IBUPROFEN- ibuprofen tablet, coated
AAA Pharmaceutical, Inc.

RES - 1110C - 2019-1012
Drug Facts

Active ingredient (in each caplet)
Ibuprofen, USP 200 mg (NSAID 1)

1 nonsteroidal anti-inflammatory drug

Purpose

Pain reliever/fever reducer

Uses

e temporarily relieves minor aches and pains due to:
o headache

backache

the common cold

minor pain of arthritis

toothache

menstrual cramps
o muscular aches

e temporarily reduces fever
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Warnings

Allergy alert

Ibuprofen may cause a severe allergic reaction, especially in people allergic to aspirin.
Symptoms may include:

hives

shock

facial swelling

skin reddening

asthma (wheezing)

rash

blisters

If an allergic reaction occurs, stop use and seek medical help right away.

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,
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
¢ if you have ever had an allergic reaction to any other pain reliever/fever reducer
e right before or after heart surgery

Ask a doctor before use if

e stomach bleeding warning applies to you

e you have problems or serious side effects from taking pain relievers or fever
reducers

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

e you have high blood pressure, heart disease, liver cirrhosis, kidney disease, or
asthma

e you are taking a diuretic

Ask a doctor or pharmacist before use if you are

e under a doctor's care for any serious condition

e taking aspirin for heart attack or stroke, because ibuprofen may decrease this benefit
of aspirin

e taking any other drug

When using this product

e take with food or milk if stomach upset occurs

e the risk of heart attack or stroke may increase if you use more than directed or for
longer than directed

Stop use and ask a doctor if

e side effects occur. You may report side effects to FDA at 1-800-FDA-1088.
e you experience any of the following signs of stomach bleeding:
o feel faint

o vomit blood

o have bloody or black stools

o 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

If pregnant or breast-feeding, ask a health professional before use. It is especially
important not to use ibuprofen 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

e do not take more than directed

e the smallest effective dose should be used

e do not take longer than 10 days, unless directed by a doctor (see Warnings)

e take 1 caplet every 4 to 6 hours while
adults and symptoms persist
children 12 e if pain or fever does not respond to 1
years and caplet, 2 caplets may be used
over * do not exceed 6 caplets in 24 hours,
unless directed by a doctor

hil
Lcmldderrer112 e ask a doctor

years

Other information

e store between 20°-25°C (68°-77°F)

e avoid excessive heat above 40°C (104°F)

e read all warnings and directions before use

e retain carton for complete product information

Inactive ingredients

colloidal silicon dioxide, corn starch, dextrose monohydrate, hypromellose, iron oxide

red, lactose monohydrate, lecithin, magnesium stearate, maltodextrin, microcrystalline
cellulose, povidone K30, pregelatinized starch, sodium carboxymellose, sodium starch
glycolate, stearic acid, talc, titanium dioxide, triacetin

Distributed by:

AAA Pharmaceutical, Inc.
681 Main Street
Lumberton, NJ 08048
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Ibuprofen



Tablets, USP 200 mg

Pain Reliever, Fever Reducer

(NSAID)

100 COATED CAPLETS** (**capsule-shaped tablets)

COATING FREE AREA

VIGNI NI 30YW

4080 [N ‘Uopaqum)
188115 Y |89

| ‘FORN ST WY

04" SIHEOD L L1 :Kq pamqgsig

UIBRLI), SpOIp WNIUEY} ‘I[E} ‘PR S EAE
‘ae|0a ki Yaseys Wnpos ‘aso||awinge ) wnpos
‘pEs pez g abaad oey auopand ‘ssoryas
A EEARNOD|W UPpEapolE L ARIEE wnsaubew
‘U0 ‘SRIpYDLIO 800 PR B Lol
‘0w ‘aEIpilou W s pEp YUEs uwea
‘APIIP LIS B pj0jj03 E:.Ehm.__m;.__ aAfjaeuy

(panuyuoy) spaed nig

4 SABP G VB Alow S)SE 0 esiok 5180 Baa) m
SAEp (| UBL 20w 538 10 asio spi ued w
Japag g pou sa0p jrgp uied YoRL0S asey =
SO0 §08Q J0 Apoc ] BNy m
pooy puos ®  QUE| paj =
Juipeayg yomuos
o subil Bupanyoy 8y jo Sue uapadia nof =
"8801-%04-008-1 ¥ W04 0
Sj0aga aps Jodan AW no, N0 sjoays aps e
§ 10320 B Y5E pue asn dojg
pajaEup el Jabuo) Joj 0 pE33E0P UBLY Siaw A
mod §) aseasu) SR SY005 10 YIEE HEAy J0 ysuay) m
SIN320 Jesdn YTRLICHS J HIIW J0 00, Y)LM B{E) =
1oapaid syy) Busn uag g
Birup J230 fue Gupe; =
upidse o yauaq sy} asealmp W uayudng
SSNEI " aq)s J0 Yy ege Jes Joj uyd s Bupye) w
UDIIPL0 3 SNOLRS ALIE 10} 818D & 0}900 BJapUn =
ase nok p asn asopq jgoeuueyd 10 10100 B §SY
ajpunp e Bupyeae ok m
EUILSE J0 *EEREs P ABU [ SS0uL 12 18M)
‘agea 5|p peany ‘anssald poo|q ybiy asey nof e
wnguesy s
Lans ‘s gud Ymewns Jo A0l B arey mf w

o  PRRIP Uy} AW IaGU0| B 10} 10 AI0W e} W
jonpad s s
Bliym Szp ABea HULP J0Y0I|E U0 X0 £ SAB =
(818030 10 s de)
‘g ‘uudse) sqpsy uogduses duoy
Jo oy sald Guueuag srup Buyp axe; &
Gnp pruss 10 (pe|rfeagUe) GujLiy), paojg e ae =
siwajgnd Guipaa)g 1 518300 YIBILGIS PEL A2 =
Bpoopgeeae e
mf ey s aaegd ayl Buips)g
| TEID)S AIanes RENED ABL 1| UM “IWSH VB
Suguad prpud siy Suusesm Guspas)q yoewog
*fme Jy6y djay (eapaw
Waes pue een dojs 'sin oo uogoeal abse ve )y
s e yse w Guusppal ups m  yo0ys m
(Buizeoym) ewyise m Dujjams |Bog e sy m
sapn)au faw aumduis
updse o aifie) e admd u) fepads ‘uogaeal
abs)e aanas e ssmeaday uapudng Jaepe ABe gy
shuwem

Janay seon pad Auelod wa) m
SQWYE p ued o =
SALIBIBNIEAW @ PAI LOLALG S -

115

S89NPA) 8 M 10 S8aa)|a) ujed Bupg apﬂuﬁ_ﬁ”_.ﬂ " w“uuum.__u.numm“ "
WO SPaYa apE sNouas 1o sa|gud aey nof = 5
nof oy saydde Euiem Bupag)q yoewos = 0 8N SUfed PUE SayIE I oujL SaA| fjuelod LE) @
1 30 al0jaq WIMNP € YEY S35
Kafuns peal 1aye 1o algaq iy & B AR IR0
din hun_._uu._ Baajianaljal ued mﬂﬁ JAINpAL JANAL 8 ARA) B T NSN) B 002 457 ajcdng
03 UORIRa) AEISIE LB PEY Jana axmy Mk i w
ekl asoding (joieayoea I BAGIY
(panunuos) spaeq g spae4 Gnig

RESTOR

‘TOMPARE 0 TRE ACTIE

Pain Relienr; Fever Reducer

Ibuprofen

Tablets, USP 200 mg

This prod uct isn ot manafacture d or distdbited by PR 2
Corsumer Hesltheane, dis ributor of Advil &

T

_ DO NOT USE IF IMPRINTED SEAL
|UNDER CAP S BROKEN OR MISSING |

..... 0_CTI99581 791085 T 3 -

INIdINYLS NOLLYHIdX3
ONV 10T HOd
3344 ONLIYOD ONY ANI

100 COATED CAPLETS™ (capsdeshapes ablt

A L) jorpoud Eaduc 1) UoHeS Ui @
asn anjaq suogap pue sbuwes @ peal
Heb1) 00 AAIREAY BNSSECNE DIDE
Hal 4 -489) TGE-0F Uaamja alofs m
uogettoju 130

srakz)
JOOPEHSE W | JBRUN BRI
0}0p B A pRjadp ssajun 'snoy
12 | s1e1de0 g paacajou opm
pasn & kew sjades  'pidea | oy
puodsal jou sa0p Bea o ued j e
Jatsited s oy uns s sinoy LIp(p
90 piare prles | ayee | puesne
(56w aes) 10.00p e A
PapaIp ssa|un ‘SEp o) weyjlaiuo) ase) jou op =
Pasn 8q MROYS S0P SAIIAYS |5a| B S ay) m
[FERIEA P UPL ML S4E) J0U0p =
Suonaa4iq

1380 pug
SERLZ|

R TR e

ucsing B e Jo djgy jenpan a6 ‘asom

J0 SSED U] UIPIU JO yoead jo o dasy
“Kanjap Bumnp suojeadaa 1o pjya wagun

alp Uy s qod sses few ) seneasn a0

B A 08 0p 0} pEpanp SpuUep ssAun Aeubard
40 UL € }58 8} Gupnp uajadng) esn o jou
Wepodu) Aemdsa 51 @8N a10jag [Puasss o
LyeaY © Ys¢ ‘e poay-1semaq so e ubaid g
padde auqduds ma fe =

ee njued iy o esd 8 Buyjams oSS0 v

(panuiyuoo) spaed binig




IBUPROFEN

ibuprofen tablet, coated

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
IBUPROFEN (UNII: WK2XYI10QM) (IBUPROFEN - UNII:WK2XYI10QM)

Inactive Ingredients

Ingredient Name
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
STARCH, CORN (UNII: 08232NY3S))
DEXTROSE MONOHYDRATE (UNII: LX22YL083G)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
FERRIC OXIDE RED (UNII: 1KO9F3G675)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
EGG PHOSPHOLIPIDS (UNII: 1Z74184RGV)
MAGNESIUM STEARATE (UNII: 70097M6130)
MALTODEXTRIN (UNII: 7CVR7L4A2D)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
POVIDONE, UNSPECIFIED (UNII: FZ989GH94E)
CARBOXYMETHYLCELLULOSE SODIUM (UNII: K6790BS311)
SODIUM STARCH GLYCOLATE TYPE A CORN (UNIl: AG9B65PV6B)
STEARIC ACID (UNII: 4ELV7Z65AP)
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
TRIACETIN (UNII: XHX3C3X673)

Product Characteristics

Color brown Score

Shape OVAL Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description
NDC:57344- '

1 . 001 1in 1 CARTON

1 24 in 1 BOTTLE, PLASTIC; Type 0: Not a

Combination Product

NDC:57344-110

Basis of Strength

IBUPROFEN

no score
15mm
IBU;200

Strength
200 mg

Strength

Marketing Start Marketing End

Date
07/01/2017

Date



NDC:57344- ,
2 1100 1in 1 CARTON

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

Marketing Information

Marketing Application Number or Monograph
Category Citation
ANDA ANDA079129

Labeler - AaA Pharmaceutical, Inc. (181192162)

Revised: 12/2024

09/01/2014

06/30/2015

Marketing Start Marketing End

Date
09/01/2014

Date

AAA Pharmaceutical, Inc.
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