IBUPROFEN (NSAID) PAIN RELEIVER/ FEVER REDUCER- ibuprofen tablet
Amneal Pharmaceuticals

Ibuprofen Caplets, USP
Fever reducer/ Pain Reliever (NSAID)

Drug Facts

ACTIVE INGREDIENT
(in each caplet)
Ibuprofen USP, 200 mg (NSAID)**

**nonsteroidal anti-inflammatory drug

PURPOSE

Painreliever/fever reducer

INDICATIONS AND USAGE

temporarily relieves minor aches and pains due to:
headache

muscular aches

minor pain of arthritis

toothache

backache

the common cold

menstrual cramps

temporarily reduces fever

WARNINGS

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

hives

facial swelling
asthma(wheezing)
shock

skin reddening
rash

blisters

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

Stomach bleeding warning: This product contains a nonsteroidal anti-inflammatory drug (NSAID),
which may cause severe stomach bleeding. The chances are 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)
¢ have 3 or more alcoholic drinks every day while using this product
® take more or for a longer time than directed

Do notuse
e if you have ever had an allergic reaction to any other painreliever/fever reducer
e right before or after heart surgery

Ask a doctor before use if

you have problems or serious side effects from taking painrelievers or fever reducers
the 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 aspirin for heart attack or stroke, because ibuprofen may decrease this benefit of aspirin
under a doctor's care for any serious condition

taking any other drug

taking any other drug containing an NSAID (prescription or nonprescription)

taking a blood thinning (anticoagulant) or steroid drug

When using this product
e take with food or milk if stomach upset occurs
¢ long term continuous use may increase the risk of heart attack or stroke

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
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

Keep out of reach of children. In case of overdose, get medical help or contact a Poison Control
Center (1-800-222-1222) right away.

DOSAGE AND ADMINISTRATION
e do not take more than directed
o the smallest effective dose should be used



Adults and ¢ take 1 capletevery 4 to 6 hours while symptoms

children persist
12 years and e if painor fever does notrespond to 1 caplet, 2
older caplets may be used

¢ do notexceed 6 caplets in 24 hours, unless
directed by a doctor

Childrenunder e aska doctor
12 years

OTHER INFORMATION
e Store between 20 - 25°C (68 - 77°F)
e Read all warnings and directions before use

INACTIVE INGREDIENTS
Brown Caplets: Anhydrous Lactose, Carnauba Wax, Colloidal Silicon Dioxide, Hypromellose,
Iron Oxide Red, Magnesium Stearate, Microcrystalline Cellulose, Polydextrose, Polyethylene
Glycol, Povidone, Sodium Lauryl Sulfate, Sodium Starch Glycolate, Corn Starch Corn, Titanium
Dioxide

Orange Caplets: Anhydrous Lactose, Carnauba Wax, Colloidal Silicon Dioxide, FD&C
Yellow #6, Hypromellose, Magnesium Stearate, Microcrystalline Cellulose, Polydextrose,
Polyethylene Glycol, Povidone, Sodium Lauryl Sulfate, Sodium Starch Glycolate, Corn
Starch, Titanium Dioxide

Questions or Comments
Call 1-877-835-5472
Monday through Friday 9AM - 5PM EST.

* Amneal Pharmaceuticals is not affiliated with the owner of the trademark Advil®

Distributed By:
Ameal Pharmaceuticals
Glasgow, KY 42141

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL



Ealy saEg 0 Bdly {aeg 9
USiLIeA-Lop " USILIEA-LION _
.T m . ap e N m ” Rl
m:_m___.. ZPL-9FLES. m :7&_— trl-9¥.LE6 E
LPLTF A3 wadsg LRZ-10 e LILEE J wlea 11E 10 ‘W
QNI Y 9 B SRIELEUUEL [RRIUAY D ST
"« U UFLRETIAR £ D00 SE LN O EE MU 5 SENETEILRLL CREL, ol LR NG S 0 RS0 O] LM SO o 8 WRORNE I [y,
‘ifEa1 10 U3wn 8 B m uigam 5
ARILLDZLCN W0OA 10 DFTNES G Eogati ) (B35 e ) 30 0 8 ROLLIAL0H A0 131 D335, SHm pioupde) peas i@uu ) asn o og
Do St AL i AN S0 R B L6 B oup Sm Buwm o LU T S 0 )
wbgmf_nEhEEEEEEE.EE wf.su...ﬂw“wu-v —_ﬁgua BEREEED LR agDad TR B0 K
L LSRR L [ Pul.-uﬂ“ﬁ.ﬂﬂ:ﬂh.&ﬂb—ﬂuﬂpﬂ R v Ay s-l:!wjﬁ.ﬁﬂzﬂi.__ﬁ&wxﬂ_
1 BT 52 YR EIemEL AR [=TITCE T
rol o tEEERD Maupey 40 'SEOLUD N FINED Rey et g _h_u._— TV, o SrEE) B B EEDUUR) AN SRR W) areshd g yby
!ah_{EEzﬂwuz e 515 0 e o s ey 1w | YT e N S L S ] POy Aoy B il e rk )
2N, LEEIED [ 3] & 51a0Npas B 10 samar o funes . . F saqdde BrLw ] LER S Y SO Ban e S gl (g
E__u_"n.u_u..ﬂn.u._.u.unhn.:ﬂua._ﬂ_. T 30 0RO B 153 W - G e y By ey \ETG| 6 1S ST S D FuagoE] sy rod & u T A AN E Y
Tt e L o M1 100 1B Y ; FALGEL LI Tl ] AR 20 EeDY] L w F(y oy
) Rt rd a0 AR g Lo e LR Ry ene &ty ol e 30 0w o) SRR 1 SNSRI B LB a1 DELAT R OT) S S 0A | 4 250100 0
[P sy San) S B Y B S0 D e s sy Buen - - PELosy] WAg s 54U T 0 1 AU - opoad 51 Besn
P AL LA TP OO AL 0§ 340« |1800 0 e Ly " BRG] LU UG R N0 ) LRI T DOg ey Uta R TR P UL 0 AN & RO 0 TR i nen
»z_..“M SRV (KRR 1 Ui fippmne st Bigh o4 ‘g Anriumses Simeny ol seslatcg gl g AR SIS MOCRISSEIU 0 10 BB 00 300100 S B
» B PO _Eaaﬂa.m Ehr%mﬁqﬂaﬂ.avwwasaﬁa BUUEELN Ty SRS L EeLlep (5 )R] 1) By AR (heeElS B0 M) ETIELELE & Sunsimp PO E £4E1 o PRI o i
E%EE-.}H i I y .ww“..@.u.m._._. VEURES 07 0004 LKERE (D00 00, BaPELLE BRCERT BPoupsigin SR L Ry By e SR e 1t ey e SR agy
Buspasg ) S rBumsis: AR SETE) FHE T FEELALERS- BB i FAEDORH) LEHILDNS BEMES SETED g ey e ._..__HF_E..FH
‘ ﬂﬂhﬂn.uﬁ.ﬂ!.ﬁ.ﬂ%ti?&-!ﬁﬂooé : — friERm - § u.ﬂ____-m..___._.ﬂ..._ ann..ﬂ._._. R_._.“_ BN E&w
u&uﬁ_n: “!ﬂn_._.._.H__.EE_unn_ o SR & TRERA) TENER ) T AR SRR ik B || GAEN w FE e E_.—ﬁ&_”__h o W B
& RS PR & 5o o Copnjui ) SLEOIELARS: 1N o Mhoge o e SR TS 00 06 LRI L5 O 7 SRR AN sﬁw_ﬁ PRI .?E.PEE 5 wiphie i 2t 3
18 AErecks 0 R A B TR B LG AR Ay U PULIGAT SR wtw apuse ol M ¢ aEED U g e
shwnrem shunuem
kL
R SEONE] AL & 24D PRUESL . KO B & BN LRy A saapeu Jurndsa) s slRcEgac ¢
oS IO MR CEERE & HEDR00 &, SHAE B LIRS UL & Yo B R e P00 IRRIEC Bl @ BEDRSSEN @ ALDRDNE & SERELE | URd BIILE &
SORE RPUS W e UADEAs T 0 S SRR DL S A et i A CAPH YL BOMEG e 0 GO R LR SO LA R
s ¥R ol SR D ) [REEG O 1 &
rgai Eo] FREHﬁ_HﬂﬂWﬂ_Hﬁ“
=p EITRTIIT =TT S * T e L RIRLR - RSN
i i s R e . e S ks [SE T . i s
RTE. ey Ea91 VR ..Hw..vmano._i__w Foes] | AN gm p iR R L o e _..Hﬂ__.mgm-.m.h_ R AN U Wl Dl g i
& LAy 1 O B TS B asoding (Fyctea yaea ) puragpaabis) a3
sje4 fing PP UG LT 1 1 sjaed Brug
STIENG
i pact i
MH _CAEEEL-ZER-008- 1) NAME DE1) ERED 1) WD B .WE
= ] m MN.._..E""_QE ﬂ.n_.w._.__u___ 400 BEEDT WRIRHILEY |0 I 0RE [0 g = W
o M g .._.N._-._z __.—m_.mm__r:_..‘._m...n.ﬂﬂ ...H_m_u...u_._..“.a_.__._ ITRTEETE] R_.ﬂ s W_u.
B P 533 w_,_ww, w...qnu..ah._”__n.mq 08 00 0 Rl ERanaD ST e, - E P <1
o Hm B Snjalal © 156 By) ﬁipgwﬁnéuhmﬁrch%n Fie] = 20
E = s (=] o ey e iad yyees € wed Bugtad-jseas ob ueubiad .m s b .H =]
5 m w 38 . T TR Z m gi
= U_ o= NN ST & BSIT Py o O (s A ORBNS B SRl =T = H -
= - g A0 K0 B0 90 S IR VUL R ) D500 S0 S = = : £ ) mm.
:oa ) - ig & S0 1 0 K] Eﬂiﬁﬁ.vpﬁﬂ%cﬂﬁﬁaﬁm 259 = |
a L4 » i H o
EHEY 0 mw = 0 55 Tustl iy 08 el 154 w ) K300 B YSE BUEinsh E00S sqze= 0 ==
-z QO o = TRGEALID U1 IR0 52| 0 (RIS ol T o 0_ A i
. . O .m o SN 1k {1 SRR MBI SIS 10 SIRIIR LSS 0 451 3k - S350 £ L& Q aE
x % .m..m s m [E2idT T EOE | =10 5 P03 LW FEF) = [nga 38 SIY) BUBN uaupy . =] m - .w”m rrm
me w-b mm .m.m. renupue ey G ek mlb MN m.m
E U R R
ALl C e ALl O HET
YL = bl 5E 52 g £ &2
" — = = ux — = m

~
o,
-




Amneal Pharmaceuticals
Glasgow, KY 42141

Questions or Comments?
Monday through Friday 9AM - 5PM EST.

Drug Facts (continued)
Call 1-877-835-5472

*Amneal Pharmaceuticals is not affiliated with
the owner of the trademark Advif®.

Distributed by:
Rev. 01-2011
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ibuprofen tablet

Product Information

53746-144

NDC

Item Code (Source)

HUMAN OTC DRUG

Product Type

ORAL

tration

inis

Route of Adm

Active Ingredient/Active Moiety



Ingredient Name
IBUPROFEN (UNI: WK2XYI10 QM) (IBUPROFEN - UNILWK2XYI10 QM)

Inactive Ingredients

Ingredient Name
ANHYDRO US LACTOSE (UNIE: 3S YSLH9 PMK)
CARNAUBA WAX (UNI: RI2CBMOEIZ)
SILICON DIO XIDE (UNIE: ETJ7Z6 XBU4)
HYPROMELLOSES (UNIL: 3NXW29V3WO)
FERRIC O XIDE RED (UNIE: 1K09F3G675)
MAGNESIUM STEARATE (UNIE 70097M6130)
CELLULOSE, MICRO CRYSTALLINE (UNI: OP1R32D6 1U)
POLYDEXTROSE (UNI: VH2XOU12IE)
POLYETHYLENE GLYCOL (UNI: 3WJQ0SDW1A)
PO VIDONE (UNIE: FZ989 GHI4E)
SODIUM LAURYL SULFATE (UNI: 368 GB5141J)

Basis of Strength Strength
IBUPROFEN 200 mg

Strength

SODIUM STARCH GLYCOLATE TYPE A POTATO (UNIL: 5856J3G2A2)

STARCH, CORN (UNIl: 08232NY3SJ)
TITANIUM DIO XIDE (UNII: 15FIX9V2JP)

Product Characteristics
Color ORANGE Score
Shape CAPSULE Size

no score

14mm

Flavor Imprint Code IP;144

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:53746-144-24 24 in 1 BOTTLE
2 NDC:53746-144-01 100 in 1 BOTTLE
3 NDC:53746-144-10 1000 in 1 BOTTLE

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date

ANDA ANDA072199

12/16/2009

IBUPROFEN (NSAID) PAIN RELEIVER/ FEVER REDUCER

ibuprofen tablet

Product Information

Product Type HUMAN OTC DRUG

Route of Administration ORAL

Item Code (Source) NDC:53746-142



Active Ingredient/Active Moiety
Ingredient Name
IBUPRO FEN (UNI: WK2XYI10QM) (IBUPROFEN - UNIEWK2XYI10 QM)

Inactive Ingredients

Ingredient Name
ANHYDRO US LACTOSE (UNII: 3S Y5LH9 PMK)
CARNAUBA WAX (UNIL: RI2CBMOEIZ)
SILICON DIO XIDE (UNI: ETJ7Z6 XBU4)
HYPROMELLOSES (UNII: 3NXW29 V3WO)
FD&C YELLOW NO. 6 (UNI: H77VEI93A8)
MAGNESIUM STEARATE (UNI: 70097M6130)
CELLULOSE, MICRO CRYSTALLINE (UNI: OP1R32D6 1U)
POLYDEXTRO SE (UNI: VH2XOU12IE)
POLYETHYLENE GLYCOL (UNI: 3WJQ0SDW1A)
PO VIDO NE (UNI: FZ989 GHI4E)
SODIUM LAURYL SULFATE (UNI: 368 GB5141J)

SODIUM STARCHGLYCOLATE TYPE A POTATO (UNII: 5856J3G2A2)

STARCH, CORN (UNII: 08232NY3SJ)
TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)

Product Characteristics
Color BROWN Score
Shape CAPSULE Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date

1 NDC:53746-142-24 24 in 1 BOTTLE
2 NDC:53746-142-01 100 in 1 BOTTLE
3 NDC:53746-142-10 1000 in 1 BOTTLE

Marketing Information

Marketing Category Application Number or Monograph Citation

ANDA ANDA072199

Labeler - Amneal Pharmaceuticals (123797875)

Registrant - Amneal Pharmaceuticals (123797875)

Basis of Strength Strength

IBUPROFEN

Marketing Start Date
12/16/2009

200 mg

Strength

no score
14mm

1P;142

Marketing End Date

Marketing End Date
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