ACETAMINOPHEN 250 MG AND IBUPROFEN 125 MG- acetaminophen and
ibuprofen tablet, film coated
Dr. Reddy's Labortories Inc

Acetaminophen 250 mg and Ibuprofen 125 mg Tablets

Active ingredients (in each caplet)
Acetaminophen USP, 250 mg
Ibuprofen USP, 125 mg (NSAID*)

*nonsteroidal anti-inflammatory drug

Purposes
Pain Reliever
Pain Reliever

Uses
* temporarily relieves minor aches and pains due to:

headache

toothache

backache

menstrual cramps
muscular aches
minor pain of arthritis

Warnings

Acetaminophen liver damage warning:

This product contains acetaminophen. Severe liver damage may occur if you take:

* with other drugs containing acetaminophen

 more than 6 caplets in 24 hours, which is the maximum daily amount for this
product

e 3 or more alcoholic drinks every day while using this product

Acetaminophen allergy alert: may cause severe skin reactions. Symptoms may
include:

* skin reddening
e Dblisters
* rash

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

NSAID 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.

NSAID 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]

have 3 or more alcoholic drinks every day while using this product

take more or for a longer time than directed

Heart attack and stroke warning:

NSAIDs, except aspirin, increase the risk of heart attack, heart failure, and stroke. These
can be fatal. The risk is higher if you use more than directed or for longer than directed.

Do not use

with any other drug containing acetaminophen (prescription or nonprescription). If
you are not sure whether a drug contains acetaminophen, ask a doctor or
pharmacist

if you have ever had an allergic reaction to acetaminophen or any other pain reliever
right before or after heart surgery

Ask a doctor before use if

you have liver disease

stomach bleeding warning applies to you

you have problems or serious side effects from taking pain relievers

you have a history of stomach problems, such as heartburn

you have high blood pressure, heart disease, liver cirrhosis, kidney disease,
asthma, or had a stroke

you are taking a diuretic

Ask a doctor or pharmacist before use if you are



* under a doctor's care for any serious condition

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

» taking any other drug

When using this product

* take with food or milk if stomach upset occurs

Stop use and ask a doctor if

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

you have symptoms of heart problems or stroke:
chest pain

trouble breathing

weakness in one part or side of body

slurred speech

leg swelling

pain gets worse or lasts more than 10 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 at 20 weeks or later in 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). Prompt medical attention is critical
for adults as well as for children even if you do not notice any signs or symptoms.

Directions

e do not take more than directed

adults and children

12 years and over « take 2 caplets
every 8 hours while
symptoms persist

children under 12 years
 ask adoctor

* do not take more than 6 caplets in 24 hours, unless directed by a doctor

Other information



* read all warnings and directions before use. Keep carton.
e store at 20-25°C (68-77°F)
* avoid excessive heat above 40°C (104°F)

Inactive ingredients

black iron oxide, carnauba wax, colloidal silicon dioxide, croscarmellose sodium, glyceryl
dibehenate, hypromellose, polydextrose, polyethylene glycol, pregelatinized starch,
propylene glycol, sodium lauryl sulfate, titanium dioxide

Questions or comments?

call 1-888-375-3784 Weekdays (8 AM to 8 PM EST)
Distributed By:

Dr. Reddy's Laboratories, Inc.

Princeton, NJ 08540

Made in India

Rev: 10/24

Principal Display Panel- Container

Acetaminophen 250 mg and
Ibuprofen 125 mg Tablets
Pain Reliever

Top Ply /— R0.1250"

[ 1) pikr - =1 b 84| ‘ |
Dr.Reddy's ‘_-_. noc asee-052-14 (FRIES 8 .'"*E . a 4 —— E r___ﬁ__'_"_‘!_[!.__:
Compars ko Tha aotve ingredients in E‘E E E- :i|¥ E g EE g E é :
erelentes S | F 83 |8 | SEes.fs [EEES |
CONTAINS 2 MEDICINES g§§ i1 |E oE g‘ég'ﬁgﬁ B . i
Acetaminophen+lbuprofen §e|E I % EE #6=3p ge E i [
- : £ E i ? a“"g }nggéglg E 1 | Coding Area Mot
& Acetaminophen and EE = | A5 E?gg Eagggggug __J- t—3 for printing
3 Ibuprofen (NSAID) 3&5 éib EEE; sicest By o B | | (18x46mm)
Tablets 250mg/25 mg (5 | |o E2iaec] § HiH M |
A B Sar = B EEEsgsn=5] Sl [
PAIN RELIEVER Eg gg EE%—%EE E 3 %%gé&g‘g;gﬁg §§ 2
SIEH it ] B3 S LRI R L i
HENIS %L SespEGas: £lyeag 2! .
O SEEH S S e g§§ S
) 142 mm ]
Back of Top Ply —
(Page #2) (22 mm)
A

Hetls
mach
fan
fug
f

dy

f
—

—_—
—
engc
e
hedp
"
60
ns
phan
tdar
t
‘rmer
Lil}
It

e or



1=yeq
ol 100 0Dyl LR LDBLIOYS SVE B S0SXIBG IO

0 ey puos s g psge
Eitnﬁ?i.sthig Hl
1 100p B SR puE asn dog

SN0 SN UDRWOTS | I J0 POOJ AW SEL
onpud sy Busn vagy

b B A Buny @ U o s S ssERos piEL
DacingH SEMEDS ‘S04 J0 PR Lies 510y Ly e Guog |
LD PUDS 51093 AR i) B2 SUD10D B pUn |
a2 ok J) asn 2i0)eq pspaeuueyd 10 J0pop & gy
i_ﬂmuiﬁil WPUE BPEY JO TSR
SERIE| [ AU SFOULED SN “SEeaEp eal) ‘anssaed
o PPy ] 0418 s s OOp
1 I I 1y

a0 SNOWSS J0 SUspqnad aAey nod W nod o] sudde
Buntusiese Buspas)q UOEILOS I SEESEID S BAEL HOK M
11 BN BI0yAG 10R0P E ¥EY

Auslianes sy sype

Djeq jbum sawemes Wed S0 AUe 0 UsudousuE R
(e 4 DUSEE LB DR 5a SWEL N0V ) I ISR
JOI0P B X5 Uy in ususeeoR SUEu0o Ghup e e
UM 00 BUE O =§EEEEMHBEE
159 gD e Gt Y00 Brup S0 Ase uww |
sl g

paeanp UR) S0UD) J0) IO SIS ELE) BIDW SN NOA
§ 515 B TRR B0 D SR BYAYS DR "SipEy LG
PR L J0 5 Bl SRR LS VLNsE Jdae SO IVEN
Ml e BO4S PUE FIERE pEBH

P (e S Sl B J0j 0 oL pm E

npoud Sg Busth sptyw A Assad )LD J0Y0NE A0
WEL I [SENE0 10 ROTUORL U0 ONGE * II0SE] SOIVSN
sl 0 o dersad Busletioq SBnIp 5 v e
?ﬁ%ﬁﬂsaﬁiﬂlﬂiuguil
ety e Buapeseny 0SSN RO PRUBNEY W 80100
B aumm oA sy Bag 51 20w ) Bus i ERLIOE
ANSE SN ELL LESILN ' VAN LU SRy panpod S|
By By pa a2 DS QIWE N

e 1 fiu

PR 2t pue N doje “LInoon ogoea e ey
LRAGE  ERIE G BEE P E

( Buazeaiym) BLyEEm ign:!ﬂ:hﬂ
?ﬁisﬂ.ﬂiiagdg
W BB B SR ARLL 2 nandgy tpmje ke QRSN

(penunuod) sjae4 Ginig

58 mm

142 mim

Bottom Ply

{22 mim)

Glue Area

T SEUPIH SN Lo A pana

L iy PRsaysifian B S o LS00 R0 LI
Tl 10 0 SUNGUAE P UG R SUEI]

WS i PRI 0 P s o & pnpdud ) ..

(153 o & 0 INY ) S/2DOBo, HRLE-BIE-D00-L 12
SSIUBLWO 10 SUOHSanD

iwﬁjﬁliﬁ
fang wpos ‘o ia._.ah._uuiiha
sussfip/nd ‘esnu EEpAnd s opEwoIniy

"SRRI MR B NP0 SS0RALEIENEY

T OO (B0 W BONELITD S0 L0 §E G
sjuaipailiu) aagaeu]

(3oL} Ot BADGE JESY BARSEINE PIONE W
(4o.24-9) D 52402 RR0E W

BEN GUDPaG] SUDIEXED PLE 5 0um FEpem
UojjELLOL 1810

J0p0p & A papasp
SSIUN SN0 g U S0ED § UEY SOUN BNE DU oD I
Ew_.
Japun Sy

0P E HER .

R SWOMMLAS Bpus | A pU Sead
smoy g disaa sjeden g ByE) « | USUPRLE) PUE SN
PAAL | UEY) BI0W BYE j0U 0p W

Suopradg

Sunius 50 sulies AU soRou 10U
aghiiiithisﬂtsm!ﬁ_i
1 UDRUSYE FEpel 10Ul | ZZZ)-E7Z-D0G- L) ewe
B s uBLIG) LIOZI0 B EDERLIGD O L]
"FSOPUSAD 0 JEED U USUP| D |0 €I 0 0 daay
“Asangap Buunp
5 00 P COLLCY O (LY LIOHGUIY S L LSy O] e s
few  esnEaq IROP € &) 05 0p 0) papasp fppuEp
S50 Rouet Dozl L J0RY 1O SXS0M (O 18 UY0SONGY
6611 04 10U WEpodu Agenadsa s1)) s siopq
[Eucessayoud el & yse ‘G pas-presag i o eubaud j)

i&ﬂb%!hil

E:ﬂonus.fﬁnﬁs LIRS JO S50 I

PO UL 0w SisE) 0 asi0m Si96 ued m
O Gy m

\2aE0S paungs ® AP0 j0 apes 0 ped aun
U soaltgeam M flsgeai egnony e used Ao e
ghﬂlﬂ_nis_nﬂ_ﬂ‘;‘w!ﬁ::gl

(penunuod) 1364 Bnig

v

58 mm

142 rmm

Principal Display Panel- Container 250's count

Acetaminophen 250 mg and Ibuprofen 125 mg Tablets

Pain Reliever



Top Ply

¥__
g£E
= £
o & 5
e »
e
Sl
1
b
v _ ) 1 4 '
um" el v
" P LE
m" et €E
| S
|||||||||||||||||||||||||||||||||| m —t
e 119660051
g ey
_%g- Hjﬂﬁiﬁhﬂnxs A h—
" S E380 100D B A 05 0p 0f P3NP RS
a parasng gbﬁzsiaianiﬂia“
e 0 10 L LRI 00U Agessadiss 5 ) SN 2U0JRG RU0ess0u)
i;guﬁggnﬁﬂ.ﬁnﬁﬂeﬁ!ﬁ- e E x5 T aeiseemn Jo jueulasd )
s R BUUSPPR oS 0N rezdde swotuis sau A |
(Biazsum) BUISE M Blawass ORI S m a8 njured aui oy wesaed 51 GUmaeS 10 SEUp B
Bhpin [ O, UL DL S5 S0 25w S0 uped |
e swioiukg e 01 Bs9we wcivad 1 Ageadse UDRIEN fumoss fq m
iigsﬁﬁ_ﬁ:_—!—si.—u:-‘-nﬁ {305 PaLINGS M D00 §0 3es J0 e BUD
U SSsunEam @ Bunpaig oy e wed e |
1By gl [E30piBULY 985 PIUE 651 015 "SINII0 UDRIERY UDGS EJO0URS 10 S\Sg 0edl LB J0 S OROLIAS Sney o m)
[F=0T RETECY R ST ﬂ.h. nEEE& g W U s0p
“SUDEOES) UDYS BUBASS 55 NED few tpae A e waydoupuepoy uii__iEE?E- HOOKE B 10 Apo0jg
onpoud sug) Biussn 2w dep DO} JPUIA W JLE] e ami_i.”_
sS4 SXUID JOUCORE UOW J0C I PO 113 10§ JUNOUE (pewys 5065 Ban0ye o 1 08 s ol m 1 P RLBDER PSS § 5 B D
iugﬁngs;aifgugp}:- 11 i0gsop Exyse pue s doig M ﬁﬁ;u&-ﬁﬂw.-?!g
Eﬁnajfjsawwz !agﬁ%ﬁﬁhﬁ > EE;En!ﬂ.ﬁ.ﬁﬂz- 59 A PRUNGLESE 20 P MESENLE Jou 5 1npoad S .
M e e i | o L Ry H finsp saho £ue Buog) m| (153
Wi BOTNY B SO, 1 105 L
slivnwem oy~ Eﬁ.ﬁe—ﬂﬂﬁsgﬁiﬁn Wz hu___uEE__.“- 10 uﬁ-ﬂhuﬁ
ﬁ.»ﬁuiﬁﬂhﬁu uﬁ!ﬂe- £ (o™ Euﬂ__aaas_ﬁ!-ﬁmug:gi £ SPODNP UNEUEY) 'S e e i pos “RORE s doud
et : = g I Rl R
e p € Bu € pei
020 S U S50 s s “E.- w o o 10 "ESE "Se3sip ASUPYY SISO LR 3 ‘SSERs) o o 30N UDHES [EPIEDD ‘VEM: BGIELIED ‘300 UDJ B
e asn - p=t = Ezsﬁiﬁﬂ..a?i__? jﬂnzﬁﬂ-ﬂ__ - E sjuaipa.bul anaeu)
JEULPLEE -1 [EPORSLOL, b : Loy ane)
SN LR ] (] NGN) DU G Z) &_._EEB_. - nok s ured Bus e Wwou) S19 R AP SN0UaS % E_._,_uuiwsﬂ!h.cgaiﬁ-
ottty N, 80 062 45 U8 © 10 SURG0N 3NEL NOK I MoK 0) S2ypdde BujIz ﬁ: oLi-9) .
fi 2 [a'a] Buspsay (WO S M sseIsIp KAy aARy NoA M| .a.zeiw....“ ®pa
18] -..uqas. wen alnyeq 1 [] u wE..E___....n_Eu
sesoduny sueipaibu) anpy J1SN BjRY 100D € NSy
£ 190es Loy Jege 10 @00geq Jufi JOR0P e A e
sjoeq Gnig B Ll F2LAD A2 J0 U3 UOOULIEIR0R O) LORDER) SS3UN "SINOY g U3 SH0ED § UELF) SO BEY 10U 0p
.E:as_ﬂ.ﬂ_u_%nﬁﬁgﬂ?ﬁg!ﬁﬁ ebeis
e A || BSNES UE3 ane I0J0P B HEE . B pun RapaL
Jou Bge nod LT T LT
NI ON WYL U0 23003 S0t |3 paiis 180 (s 8% j0u 0g Eﬁiisrﬁuﬁzasﬂ.ﬁ-ﬁﬂai’ﬂ jssied sunduiis sy | w0 pue sieal g |
_ nhipls 1 0PN ¥ KL a5 N asn g Sl § Lisan S1e0 Z 03e) o | USIDELD PUE SENpE
pegupichuiydes agjoq Jepim (95 11 o) JOM 0 0 1 MDA ISIWVL ey} 200o| PEERAP WE AU GXEY 0U 0p @
ibiiuwic_E:.a:BA_uﬁ.ﬁ_uﬂ_E supnaailg
@ m—m.n JEUE ) W SR | oxa._-n_u.lo._ ey ey ggbwﬂ
e = o PR3l 0 X5 Syl sseaou] “uudse HIYSN st o 0U 1001 O INT 1 1538 LSS LED IO S SR S Spnpe
2 g g Snmea moxs e yeye ey 10§ [E3LES 5 LDIUSPE RO IO “(Z72)-222-008:1)
2 B ] P 8 i buga 10 i 1 e ) 4ee 1 M1 PIL0O 504  DELCD 0 0B
u_ mmm S_m m\r% AR [SEYD 10" iﬁdﬁﬂaﬂﬁﬁ_ imelelasl -l!iii!_,!!tlam_a
= ﬁ 9 b m 3= SN Losdusanduou 10 wosdusaud Bunse o SUOCEINOLI0D 10 PRED LUOGUN SU) U SWSg0Id 2502 AR
2 5 SO JSUID S4EL I B PIAS 0 (JUE BELe)
2% m.m .m% £ Bus g pooyg € SR I Swanoud Buapasg (psnunuoa) sped Binig
M 5z & 10 SIRON RUI0LE IR SAEL I JB0q0 10 00 20E e
. = o=Q u o 1 B 51 aURLR By B pssg LB Bk
v 2.m E = % H 83?:325#5«5&8935!._.
- @ m =R = | By 84 B0 QTS K e
& £ ol I v
3 SE .m o 2] & (panunuog) sjae4 Gnig 5 m
& = o= = Lo~
I tloe 25| A
[=1 =< e m_l -C =
¥ s ol

58 mm 58 mm 58 mm

165 mim




dx3a

t
101 m«ww\

£2/01 A8y XXXXX0051
DpGBO [N ‘U0JBoULd "ou| ‘S8LI0jeI0qeT S AppeY g :Ag peInguisig

« P00 ybly 8Aey nOAM LINGLIEAY SB 4ONS *SLWa|qoId YIBWO)S
1o fJoisiy e aney nof m sJanalfa) uied Bupie) wouy s}oaya apIs
$N018S 10 Swajqoid axey noA m nok oy saydde Buiuiem Buipas)q
1yIBLUOJS M 8SEAS|P J8Al| 8ABY NOA M }) 83N BJ0jaq JOJI0p B NSy

(153 Wd 8 01 I\ 6) SAEDYBa baLe-GE-888- B0
SSIUaLIWI0a o SUoIjsany

apiXoIp wnjueyy ‘apeyns [fane) wnipos |00k|6

auajAdosd ‘youes %ﬁ_g_m_mama ‘l0aA)b auajfuyiafiod ‘asouxephjod
‘as0f|awoldAy ‘ajeuayaqip 418946 WnIpos 9S0|BLLIBISOID
‘BPIXOIP UODIIS [BPIOJ03 ‘KBM BYNBLIED ‘BPIXO UOJ HOB|q

Suaip m___nE aAljaeu]

f1abuns peay Jeye 10 81049q JybL m Jensljal

ured Joyio £ue Jo uaydounwelade o} uonaeal 216.19)e Ue pey JaA8
aney nok Jim 1s19eweyd 10 10100 BYSE ‘UaydoUIWE}8e SUIBIUOD
Binip e Jayjaym ains Jou aie nok §| .ﬁa, duosaiduou Jo uondiasaid)
usydounueiede Buieyuod Brup Jayio Aue yym m asn jou og

“pajaeuip uey} JaBuoj 1o} Jo pajaanp uey) alow

85N noA 41 JayBiy 1 ¥SW By ‘[EIe) 8Q UBD @SBy "8x0JIS PUB ‘ain|ie
Heal e} Heay Jo ys| ey esealou] ‘uuidse 1daxa ‘sglySN
:Bujuiem axoais pue yaeye Jeay

pajaalip UeL Bwl

186uo) e 10} 1o asow e m janposd siyy Buisn ajym Aep iana Syuup
2/|0Y09[e BI0L IO ¢ 8ARY M [SIal0 10 ‘Usxoideu ‘usjosdng) ‘unidse]
5Q1ySN vonduasaiduou Jo uonduasaid Guiureiuod sBnip Jeyio aye) |
nip ploes Jo (juejnieodijue) Buiuuiyy poojq e aﬁm- swe|qold
nc_umm%a S132{N LJEWO)S Pey aney M 1ap|o 10 (g a0k ae m :nok
41 Jayfiy s1 8oueyp sy Guipas)q YILLIO)S B18ABS BSNED ARW YaIUM
*QI¥SN ue suiejuod jonpoud siy) :Buiuiem Buipas|q ydewols glysn
“feme By djay |eoipau yaes pue

asn dojs 'sinago uojaeal Jibieje Ue | sialsiq W ysesm Buappas
ups m Hooysm Mmc_wmm L mEumm m Ou m_sma_m_um_ ] mmzu ]
:apnjaul few swojdwAs “udse o} 216iejje #doad ) Ajepnedses
‘uopaess oifile)e a18nes B ssned Aew usjoldng) :i8je Abiajie givSN
*fieme By djay (eipaLy yaes pue asn dojs ‘sJnd20 uoieal :gw__
yselm sisisijgm Guiusppar urys m :apnjpul few swoldwAg
'SUOIJIBAI UIYS 81aA8S asned Aew :pa|e Abiajje uaydou wejaoy
1onpoud sy Buisn ajym Aep K1aaa SYULP 210Y0I[e Al0W

10 ¢ /W 10npoud Siyl 10} Junowe Ajiep LNLUeL aUl ST UdIYM ‘sInoy

{z Ul S1a|ded g uey) 10w m uaydoujwelade Gujuielw oo stnip Jayio
Uumm :8xe} nok J1 Inao0 Aew abewep Jany| 818A8S .:mugs_:msum
sueyuod onpodd siy | ‘Bujuiem abewep Jani| uaydouwelaay

(4:701) D07 SA0QE Jeal] anSSaIxa pioAe m c,mze 2.62-02 18
210} W "UOLED daay| "asn alojaq SUoIja8.Ip pue sbujuem ||e peal

uonewojui 18yi0

1010p & q ajoeup SS3UN ‘SIN0Y 7 Ul Siajdea g uey) alolu exe; jou op mif
sieah g
J0J00p B §SB e 18pUN UBIP|ILD
1s1s18d swojdwiAs ajym 18A0 pue sreak z|
sinoy g A1aaa sja|dea Z ayel s | UAIP|ILD pUB S)npe
pajauIp uey) alow axe) jou op mj

sSuofnaalig

LR

'swioyd wis Jo subis Aue aagou 1ou op nok i uana

UBJP|IUD JO} SB [|BM SB SYNPE 0} [BOILID S| UORUSHE [Expaw 1dwold

‘mmw 1-202-008-1) feAte JyBil Jajua) j01u0g LOSIod © Jejuod 1o

djay [eaipawu Jab “asop.ano Jo 8SED U] “URIP|IYA J0 Yaeal Jo o daay

“fuamap Buunp suopesydwod

10 Plya wioqun ey vl swagoad asned few y esneasq Jopop

e fig 0s op 0} pagaallp Aayuyep ssejun Aoueufiaid vl Jere) Jo

Sysam (jZ Je ualoldng) asn o] 10U Juepodwi Kjeinadsa s1 | “asn

810/8q [euoissajold yjesy eyse ‘Buipaa)-jsealq Jo weubad J|

Ieadde swojdwfs meu fue

eale m.a 8U U1 Jueseid S| Buijiams 10 ssaupal

SAep (1 uey} 10w SISE| J0 8SIOM S}ab ued

Buiams Ga)m yosads pasinis m Apoq Jo apiIs 10

Hed 8uo U ssauxeam ® Dujyieaiq gjgnos @ ured jsayo m

2840118 10 Swagoud Jeay Jo swoydwAs arey nok

181180 196 1ou s80p 1ey) uied YoBWOIS BABY W $|001S
%8[O APO0|Q BABY @ DOO|q JiUion W Jure) |39, @ Buipae

s

03.8np sued pue sayoe Jouju sanalfel Aeiodwar m §3Sy)

Bnp Auojewweyui-Hue epjosaisuou,

Yoewojs jo subls Guimolioy sy jo Aue sauayadsa nof m

umE uem J1 J0joop e yse pue asn dojg

SIUULIE JO Ued JOUILL M SAYJE JBNISNLU M SALURID [enOsuall m $1N320 1850N YIBLIOIS I Y| 10 POOJ UIIM 84l
ayoeyoeq m BYIRLI00} M ayoepeay m janpoud sy Bujsn uaym

Binap Jaujo fue Bupeym uyidse
10 J118uaq 51} 8sealdap few uajoidng) asneaaq ‘ay0lls 10 yoeRe
Jeay Joy uuidse Gupjey m uoIUPUOD SNOYAS Aue 1o} 8189 S 10100P

afieLiep Janj asneo
1129 NFHJONIWYL3  BuiLejLos saliojpa Ll JBUI0 LI asn joul o

Buissiw 4o uayodq s1 NOILITLOHL HNOA 40] GITHIS.. UUM|
pajupdwy dea ajnog Japun |Bas J1 asn 10N 00 :INIAIAT HIdINYL

g o)}
B £
T 0of
2 S.m_..”.,. n)n/_
< -~ [ ]
| SS|e<g? s
Sl S22 |lcuE)l o K
_.M_._.m 2eZ o w o
o 0(5 > . @
NS IS cN 2 ag
23le2y| & B
£ 5 O o
<E |8 54 = T2
(] epl = O3
Sz lo 28 = R
o< <2+ o P

18818y uled ( n_mmz_ _E Gel .n_mu ugjoidng| £ 19pun m a1e noA | asn alojaq jsioewieyd Jo Jojoop B ysy
16ABaY Uled WQSE dS uaydoulLeiasy onaanip e Gupe; a1e noAm ayoxs e pey Jo
mmmau.sm emE_mu ijaea r..t &r.&hm.__us_ Ny ‘BLULISE ‘BSeasIp ABUPIY ‘SISOULID JaN)] ‘aseasip Jeay ‘anssald
sj9e4 on 1q (panunuoo) spaeq bnig

___ —




| 000000000

CONTAINS 2 MEDICINES
Acetaminophen-+ibuprofen

Acetaminophen and
Ibuprofen (NSAID)
Tablets, 250 mg/125 mg

PAIN RELIEVER

Drug Facts (i 2 d Do nat usa with sther medicines containing
ACETAMINOPHEN; can canse liver damage

l‘?me 1;:|l’csénl'||1a.1 ui,ars o :Islu:lmg |1n7:||ta:‘|?1 ‘wslured spaech

wizkna thinning (aticoaguiant) or steroid dnag phart-, .
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ACETAMINOPHEN 250 MG AND IBUPROFEN 125 MG

acetaminophen and ibuprofen tablet, film coated

Product Information

NDC:43598-052

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
IBUPROFEN (UNII: WK2XYI10QM) (IBUPROFEN - UNII:WK2XYI10QM)
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D)

Basis of Strength Strength
IBUPROFEN 125 mg
ACETAMINOPHEN 250 mg

Inactive Ingredients
Ingredient Name Strength

CARNAUBA WAX (UNIl: R12CBMOEIZ)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)



CROSCARMELLOSE SODIUM (UNII: M280OL1HH48)
GLYCERYL DIBEHENATE (UNII: RBWTH25YS2)
HYPROMELLOSE, UNSPECIFIED (UNII: 3NXW29V3WO)
POLYDEXTROSE (UNIIl: VH2XOU12IE)

POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3WQOSDW1A)
STARCH, CORN (UNIIl: 08232NY3S))

TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

FERROSOFERRIC OXIDE (UNIl: XMOM87F357)

PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)

SODIUM LAURYL SULFATE (UNIl: 368GB5141))

Product Characteristics

Color
Shape
Flavor
Contains

Packaging
# Item Code

NDC:43598-052-
18

NDC:43598-052-
25

NDC:43598-052-
05

NDC:43598-052-
14

NDC:43598-052-
95

WHITE Score
CAPSULE Size
Imprint C

Package Description

1in 1 CARTON

18 in 1 BOTTLE; Type 0: Not a Combination
Product

1in 1 CARTON

250 in 1 BOTTLE; Type 0: Not a Combination
Product

500 in 1 BOTTLE; Type 0: Not a Combination
Product

144 in 1 BOTTLE; Type 0: Not a Combination
Product

250 in 1 BOTTLE; Type 0: Not a Combination
Product

Marketing Information

Marketing
Category

ANDA

Application Number or Monogra
Citation

ANDA218247

Labeler - or. Reddy's Labortories Inc (802315887)

Establishment

Name Address ID/FEI
Dr. Reddy's Laboratories Limited 918608162

no score
15mm
ode ACI

Marketing Start Marketing End
Date Date

02/01/2025

02/01/2025

02/01/2025
02/01/2025

02/01/2025

ph Marketing Start Marketing End
Date Date

02/01/2025

Business Operations
manufacture(43598-052) , analysis(43598-052)
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