U328 A Jalen 40 sseff Iy e xuuD B SUOI3L]

i 10 sufiis fue o i

1 UGA@ UIPYIY 10} SE @ SE SNDE 10§ [E112 ) LORUARE [expaw xainy feme il (222 1-222-008-1)
Jaiag |y LosIod B 192100 10 dfeL [EpaLl Jafi ‘asopians J0 &5e3 U] "Ualpliyd Jo yeal jo o daay
#Ugnfep Suunp suatea|duwod 1o plyo wogun su ul swejqosd asmes faw

1 8snE3an Jojoop & ) 05 op o) paianp ARIuep ssepun fueudaid jo sywow g jsepeu) Buunp uundse
a5n 0] Jou Jepodw fpeadss 1) “asn alojaq [euoissajod wjeay e yse 'Buipaaj-jsealq Jo jueubai |
*UDCIPUGY SNOLISS 8 40 Uls 5 p|nod esan] Inodo swodws e m

EQIE nured gl U Juasand Duigams 10 SSeupas M SAED € UBY) 20w 10 5|58 40 9520m 5180 Jans)m

sifep | bew) aiow 1o} 5158 10 esiom sjal uedm sana00 Guuesy jo ssof 20 srea ay) | |

“fiesae 1 djey Jeainaw Yeag "s1n200 vonzer) g vem

121190 136 10U §30 [eu) Uredl UIRWO}S AR M PODKY JUOAM SJ00]S 4Ie[ 10 APOOJq 34y M |UIE) o) M
Buipsala yagwors jo subis Suuoflo) sy o fUE sauaUadae nodm Ji J0j20p B YSE PUE 33N dojg

finup a0 Aue Gurye)m uopUO SNOUIS FUE 10) BIET 5101200 B JaUN M STUYIE

10 ‘nod ‘sawqep 1o} Gnup vonduasaid 2 Guiye) M aie nok §) asn alojag siewleyd Jo 10j30p B YSY
agaimip e Gupyer are nod M aseasip ALY 10 SISOUL 10| ‘a5EEsp
A2y OF M WINGIEaY 52 LIN3 ‘SWap0Id YIRwons j0 faoisy € aney
a2]0] UIEWDIS BLILISE avey Nofm ) SN aiojag 0j20p B §Ey
analfas uied saygo fue 1o ‘udse oy 2fialfe aze nod jm asn jou og

[ja@p UL} s rafuo] 2 1) 0 aiow sxe) m jonpasd s Buisn ajiym A2p Liara syuup aijoyaale
&40 10 ¢ avew I [S4a10 Jo ‘axoadeu ‘vagoadng) ‘uindse] sqpysn vondussaiduou o uogduasaid

Veay ‘anssald paojn
nofm nof o) sadde Gui

laanpal 13

fuypae] 10 51300 YILLLOLS Py SATY M Japjo 10 )
LEWI0)S 31aAaS aSNED (W LM (1WSH LE SLigwnd

s aaueyo ay) *Buipsay
‘Bulem Buipaalq yoewolg
(Burzaays) ewwpse m Guigens oz m
YOOUS I SahL I BPNJoUI W Loy ‘unoza o0 age alanas @ asnes few uindsy tuaje Ay
*SSALJ SNOUSS N0 a7E) @ ‘L0IpUSS

5,804 J0 UBIS fED U B0 PIN03 SWojdwAs 959t 3SN23a0 J0J30p ¥ YNsU0D ‘Inaa0 Buipwod pue
EISNEU YUM JOINEYa] L1 mum:m_._ .ﬂ__._un.a sl m_._w_. UL "1npoud SIy) 8N jou _u_:n_.m m_.._u,GEbm
a1l 10 %0d uzyala woi Guliea0oa! ae 1o aney ol siafieusa) pue uauppy) awolpuds s,akay
shiuuey

J[as ajeipaww) Gujpaau
swojduifs 1o ayaepeay jo jaijal jse} apiaaid jou [|um Janpoad siy) ‘uoljae aseajal pakejap sy
10 asne3ag "10jop In0A A PRQUBLILIODAI SE 10 SUIEd PUE SBYIE JOLII JO Jaja: ALieiodia m S3Sp)

finip Anjewweyu=UE EpioJasuoy,
W) 6w jg uuidsy
(181qe) yaea uj) juaipailiv) sajjoy

et Uled

asoding

Sjaed bnig |

:
8 (g,
g |B3 E @«
¢ BE =
= W = =
SIS . 22 55 &
4 i S5 E
S < s 25 :f S
= (== B2 Hz 2

LOW DOSE ASPIRIN

tablet, coated

aspirin



Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety

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

Inactive Ingredients

Ingredient Name
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
CROSPOVIDONE (UNIl: 257830E561)
D&C YELLOW NO. 10 ALUMINUM LAKE (UNIl: CQ3XH3DET®6)
HYDROXYPROPYL METHYLCELLULOSE (UNIl: 3NXW29V3W0)
METHACRYLIC ACID (UNIl: 1CS02G8656)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
STARCH, CORN (UNII: 08232NY3S))
STEARIC ACID (UNII: 4ELV7Z65AP)
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color yellow Score

Shape ROUND Size

Flavor Imprint Code

Contains

Packaging

# Rem Code Package Description

1 NDC:71399- 120 in 1 BOTTLE; Type 0: Not a Combination
1014-2 Product

2 NDC:71399- 1000 in 1 BOTTLE; Type 0: Not a Combination
1014-1 Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC Monograph Drug MO013

Labeler - Axron Phama (067878881)

NDC:71399-1014

Basis of Strength Strength

ASPIRIN

Marketing Start
Date

12/06/2024

12/06/2024

Marketing Start
Date

12/06/2024

no

81 mg

Strength

score

4mm

81

Marketing End
Date

Marketing End
Date
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