ASPIRIN- aspirin tablet, coated
AmerisourceBergen (Good Neighbor Pharmacy) 46122

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

Drug Facts

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

*nonsteroidal anti-inflammatory drug

Purpose

Pain reliever

Uses

Temporarily relieves minor aches and pains.

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,
arare 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
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, ibuprofen, naproxen,
or others]
® take more or for a longer time than directed

Do notuse

if you are allergic to aspirin or any other painreliever/fever reducer.

Ask a doctor before use if
s 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
® anallergic reaction occurs. Seek medical help right away.
® you experience any of the following signs of stomach bleeding:
o feel faint
o have bloody or black stools
o vomit blood
o have stomach pain that does not get better
pain gets worse or lasts more than 10 days
ringing in the ears or loss of hearing occurs
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 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 right away (1-800-222-1222).

Directions
® drinka 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 of age: do not use unless directed by a doctor

Other information
® store between 20-25°C (68-77°F)

Inactive ingredients

anhydrous lactose, carnauba wax, colloidal silicon dioxide, croscarmellose sodium, FD&C red #40
aluminum lake, FD&C yellow #6 aluminum lake, methacrylic acid copolymer, microcrystalline
cellulose, polysorbate 80, simethicone, sodium hydroxide, sodium lauryl sulfate, talc, triethyl
citrate,yellow iron oxide

Questions or comments ?
Call 1-877-753-3935 Monday-Friday 9AM-5PM EST



Principal Dis play Panel

TCompare to St. Joseph® Low Dose Aspirin active ingredient
Aspirin 81 mg

ENTERIC SAFETY COATED**

adult low strength aspirin regimeni

Pain Reliever (NSAID)*

Protects Against Stomach Upset**

enteric coated tablets

TThis product is not manufactured or distributed by Foundation Consumer Healthcare, LLC, distributor
of St. Joseph® Low Dose Aspirin.

tTalk to your doctor or other healthcare provider before using this product for your heart. Aspirin is
not right fir everyone.

**Coating Helps Protect Against Stomach Upset
Distributed by AmerisourceBergen

1300 Morris Drive, Chesterbrook, PA 19087
Www.mygnp.com

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

KEEP OUTER CARTON FOR COMPLETE WARNINGS AND PRODUCT INFORMATION.

Product Label



"NOLLYWHOANI LINOOUd ONY SONINSYM 1| = =
313140 HO4 NOLHYD HILNO 433 A “J30PI JaNay1anaal M ] w
"ONISSIN HO NINOHE S1 V0 HIONN W3S ALIVS 4 ‘ezz1--008-1) ufed saugo fue 1o uydse o aye ase nof i esn jou og g m =
(O3UNIY4 41 35N LON 00 ‘INJOIAS H3dWVL feme w6 ] ﬂ o
4B Japusar) 03U0 LOSIOJ B JOBII0D JO djay [EaIpaLL pajoaIp ey oy Jabuo) € Joj JO BI0W axe| W = o
106 'as0pIand J0 8589 U] 'WAIPYIYD JO YILaJ J0 N0 dag)y Jonpoud si € 2 =
“aUaAa 10} 1y Jou 5 sy Lioai Jnok sgy Ruanjep Bursn apym Aep Aiara SYUUP HIOUDOR 210U 10 £ 3By I s 2 e
npoud iy Bujsn aioyaq Japyasd aumayjoat s2yyo so jopap ol o) 7o, Buunp SuoREq WO J0 PjIL LoGUN By u) SLa|qoid (ssago T = =
asned few ) asneaaq Joyaop B Aq 05 0p 0] pajdaip 10 'usKpadeU ‘Uagoudng) ‘uindse) sgrys onduasaiduou Ml.. L
"ULIdSY 250 MO gljdasor Hjeyuyap ssajun Aoueubaid o spuol ¢ 1z ay} Buunp Jo uopdunsaid Gujureund sBrup Jaugo el m = =
18 40 Jojnquisip ‘)] ‘Jeaealy Jawnisua) uoqepunoy Ubdse asn o} jou Jueyioduwl AiEioadsa |y ‘asn alajaq frup piozajs 4o (jueinBecanue) Guiuuity, poojq e axe} m a m
fa paynqusip Jo paunaegnueLL Jou 8| npoid S|l [euoissajoud yyeay e yse ‘Bujpaaj-iseaiq Jo ueuBaid sluajosd Buipsag Jo siaojn yIewa}s _.mh aney m a 4
; 1apjo Jo 0g abie e m &
LORIPUC SNouas e Jo subils nod -
153 NS WY Reps-RepUO GEGE-£G1-LL5-1 ) e s N ——| L 3
£SJUBILILI0D J0 Stiofsany) Juasaid 1 Buiams Jo Ssaupal m - : =
" 1 8ina20 Gulseey 40 $50{ 10 S12@ 8y} u Guibuy m VP oo gl wﬁﬁﬁfﬂna EEBM B omb
OPID Lo Moyl GBAR sAEp (. UBLY AJoL Sise) J0 asiom 5ja6 uied m ME s sl 2
(A2l ‘ofe} ‘aleLns June| Winjpos ‘apixoiphl wnipos Jayaq 136 jou Sa0p JEU) Uied yIRWO]S Sy M LAl [BIEL Q SN = po
‘auoalgaws ‘08 3jeqosod ‘asofa0 auEIsKonsw S8 08 0 fp0oiq 48y m —— apnau few o || 43 O)- 2
“3fj0deD Pige UILA ‘2E] WNLILE POOQUUGA  JBlBam  Bupediq uogoed) aifisajfe 91335 © 51D fiew uuidsy e ABsaypy e [ m. =
9 # Moflal 204 ‘2E| LINUILINE O # PRl 90 'LUNIpOS aewwols J0 subjs Bumoljoy au jo Aue aouauada nof m ” NI BORRNE e ¢ RN A @ m E m. 2
"950}e] snoJpfyue ! I J0) o
spuaipaibiu] aAnaeu] 146U diay jeoipaw yeeg _w_ﬁﬂ_ ﬁﬁww_ h._ma% ﬁ_“ o sy gy gt ppostay E v~ w - .
(4021-89) 9.62-02 USaMIEQ X015 i pinoys stuojduis aij-ny Jo xod uayolyD woy) Bularodal v " 8 5 E M
LOReLLIOJU JQ ‘SR J0 ‘saiagein nof 1oy Brup uonduosasd e BJ2 J0 AAY 0y Jabieuaa) pue UAIPIY ‘awospuls s,akay or W 2] & m
! : Bupfe ae nof Jj asn aJojeq Jsioewueyd Jo Joj2op & NSy sbuurey o n - ...” & 3 W
10300 & £q pajoeuIp 3] m 5] Y KA
s s S BuLSe aney nokm KL _wuﬂ_ﬂa hwze_._u_” . "SUfed PUB S22 JOUIL Sana)@J AUX0cw] SaSy) m W " S - 3 m
4130 & AQ pajaasp ssajun sinoy ; ; " v —-l = o
#1005 p92D0) SO 50 008 et || | o pomoms | | O F. Qs i H
8 01  8E) JaA0 PUe S1eaf 7. UaIDIY2 PUE SYNDE M o2 4N ‘SwiguId (OB Jo KIS v nok o Ut .mu__z . 1) U2a il = m 68
350D L0 [ 21 0 SSBI |y € YuLp Baru mhy s yoglot-flelapit i ey ijaea U o (/I S o
suoRaalq J1 350 210j20 JOR0P E XSy asoding Juaypai6y gy W A 2 m w S
(panuguoo) syoey Bnug (panunuos) sje4 Bnig s394 binig | 2
A
o
- _ o
Distributed By AmerisourceBergen (&)
GRFA: 1300 Marris Drive, Chesterbrook, PA 19087
Questions or Concemns?
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ASPIRIN

aspirin tablet, coated

Product Information
Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
ASPIRIN (UNIL: R16CO5Y76E) (ASPIRIN - UNI:R16 CO5Y76E)

Inactive Ingredients
Ingredient Name
ANHYDROUS LACTOSE (UNIL 3S Y5LH9 PMK)
CARNAUBA WAX (UNIE: RI2CBMOEIZ)
SILICON DIO XIDE (UNI: ETJ7Z6 XBU4)
CROSCARMELLOSE SODIUM (UNII: M28 OL1HH48)
FD&C RED NO. 40 (UNI: WZB9127X0A)
FD&C YELLOW NO. 6 (UNIL: H77VEI93A8)
FERRIC O XIDE YELLOW (UNI: EX438 02MRT)

Item Code (Source) NDC:46122-262
Basis of Strength Strength
ASPIRIN 81 mg
Strength

METHACRYLIC ACID - ETHYL ACRYLATE COPOLYMER (1:1) TYPE A (UNI: NX76LV5T81J)

CELLULOSE, MICRO CRYSTALLINE (UNI: OP1R32D6 1U)
POLYSORBATE 80 (UNIL: 60ZP39ZG8H)

DIMETHICO NE (UNII: 92RU3N3Y10)

SODIUM HYDRO XIDE (UNII: 55X04QC32I)

SODIUM LAURYL SULFATE (UNI: 368GB5141J)

TALC (UNIL: 7SEV7J4R1U)

TRIETHYL CITRATE (UNI: 8296 QXD6 UM)

Product Characteristics

Color ORANGE Score

Shape ROUND Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description

1 TADCAG 122-262- 1in 1BOX

Product

2 87 Product

NDC:46122-262- 300 in 1 BOTTLE, PLASTIC; Type 0: Nota Combination

no score
7mm

HEARTshape

Marketing Start Marketing End
Date Date

05/01/2014

180 in 1 BOTTLE, PLASTIC; Type 0: Not a Combination

05/01/2014



Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHNOT FINAL part343 05/01/2014

Labeler - AmerisourceBergen (Good Neighbor Pharmacy) 46122 (007914906)

Revised: 11/2019 AmerisourceBergen (Good Neighbor Pharmacy) 46122
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