PHARBEST REGULAR STRENGTH ASPIRIN- aspirin tablet
Pharbest 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.

Drug Facts

Active ingredient (in each tablet)
Aspirin 325mg (NSAID)T

Tnonsteroidal anti-inflammatory drug

Purpose

Pain reliever/fever reducer

Uses

temporarily relieves minor aches and pains due to:
headache

muscle pain

toothache

menstrual pain

colds

minor pains of arthritis

temporarily reduces fever

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

e are age 60 or older

¢ have had stomach ulcers or bleeding problems

e take a blood thinning (anticoagulant) or steroid drug



e take other drugs containing prescription or nonprescription NSAIDs (aspirin,
ibuprofen, 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 are taking a diuretic

you have asthma

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 an allergic reaction occurs. Seek medical help right away.

e you experience any of the following signs of stomach bleeding *feel faint evomit
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

ringing in the ears or loss of hearing occurs

new symptoms occur

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
e drink a full glass of water with each dose

adults and children 12 take 1 or 2 tablets every 4 hours or 3 tablets every 6 hours,
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children under 12 years ask a doctor
e store at 20-259C (68-779F)
e avoid excess heat and moisture

Questions or comments?
Manufactured in the USA

(866
Aspirin, 325 mg each

years and over
Other information
Inact

corn starch
PHARBEST

NDC 16103-365-11
*Compare to the act
Aspirin

Regular Strength
Pain Rel

1000 TABLETS
VPHARBEST B

EmklS9ens 0

ol

"ULSY gl E] 2UINUEY JOYIE LA PRI
péuasiBal JO UMD " T] IR iy Jakeg A
PangAsip 2 pAIIENLEL jou s| Jorhax sl

LRev 06720

(153 Wd ¥ O Y 8 4-UOW} 95/2-295 (998) ZSIU8LNLOT 10 SUoljsan)
yorels W Juaipailiur aapaeuy

SIMSIOW pUB1BaL SS80Xa PIOAE W (4,/ /-89) 0,52-0¢ 16 2l0)s &
UoJjeULO] 180

J0p0p B yse | sieak g| Japun uaipjiyo
SIN0Y pZ U S19[qE} Z|. PAOIXD O} Jou 'sinoy 9 1810 PUE 528k
A13h3 519)G8) € J0 SINOY f A13AD SJB(qE] Z 0 | 9E} | g1 UBIP|IYO PUB SNpE
850D UIBA UJIM 1818M JO SSEID [In) B Yupp =
suolaalIg

(222 1-222-008- 1) Aeme Jy U Jajue) jesuog uosiod B

19EUC0 Jo djgy [E9)Paw Ja0 ‘BSOPIIA0 JO 8SED U] "UBIP|INa J0 Yyaeal jo o daay
*A1anjap Gurinp suoresl|dwos o pIYa uIoqun sy} ul swajgoid asnes
Kew 11 asnesaq 101a0p e Aq 0s op o) pajpanp Ajanuiyap ssajun foueubaid
Jo syjuo i g 18| ay) buunp uiidse asn o) jou wepodw Ajjepadsa

$11] "9 210450 [BUDISSajod UYESY B Y ‘ fupasj-jseal 1o jueuliald §|

1200 SWOCWAS MBU @ SIN200 BULBAY JO SS0| B J0 8168

8lp u) BuiBuy ®jussald § Bujjiaws J0 SS3UP3I @ SKBp § UBLY B10LW SJSE 10 BSI0M
190 1aA3) ™ SABD ()} UB) S10LU S)SE| JO 9510M 5186 Ujed ® 1a)jaq Jab jou ssop
Yew, ured UIELICLS BAEL ™ S|00JS %[0 IO ADOD|Q AAEY ® POOI] JILIOA ® JurE) aa) @
“6U|paa|q UOEWOIS Jo SuBls BUIMOY0} AU} 10 AUE BouBLIadXa NOA @ “KEME JBU

djau [B3|paLll ¥@8g S1M090 UORIE) | BIAIIE UE ™ §1 10j00p € ySE pue asn dojg

SHUYLE ® s8)50ED = nob =

10y Brup uogdyosend e Bupye} a1e no & j1 asn alojaq Jsiveurieyd 1o Jojaop e ysy
BWUISE BABY NOK ™ aRainip

B BUPE] 818 NOA ™ asEas|p ABUDI JO ‘SIS0ULID JaN]| ‘BSESSID Lies | ‘ainssald

pO0jq UG BABY NOK ™ LINGUEY SB LDNS ‘sWWa|qold YIBWalS J0 £I0S|y B aney

nok ® nof of sai(dd e BujLLEM Buipaalq UIBWOIS SN a10jar 10J30p B §sy
sjuaipa.bul s 10 Aue 101anposd S|} 0] UoRIBRl D|BIBIE UB PEU JaAa ARy nok) =
180npal JeAs)/saAs] &l Ued 8110 AUB JO uLdse o) 2)BIE[E 8IE NOK | ™ SN 10U 0
DByl UL 8w} Jabuo] © 10) Jo 8iow &Xe] ™ jonpaid S|y} Bulsn s|ym Kep KieAs
SYuLp )0 0L I0 £ BABI| ® (SI8U10 J0 * usxoldeu *usjoidna) ‘UlIdSE) SaYSN
uondi I0U J0 UoRduass

141 POCI] B aE) DB3|(] 10 81901 YIBLIOJS PE
aney ® apio 1o 0g abe are ® nok Jj JayDyy s B0UBYD Blj1 DUIPEE ] UOBLIOIS BIanaS
889 ABW YIIUM ' (IYSN U SUfEJU00 Jonpoid siuL :Buniiem Buipas)q yoewol g
YooUs ® (BUZ8a1|m) BUIUISE ® BujjaMs [BI0B) ™ saAly =

‘8pnjul ABW LIUM LOIEaI | GI3(IE 8JBNas B 8SMed Kew updsy pa|e Abiaj|y

sjy1 Buisn uaym Jonpoud SpyL 8N JoU pINoYS swoldwAs ex)-niy Jo xod usnayD
W) BupaA09a) ale 10 aAEY oUM SlebEuas) pue ualpliu) Bwolpufs s afey
shuniiey

1oha) sa0npal
fjueioduwa) ® spayLe Jo uied Joujw = spjog @ wed [ENSUBI @ BYIBLJ00} @
ufed apsnL = ayIEpEsy @ 0} 3Np SUfed PUE SAUIE JOU|W SaAB|Ia) AuEodig) =

53sf)

Brp AIOJELILLIEUI-UE [EpioEISUoLy

1BONDB] JBRBYIBNBIRI B e (g Bl GZE UL sy
asoding (18(qe; yaes ur) ywaipaifiu) saiay
sjae4 Gug

ONISSIW HO NINoHE
SI.d¥J HIANN T¥3S A134V¥S I 3SN 10N 00 INIAIAT HIdWVL

NIHOTHI ONNOA LNOHLIM 010HISNOH HOJ 39¥NIVd SIHL _

oth

] O
(=

ular Stren;
Pain Reliever/Fever Reducer (NSAID)

in the USA

Manufactured

tren

£
=
£
2
S
2
S
=

£
8
-
<
g
S
3
s
§
2
g

O
O

e,
Aspirin, 325 mg each

1000 TABLETS

1
T
Lo
2]
@
™
o
=
©
=
(]
]
=

HUMAN OTC DRUG Item Code (Source) NDC:16103-365

Product Information

Product Type

PHARBEST REGULAR STRENGTH ASPIRIN

aspirin tablet



Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ASPIRIN (UNIIl: R16CO5Y76E) (ASPIRIN - UNI:R16CO5Y76E) ASPIRIN 325 mg

Inactive Ingredients

Ingredient Name Strength
STARCH, CORN (UNII: 08232NY3S))

Product Characteristics

Color white Score no score
Shape ROUND (ROUND TABLET) Size 10mm
Flavor Imprint Code PHO33
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 (PC16103:365 4 4 1 carTON 01/12/2007
1 100 in 1 BOTTLE; Type 0: Not a Combination
Product
2 NDC:16103-365- 1000 in 1 BOTTLE; Type 0: Not a Combination 01/12/2007
11 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
OTC monograph final part343 01/12/2007
Labeler - pharbest Pharmaceuticals, Inc (557054835)
Registrant - pharbest Pharmaceuticals, Inc (557054835)
Establishment

Name Address ID/FEI Business Operations

Pharbest 557054835 analysis(16103-365) , manufacture(16103-365) , label(16103-365) ,
Pharmaceuticals, Inc pack(16103-365)

Revised: 1/2021 Pharbest Pharmaceuticals, Inc
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