ADULT LOW DOSE ASPIRIN ENTERIC COATED- aspirin 81mg tablet, delayed
release
Pharbest Pharmaceuticals, Inc.

Drug Facts

Active ingredient (in each tablet)
Aspirin 81mg (NSAID)T

Tnonsteroidal anti-inflammatory drug

Purpose

Pain reliever

Uses

e 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 headache or other symptoms needing immediate relief.

e ask your doctor about other uses for this product

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
e hives

e facial swelling

e asthma (wheezing)

e shock

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



e 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:
e gout

e diabetes

e arthritis

Stop use and ask a doctor if

e you experience any of the following signs of stomach bleeding: ¢ feel faint « vomit
blood ¢ have bloody or black stools ¢ have stomach pain that does not get better
an allergic reaction occurs. Seek medical help right away.

pain gets worse or lasts more than 10 days

fever gets worse or lasts more than 3 days

redness or swelling is present

any new symptoms occur

ringing in the ears or loss of hearing occurs

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 accidental overdose, get medical help or contact a Poison Control Center right
away.

Directions
e drink a full glass of water with each dose

Adults and children 12 take 4 to 8 tablets every 4 hours not to exceed 48 tablets in
years and over 24 hours unless directed by a doctor
Children under 12 years consult a doctor

Other information
e store at room temperature (15°-30°C)
e avoid excess heat and moisture



e Tamper Evident: do not use if safety seal under cap is broken or missing

Inactive ingredients

croscarmellose sodium, D&C Yellow# 10 Lake, FD&C Yellow #6, hypromellose, lactose,
methacrylic acid copolymer, microcrystalline cellulose, silicon dioxide, sodium
bicarbonate, sodium lauryl sulfate, starch, talc, titanium dioxide, triacetin, triethyl citrate

Questions or comments?

(866) 562-2756 Mon - Fri8 AMto 4 PM
PHARBEST

NDC 16103-351-16

Manufactured in the USA

*Compare to the active ingredient in Bayer® Low Dose
Adult Low Dose

Aspirin

ENTERIC COATED

81m9

Aspirin 81 mg

Pain Reliever (NSAID)

EA8

1000 TABLETS

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



8

ﬂrrmm_mcwﬂrz— . 81190 B0

____— ___ =——_ e

"oU| ‘s eRnacewIey s ey 4

1 pairgaejruny
4 opeunip & Bupyel e nof " ewyise avey nod ®eseasp Asupny
10 SIS0UUD Jen)| 'eseesip esy ‘ainssaid pooq yBly eney nod e
uinguesy se yons ‘swajgoud yorwois o Aioisiy B eaey nod ® nok
o se|dde Bupwem Buipes|q yoBWD)S ® ) 28N JMO)aq JCI00P B Y8Y
suspalbu) sy o Aue Jo panpoad sy o)
uojaesl 6B |E Ue pey Jene ewey nof | B Jeonpal Jaas)Iena ||l
ued Jeyp Sue o updse oy o)fe e 2 noky) = asn Jou og
pejosd|p UeL ewn Jebuo) B o) 1o euow exe) @ pnpoud
siup Buen ejym f2p Aeae SHULP 2)[0Yo0 B Blow o £ ey B
(sseyjo Jo ‘usxudeu ‘usgoudng) ‘uidse) S0 1SN voRdiossuduou
Jo wogdiseud Buumpuos siingp B0 exe] BEnIp plous)s
Jo (e nbeoopue) Gujuuy) poojg e eye @ swajgoud Gujpss)q
10 S180|N YSBEWOS pEY BAEY W Jep|o Jo (g obe ane Wnod |
Jeufiy 51 eoueyD ay) "BUpes|q UOELWOJS BISASS SSMED AR LD 1M
'QIYSN Ue sureu oo jonpard S|y | @ Bupues Supasjg yoewols
Fooys =
(BuEesym) Bwyse ® Cujems (e0e) ™ sany ® apnjou) Aew
y2qym uonoesd abise aenes B esneds few uldsy :uee ABsagy
"ESeU||| shoes
g BiEl B 'ewopuls spAey o ubis A4es ue aq pnod swojduwis
Sl esnesey Joloop B jnsuco Unaoo Bupgwon pue eesneu
L Joweyeq u) seBueyo § ‘npoad sty Buisn usywy enpoid siyy
B8N J0u pnoys swopdwis ey-nj Jo xod usyayd way Gusacos
aIE Jo aney ouym sebeuse) pue ueup| s tsucupuls s alay
sBuney

Jonpaud S|y} Joy $8SN IS0 JN0ge JOPop JNof yse =

"Rl 2 peuuuy Bupasu swopdud s

iayjo Jo sysepeay Jo Jai|al 1se)apiaoid jJou ||imjonpald sjy)
uogse pafejap s Jo asnedeg 1qoop nok Ag pepusuIwIcDs)

ONIT33d dOI1S

"0 Mo glekeg yrewepen peesGe

s josewno isieg &g peinguep s paunoenuew U ejenpaid ey,

d ¥ 9 NV 8 1 - uoly 95.Z-795 (998)
£SIUBLILIOD 10 SUOISaNY

S |Ayieu) ‘ueaeul ‘sppolp

Winjuey} ‘o ‘yaas ‘syg|ns [Ang| Wnjpos 'geucqienq Wnipos
‘BpHOP LoD )S ‘Bso[n|es sulBsiiooow ewlodod poe
afoeyew ‘esope| solewoudiy ‘9g moek oRad ‘e 01
MoEA 750 'WNIPos 8S0)|SWLED 500 SjU e pasbul anjjoe L]

EUNISIOW PUE JEEY SSEI0E8 PIOAE
(D:08-:5}) aInEsdwe] woal [2 aigs
UcHEULIoJUT B0

_ ONGSSIN HO K008 5142 HIOKN TH38 AL34VS CUNRAWE B 38N LON 00 :INICINT K31 _

A
in
Dose

Adult L.ow Dose

foart

ASPIRIN 81 mg
= In Rellever (NSAID)
docior or olher healfcans
using this product for your

DC 16103-351-16 —=inthe US
ENTERIC COATED

*Compare fo the active

2
A

@ 300 Tablets

[

SE IO suEd puE SSU0E JoUW o pe)je) Aesndws] syl s - sieed
$28[) gl Jepun
JO20p B Ynsuco UaIp LD
Brup Alguewreyu-pue [ep o gsuoy IBND
BB L[ J(QIVSN) Bl 13 udsy i B e LU s ki
asoding {reiqe; yoee uj) Just paubul enpoy pagap mmm__.__h SINOY 2 Ul SI9NTE) 8F | 21 UaIpiuR
BEMG 0 JOU SN g 51308 § 0) B B
53084 B a p o ¥ 95 8 0] 9] | pUE Synp

S0P YIES UYM Jeizm jo s2i6 |Inj e julp
suonaad

Rz B 19U S0 |QIU0T UOSIOG B)2eU00 10 dey [epeu 166
'ESOPISAD |BJUEDIDOR J0 BSED U] "USIP{IYD JO Yausd o Jno deay
-fsenyep Bupnp sucyexdwos

40 pl2 wegun sy ul swejgesd esnen Arw )] esneseq Jojaop
e figg 08 op o pejoadp Asjlujep sseun foueubed o syjuow
£ 15u] ey Buunp uppdse esn o) jou Juepodw fjpepedse s| )
'8N auojeq (eucss ajoud yyesy e yse ‘Buipes)- seesq Jo yueubiad

sunao0 Buesy jo sso) 4o see au u Buibiuy = nmoo swojdwfs
mau fue ®ussaad s) Gujjems 10 seupe) BsiEp g UBY] Suow S]Se|
10 esioms)eb 1ansy Wsiep ) uey) aow sise| 0 esiomsel ued ®
e B disy [epew Y855 2iN00 U ojjyeal Hfise te = ieeq
Jefi jou sa0p e Ued UDEWOIS BABY ® Sj00)S YOE(] J0 APoO|q BARY
® DOCI W on W uye |85y @ Fu)pesyg yoewas o sullls Bumoy g
ey g fue eousyedxenok Wy Jopop B ¥ pue 2sn do)g

e m sasqep winod e g Gup uopdussad
e Gupe ase nok Jl asn alojaq js|oeue yd Jo Jopop B Ysy

(panunuoa) speqy Bnig

ADULT LOW DOSE ASPIRIN ENTERIC COATED

aspirin 81mg tablet, delayed release

Product Information

351

Item Code (Source) NDC:16103

HUMAN OTC DRUG

Product Type

ORAL

Route of Administration

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)
D&C YELLOW NO. 10 (UNIl: 355W5USQ3G)

FD&C YELLOW NO. 6 (UNIl: H77VEI93A8)



HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
LACTOSE, UNSPECIFIED FORM (UNII: J2B2A4N98G)
METHACRYLIC ACID - ETHYL ACRYLATE COPOLYMER (1:2) (UNIl: XRK36F13ZZ)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

SODIUM BICARBONATE (UNII: 8MDF5V39QO0)

SODIUM LAURYL SULFATE (UNIl: 368GB5141))
STARCH, CORN (UNIIl: 08232NY3S))

TALC (UNII: 7SEV7J4R1U)

TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

TRIACETIN (UNII: XHX3C3X673)

TRIETHYL CITRATE (UNIl: 8Z96QXD6UM)

Product Characteristics

Color yellow (YELLOW COLOR) Score no score
Shape ROUND (ROUND TABLET) Size 7mm
Flavor Imprint Code EA8
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:16103- 120 in 1 BOTTLE, PLASTIC; Type 0: Not a
s 351-09 Combination Product Oz
NDC:16103- 300 in 1 BOTTLE, PLASTIC; Type 0: Not a
2 351-16 Combination Product 02/20/2019
NDC:16103- 1000 in 1 BOTTLE, PLASTIC; Type 0: Not a
e 351-11 Combination Product A

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO013 02/20/2019

Labeler - pharbest Pharmaceuticals, Inc. (557054835)

Registrant - pharbest Pharmaceuticals, Inc. (557054835)

Establishment

Name Address ID/FEI Business Operations
Pharbest 557054835 manufacture(16103-351) , pack(16103-351) , analysis(16103-351) ,
Pharmaceuticals, Inc. label(16103-351)

Revised: 12/2025 Pharbest Pharmaceuticals, Inc.
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