ASPIRIN- aspirin tablet
Richmond Pharmaceuticals, Inc.

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.

ASPIRIN 325mg

Aspirin 325 mg (NSAID) *
*nonsteroidal anti-inflammatory drug

Pain Reliever/ Fever Reducer

Active Ingredient
(in each tablet)
Aspirin 325 mg (NSAID) *

*nonsteroidal anti-inflammatory drug

Uses

temporarily relieves
¢ headache
menstrual pain
minor pain or arthritis
muscle pain
toothache
pain and fever and cold

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 signs of Reye’s syndrome,
arare but serious illness.

Allergy Alert: Aspirin may cause a severe allergic reaction which may include
hives
asthma (wheezing)
shock
facial swelling
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 (ibuprofen, naproxen, or
others)
takes more or for a longer time than directed
¢ have 3 or more alcoholic drinks every day while using this product.
Do notuse



e if you have ever had an allergic reaction to any other painreliever / fever reducer
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, lever cirrhosis, or kidney disease

you are taking a diuretic

you have asthma

Ask a doctor or pharmacist before use if you are

taking a prescription drug for diabetes, gout or arthritis

taking any other drug

under a doctor’s care for any serious condition

Stop use and ask a doctor if

you experiences 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

pain gets worse or lasts more than 10 days

fever gets worse or lasts more than 3 days

redness or swelling is present in the painful area

any new symptoms appear

ringing in the ears or a 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 overdose, get medical help or contact a Poison Control Center right away.

Directions

DRINK A FULL GLASS OF WATER WITH EACH DOSE
¢ adults and children 12 years and older : 1-2 tablets every 4 hours while symptoms last, but not
more than 12 tablets in 24 hours.
¢ Children under 12 years: ask a doctor

Other Information
® avoid excessive heat or humidity
e store at 15-30 °C (59-86 °F)

Inactive Ingredients

corn starch, PVP

Questions or Comments
call 804-270-4498, 8.30 am-4.30 pm ET, Monday - Friday

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



PACKAGE LABEL.PRINCIPAL DISPLAY PANEL

NDC

...Aspirin 325mg 100 tablets

54738-541-01

.
.

r

-

TipkOLTG BELINS
s [l

VEN ‘EEZE W “PIORIATY *30] ‘SEIISIEURE) PORITY iR pangjamg
B G7E wemday wskiny guae
SIS $4) 0 SAUND 31 410 (SHRTE 109 5 DU HENRSHRY PN,

ONISSIN HO NINOHE 51 %3 YIANM WIS ALI4VSE
Q3LNIHANI 41 350 LON 00 :LN30IAT H3dNL

REEE 0 §EQ L B S B

B yenpoad s/yp

fiuysn apmpe e S1aks SHULP 2)|0YCI DA IG § SAEY B
FEy2alIp URLg sl ._mm_.....__ B J0] 10 30 e |

{50 J0 usktidRy ‘uajoidng) SameN
uonduzsasduca so usdussad Buuewiod sbnp jayo @e e
Einup proams Jo fendeacgue} Bujuug peog e e e
sagnud Euepea)q Jo 510090 (TRUGE PEY ARy B
1ap|o 10 gy abe aem
[CORTRET TR ST |
“fiuipaa)] YIRS AEnas 250D SE LIy
‘glyEN ue suEwes gapod s Gupes Gujpanpg yoewng

qoysm (s BUISE W

Gupjs Eoepm I RET RIS TRTTT
wanaes Jifisage alaas e sred Sew ouidsy uae Ay
$5aU||| SN0LES ING AIR) E HAMLIPUAS
5,68 |0 wbis 120 UE B4 PINog S0IEAS #50UL SSNEIR]
10)301 B 5003 0350 fuimuin pug Basned yisw J0ineyaq
1 saliuu pjanped Gunsn =y anpadd gy asn
Jau pyncays swopdwds ssp-ngp oo xod uayangs wody Guyascsa
I 40 ArEy QY sEbEuEa) puE uasn) cawpuls 5 akey

shujuseg

50|03 )00 Jana) pue ued m
apEoo m wedapsnum 5 UjEd UL m
urEd EROSUAILE  BUIEpEEY W S aduel g3

ErusD ABTBUALRYLI- (L% [BRLIAISUCY,

o=

122NPRJ e C IR RS UIEA """ " ._H___.szn B 5z5 wuidsy

asoding ?..E yaea uy) yuaipasbu) ansjay

sjae4 bnig

o -

W.am m m m

uwm L 2 ;

o5 = g

s == a 5

m 228 = 8 = = Mm

IEEEZ =8 § :

S — —

m g .W [ =55 = .mr

o wmn (] = L .m
= |w =< &= co

Drug Facis (continued)

Do ned use if vou have ever had an alergic resction to any
nther pain reliever/faver reducar

Ask a docter Belore use il

w stomzch Beeding warning appliss b you

m y0u have a history of stomach problems, such & hearburn

m you have figh blond pressure, heart disease, bver
cirrhesie, or kdnay dissass

myou are faking a diurefie  myou have asthma

Ash 2 docber or pharmacic! bebore use if you are

m Eaking a prescrption drug Nor diabetes, goul or ahritis
m under 3 doctor's care for any serious condition

m taking any other drug

Flop use and atk a dockor i
m you experience any of the folkowing signs of stomach
bieecing: mfzel faint mwomi blood
o hava bloody or black stools
| hawa slomach pain that does not gel bettar
m paln gets warse or bists mose than 10 days
w fzver gats worse or lests mare fan 3 days
m redness or sweling & present in the pandul amea
many new sympboms appear
mringing in the wars o l0ss ol haaring occurs

If pregnant or breast-leeding, ask a heakh professional
belore usa, 0 is especially impartant nol 1o useé aspinn durng
thoe last 3 meehs of pregnancy unless dafinitely dincled b
50 by a doctor because i may cause probiems in the
unbam child or complications during delivery

Keep aut of reach of children. In casa of overdoss, gst
madical help or contact a Poison Gontrol Genter right away.

Directions TRINK A FULL GLASS OF WATER WITH
EACH DOSE madulks and children 12 years and over:
1= 2 tablets every 4 hours while symptams |ast not man
than 12 tablats in 24 hours

m children under 12 years: asx a doctor

Other information mxoid axcassive heat or bumidity
m 5boee &t room temperature 15°-30°C (55°-85°F)

Inactive ingredients com starch, By

[Questions or comments?
call BO4-Z70-4498, 8:30 m-4:30 pm ET, Mondsy - Fridy

.Aspirin 325mg 500 tablets

NDC: 54738-541-02 ...

ASPIRIN

aspirin tablet

Product Information

NDC:54738-541

Item Code (Source)

HUMAN OTC DRUG

Product Type

ORAL

Route of Administration

t/Active Moiety

Active Ingredien

Strength

325 mg

Basis of Strength

ASPIRIN

Ingredient Name

ASPIRIN (UNIE: R16 CO5Y76E) (ASPIRIN - UNI:R16 CO5Y76E)

Inactive Ingredients




Ingredient Name Strength
STARCH, CORN (UNI: 08232NY3SJ)
PO VIDONE, UNSPECIFIED (UNIl: FZ989 GH94E)

Product Characteristics

Color white Score no score

Shape ROUND Size 10mm

Flavor Imprint Code AP;010

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:54738-541-01 100 in 1 BOTTLE; Type 0: Not a Combination Product  06/01/2015
2 NDC:54738-541-02 500 in 1 BOTTLE; Type 0: Nota Combination Product 06/01/2015

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part343 06/01/2015

Labeler - Rrichmond Pharmaceuticals, Inc. (043569607)

Registrant - Advance Pharmaceutical Inc. (078301063)

Establishment
Name Address ID/FEI Business Operations
Advance Pharmaceutical Inc. 078301063 manufacture(54738-541)

Revised: 10/2017 Richmond Pharmaceuticals, Inc.
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