ACETAMINOPHEN IBUPROFEN (NSAID)- acetaminophen and ibuprofen tablet,
film coated
Dr. Reddy's Labortories Inc

Acetaminophen Ibuprofen (NSAID) Tab 250mg/125mg

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

*nonsteroidal anti-inflammatory drug

Purposes
Pain Reliever

Pain Reliever

Uses

Uses
* temporarily relieves minor aches and pains due to:

backache

muscular aches
minor pain of arthritis
headache

toothache

menstrual cramps

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:

e areage 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

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

» 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 a doctor

* 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.
» 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: 02/25
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Drug Facts (continued
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Heart attack and stroke warning:
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Drug Facts (continued)

wslurred speech
swelling
m pain gets worse or lasts more than 10 days
w redness or swelling is present in the painful area
m any new symptoms appear
ITpregnant or breast-feeding, ask a health professional before use.
especially important not tn use |t|upmlena1 20 weeks or later
in pregnancy unless definitely directed to do so r a doctor
because it may cause nroblems in the unbarm child or
complications during delivery.
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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.
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AC T\UN WITH Acetaminophen®

BACK PAIN

CONTAINS 2 MEDICINES
Acetaminophen+ibuprofen

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

PAIN RELIEVER

Dr.Reddy’s ‘

CONTAINS 2 MEDICINES
Acetaminophen+ibuprofen

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

PAIN RELIEVER

‘actual size

250 Caplets™

*Capsule-Shaped Tablets

DISTRIBUTED BY:
Dr. Reddy’s Leboratories, Inc.
Princaton, NJ 08540

Made in India
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Do not use with other medicines containing
AGETAMINOPHEN; can cause liver damage

READ AND KEEP CARTON FOR COMPLETE WARNINGS
AND INFORMATION

Drug Facts
Active ingredients
{in each capler)
Acetaminophen USP, 250 m Pain Reliever
Ibupmfen USP. 125 mi ). ..Pain Reliever
“nonsteroidal anti-inflammatory drug

Uses
L] hempuramy relieves minor aches and pains due to:
m ba muscular aches
[ mmm pam of arthritis ieadache
m toothache m menstrual cramps
Warnings
Acetaminophen liver damage warning:
This product contains acetaminophen. Severe liver damage
may occur if you take:
m with other drugs containing acetaminophen
m more than 6 caplets in 24 hours, which is the maximum daily
amount for this product
m 3 or more alcoholic drinks every day while usmq this product
alert: may cause
reactions. Symumms may inclu
m skin reddening mblisters m rash
If skin reaction occurs, stop use and seek medical help right away.
NSAID allergy aler profen may cause a severe allergic
reaction, especially in people allergic to aspirin. Symptoms
may include:
hives u facial swelling
w asthma (wheezing) m shock
m skin reddening mrash
w 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:
m are age 60 or older

Purposes




2
o8 ,of
1 @

G2/20 ey eIpu] Ul apejy XXXXX00slL

OGE0 ' ‘U0380ULd DU ‘S8I0VEI 0GET SAppay " :Ag paingLasig
«  100|q ybiy shey NOA M LINGLE8Y SE LONS 'SLUBQOId YIBW 0}S
10 fJa}siy & aney nof M S.pA3)(a) Lred E__MSEE 100443 apIs
50|48 10 Swqosd aney no& m nok oy sajdde Bujulem Gupasg
9205 M 8SEAS|P 1A AABY NOK M || 85N 840} A0)30P B YSY
fuabins peay Joye 1o alopeq 6y m Janae.

ured Jau3o AU 1o vaydouwEyeae o) uonseal Kba|e ue pey Jane
ey nod J) m 1speweyd 10 10190D B ¥5E ‘usydou|welase SuE0d
Bnip 2 Jayiaym ains jou aue nok § .FEE:RE%E 10 uojdiiasaid)
uaydoujweyade Bujuiewod Bnip Jayio fug yim m 8sn jou og
"pajoal|p uey) Jabuo| Joy Jo paloalp Uel) slow

850 Nk 31 Jaybiy 51 qS1 UL ‘[B1R) 60 UBD BSALL “9Y0.IS PUB ‘aIn|e)
MBI ‘HOBJE LEAY J0 }SI 8L 8SEAIOU| ‘Ul|dse Jdaaxa 'SQIYSN

< Bujuiem 9404 pue yIeye Jiesy

pajoallp Ley) awn

Jabuo e Joj Jo aiow axe)m janpo.d siy) Guisn spym fep Alans suup
2/(0Y0I(E BI0W JO § BAEY M [SI330 40 ‘uaosded ‘uajoidng) ‘updse]
mcEmz uojyd19saiduou Jo uojidjosaid Bujuiejucs sbnip Jaipo axe) m
n1p ploJajs Jo (uenBeoonue) Bujuuiyy poojg e aye @ swagosd
E_Em% 10 $189IN YIRW0)S PRy Sney W 18P|0 JO (9 abe ae m nok
1 1ayBiy S| 80UBLD BY | “DUIPSR|q YILLIOS BIBAAS BSNED RBLU YNy M
‘OIySN ue suiewos 1pnpod sy :Bunsem Gupas)g yewols aIvSN
“heme 6L d)ay (2oIpeLL Yass pue
asn dogs 'sinaoo uopoeal ybge ue )y siEs)gm yserm Guueppal
uMs® ¥oousm | Buizeaym, asuﬁal S 2102 M SaAy W
-apnjoul few swojdwAg uiadse oj ai6ue)e adoed u fjjenadss
‘uoj3oeal 6ia|(e alanas e asnes Aew uajoidng) :peje AG1aJE QNS
“fleme JB1Idjay [0|paLl Yaas puUe asn dojs ‘sINoa0 LoRoeal UMS Jf
yselm  sialsiqm Gujuappal uys miapnjou) few swojdwis
“SUORIEAI UYS Blanas asnea few paeje Afie)e vaydow weaay
1npoud sngg Buisn syiym fep Aana SHULIP 210Y0NE Blow

10 £ W 1npoud SIy3}J0} JUNOWE A1ep LWNLUXEW BU} §I UDIYM ‘SInoy

{2 U1 sya|ed g ey} /0w m usydouiweeae Buiuieuod sbnip Jayo
Ly m ae) nod ) Inooo few abewep an) em__sw_:mu%_.__gmms

SUIEW02 19npoJd SIUL : Buuaem e wep Jan) uaydou WeRIY
mau._EmE.
sdwes enisuaw m BYJELIO0IM  BUDEpEL W

SOUULE JO UEd JOUWL W SBYE JEMOSTL M AUIBOE] W
0} 8NP Sufed pu Sayde J0U W Sakajal fjeiodue) @ SZSM

Bnup fojBWWEYL-RUE [BHOBISUOU,
Janaljay ure, SN) B Gz|. s uejodng)
Jansijey uied W 0§ ‘dSn ueydouweaay
sasoding (181dea yaea ui) spuaipaibul anjjay

sjae4 nEP

afiewep jan)| asnes
B NIHAONIWYL3 D Bujujzuos sauja pew Jagjo yym s jou og

um_.LmEqu A0 uayouq s1 NOJLITL0Hd HNOA 40 GITYIS » Uhim

udusy dea sjyog sapun [ess J| esq) 10N 00 :LNIAIAS H3 WYL
& ci ()]
I =
- oF £ g
e = |m n E
[ H
2 B,m o~ N i
= Z S c2S @
2 SSlog @ <
= a2 lcw E] 4 8
s m oz o w -
=E5 jo—=nm| > « B
. ~nElScQ] U S
1 =
'd B 22 |EL 45| & 25
A HEZslcSs] = B
il s |o25] 2 O3z
I El3slez8]l = BE
I [ o< ICK=2—] & &

(1S3 INd 8 OF I 8) SAePisal vBIE-GLE-B88-1 |20
¢ SIUaLLILIOD 10 SUISany

BPXOIP WNJUEY, ‘NS |Aing wnipos ‘joak|6
auaifdoid ‘yomes .u_um__.__ﬁ_%ea ‘026 susApadod ‘ssoipaphiod
‘a50|Bwold fy ' aeusyaqip fusaf|b ' LUNIPOS 850 BLLIEIS0ID

"3pIXOIP LODIIS [2P10]00 X2k BQMIEUIED ‘3DINO LOJ| §IEIQ
sjuaipa.biul anijaeu]
CEl

(4a¥0L) Da0 BAOQE Je0Y NSSE0XD POAL M (4,//-09) 0.G2-02 18
91015 W "UC}RY 83| 95N BI0JOG SUORIBNP PUE SHUUIEM |[& peal m

uglewoyur 1ayio

J0p0p B A PajIP SSHILIN ‘SIN0Y 2 L) SH0ED 0 UBLY 2I0W 243 J0UOp M
sieak gL
IOJI0P B YSE « lapun uaip|iya

151590 swoldwAs a|ym 1an0 pue sieak g
smoy ¢ A1ana syaides Z aqe « | UAIP|ILYD pUe synpe
pajoallp uey) aiow axe) jou op mjj

suonaalg

“swoydwAs 1o sufis fue sanou ou op noky uans

UBPI1Y2 10} S |[3# SB SHNP2 I0} [23AUD S| LOfUSKE [EipaLL JdLuald
(2¢21-222-008-1) feme B B8] 10107 U0SI0d B JOBID 0
)&y [eipaiy Ja0 ‘350pIaN0 J0 8520 | “URIP|IYI 0 YIS J0 N0 daay
“fuanijap Bunp suoreai|duiod

10 PlIy2 wioqun ey Uy swajqosd asne fewl ) asnedaq Jojoop
e /i) 05 0p 0) paldalip f|a)uyap ssajun Aueubald u) 1aje) 10
Sjaam g 12 usjoidng) asn o3 jou juepodw) £)epadsa s) 3| asn

alnjat [Buojssajoid gy ey e yse ‘fuipasj-jsealq 1o weuliaad j

Jeadde swojdw s meu fue m
wale [npured sy u Juesa.d si Guyems Jo ssaupes m
shep (| Uey) B10W $ISE| IO a5I0M 5330 ued m

Buijjams Gz m yazads pasnis e Apog Jo apis .o

Hed U0 u) SSauyeam m Gujyealq sjqnoljm ujed jsayom
0N 10 Sweyoad Leay 10 SwodwAs aney nof m

18780 186 10u S80p JeU) Ued YIRS ARy @ S|001S

%32/0 J0 Apoo|q aney m POO|Q J0A ® JurE) |88y m :fuipealq
yoewa}s Jo sufiis Buimo)joy ayy jo Aue souaiiadxa nof m
J1 A0j30p & yse pue asn dojg
SINJ00 J350N YILWOYS J| HIILL 10 POOJ UM SYE) B
janpoad sy Buisn uaym

Bnap Jayio Aue Gupe; m uJdse

10 JUBUBK S|U} Sea19aP AEW UsJ0IONG) BSTIEIB ‘ON0AS 0 Yoeje
Vsl Joj updse Burye) @ uojIpu0D Snolies AUE Joj BIED §,10}00p
E J3pUN W 848 nok ji 8sn siojaq Jsidewieyd 10 J0j0p B Sy

2ljain|p & BUIYE} 212 NOA M H0LS E pey 10
‘Buly s ‘5EasIp ABUPD ‘SIS0Y LD J8n)| ‘B5¥RsIp LEaY ‘aInssald

(panuijuo) syae4 bnig

PACKAGE LABEL PRINCIPAL DISPLAY PANEL SECTION



R0.1250"

Top Ply

-
2
=
s £ E
$EE
< E 9
= <
o4
p= 5 ©
o —
-
i %
1 7 I
1 I
‘e 1 |
2 e
-_ I
& el
1 I
i |
S0 Ao L6I65/dW/SDNHA 0N 8P00 W/ 6/dy/HH/6S T
/ ¢ 555101054
e1pu] ul pey
01580 [N 'U0jaluLg
) 'S3LONRIOAET SAppay U
g panquisig
A “feme 16

djoy [eojpaw yeas pue esn dojs ‘sind20 uopoes. oiBiaje ue |
siasiqm yse/m  Bujuappal upis m HIous m
(Buizaaym) BwyisEm  Bujjams 138 B Sany m
“apnjoul
few swoydwig “uudse o191fi9)je ajdosd v Aejaadsa ‘uonoeal
2if18|e alanas e asned few uajoidng) :peje ABsye alySN
“Reme
Wi diay [eapaw ¥ass pue asn doys ‘SINII0 UDJJIBAI UYS §|
sl SI9)S||qm Guuappal upjs M :apnjaul Aew swopdwAg
‘SUOIJOBAI UIYS 21aA9S asNea Aewl :aje ABis)| e uaydounuejaay
10npoud sjy3 Buisn ajiym fep
fuBna syup :|0y0d[E B10W .0 £ M NP0 S|y 10} JUnowe
Kj/Bp wnwixew syl §) yojym ‘snoy g Ul sie|des g ueyl ejow m
uaydouwelaoe fujuieuon sfinip Jayo yymm @eynok jj naoo
Apw abBWED JaA) 81948 "UBYMOUILIELBIE SUEILOI JonpoId SI |
:Buiusem abiewep sani) uaydounuejaay
shujuiep

A

SO [ENSUL W BlJeyi00] W

ByaepEay M SiLYLE Jo ujed Joujw m

SOYIE JE|MOSNW W ayIB{oen W
0} aNp sued pUe SBLIE JouIW Sansljel Alelodwel m
$3sf

finJp AIOJEW WEU-IUE [ED|DJRISUOL,

Janaljay uieg e, Q1SN B 621 'dsn uajosdng)
Jang|ay ujed Bui ggg 'dsn uaydou| ¥
(18)dea yaea u1)

sasod.und sjuaipaliu annay

sjae4 bnig

-afiewep jan| asnea uea
*NIHJONIWYLIOY Buiulelucy ssulaipeiu Jayjo yim asn jou og

“Bussiu 10 uai0.q S NOLLITL OHd HNOA 0] GITYIS » YUM
=$E=E=3I=3hu===_§=§—e=E_E.zmn:mzmn__z#_.

SEL [(Ed

g2z \ o2

ZE \ o= (#)]

Bee & 5

- | :
22 0g H

i Gt|=as m

2 558 ®

2§ s2lcw E

2 w + pN 14

W L3 O(o w

o w = *

3 NSlEca| L |
= NN m D . o @
B =S Ll =S
N IEls o5l ¢ B
i 2318 235] z N
< ISR C:W ] < :Ou
] o< | 2 - o o

58 mm

165 mm

Glue Area
(22 mm)

Back of Top Ply
(Page #2)

A 381B290 JO}DOP B AQ 0S OP 0} pjIRND Ajayuysp
ssa|un AoueuBalid uj Jale| Jo Syaam Og 1e uajoldng) asn
01 10u wexodw) Aesadsa s| 1) 'esn agaq [euo|ssajod
UlEal & yse ‘Gulpaaj-jsealq i 1

Jeadde swopdwAs mau Aue m
BAJE ﬁsa Ay u| Juasaid s| Bujjams 10 ssaupas m
2P (). UBY 210L S1SB| J0 3510m 5180 Ujed m
Buijjams Gz m
ysoads paunis m  fpoq Jo apis Jo Led suo
uj ssauyeam ®  Buiyieaig sjgnoiym  ued 1saya m
840418 J0 SWa|goud 1ieay 0 Swoldwis sney nof m
Jaeq 186 J0u saop
18U} Uled YDBWOJS BABY M S|00JS Y3B|q 10 Ap00|q
QARY W OO J|WOA® JU[R) |3 W :DUIpad|q
yoeways Jo sufiis Guimojio) oy} 4o Aue aouaiiadxe nof m
J 0120 @ )se pue 8sn dojg

5IN220 1350N YIRWOLS J| I 10 POO] Y1IM 2, |
1anpod siy) uisn usym

Bnup 1ayio Aue Bupye m

Updse 0 Jijauad) S|} asealsep ARl uodng)
OSMEIAG “aY0.15 J0 HOBLR Lieay| 1o} upidse Gupje, m
UORIPUOD SN0LIBS e J0) 948D §,0100D B Japun m
ale nok J1 8sn aiojag ist 10 J0j30P B YSY

afainip e Gujye; ase nof m aous e pey

10 ‘BuIISE ‘aseas|p fau _U% ‘SIS0LLID 180 ‘Bseas|p
13y ‘aunssaid poojq yDjy arey noA m uIngueay
SE ans ‘swajgold yoewols jo A107s|y € BABY

noAm sianayjal ujed Bupjey woly $1088 8pIS SNOJIAS
10 suajqoad asey noA m nok o1 saydde Buiuiem
fuipas)q Loewiols m aseas|p Jan|| aney nof m

11 8SN 2i0jag J0j]30p B §SY

fuabiuns yeay Jaye 1o iojaq Wby m

Janajal uied Joyio fue 10 uaydou|welage 0} uojoeal
210.0)(e ue pey Jana aaey nod J m 1sjoeuueyd Jo
1010p € {sE ‘Uaydoujwelace sujeuod bnip elaylaym
AINS 10U 3J. NOA §| .?o:ntn.wm._n_._o_._ 1o uopdyasaid)
uaydouweaoe uumuod Brup Jouo Aue yum m

asn jou og

“pajaalp ueyy 15buo|
10} 10 PATOBIIP UELY A10W 8SN nok 1| Jaybiy s1s1 ay L
‘[BIE) B0 LIBD 858U "80LS PUE ‘BIN|IE} LEaL “y0RNE
1Ieay 40 %S| 8y} asealou] ‘ujidse 1dsoxa ‘salysn
:Gujuem ayouis pue yaejie Leay

DPajaa.Ip LBy} Wiy Jabuo| B Ioj 1o 210 8Ye} M 19npod
i3 Bujsn ajium Aep L1343 syULP ANjOY0OR Alow

10§ aney W [$10U10 10 ‘Uaxoadey ‘uajoudn gy ‘upidse]
50 1ySN uonduasalduou 1o uolduasaid Bueluos
sOnp Jaylo ey m Brup pjosas 1o (wenbeosjue)
Gujuup poojg e exe m swajqoid Bujpas)y

10 S199(0 YIBILIDIS PRY SARY M I3D|0 0 (9 502 e W
<nof §| 1ayfily st 8ouryd 8y | Bu|panlg YIewols alanes
9sneD Aew Yaiym QIS e Sujeued 1npoJd siu)

Y3aewois I¥SN

(panunuoa) spaeq 6nig

A

A

58 mm

165 mm

Glue Area
(22 mm)

Bottom Ply

“OT1 sBuipjon s uoajey

fig paumo B S| APy
HLIM NOILOY YN0 ol!APY 40 JOINGLISIP ‘BJEIRIEIH JOWUNSU0)
S5 AQ PANGLISIP 10 PRIMIBMUEL J0u S1 PNPOId SIU L.

v

(153 Wd 8 0} WY 8) SRepaan) y8L€-GLE-888- |
£SJUALILIN 10 Sudlisany)

APXO|p WNjUELR ._ﬁw__a JAne| wnpos ‘0aAB suajido.d
UoIEs paziuefeiald 10040 aualuafiod ‘asoiapdiod
“as0][aLu0JdAY *ageuaysqIp |48k ‘WnIpos aso||ail LIsnld
“apIX0Ip OIS [BPIC| 03 XBM BONELLIED ‘BPIXO0 UOJI YIR|G
sjuaipaibiuy anjaeu)

(e F01) 0.0} BAOGE 1EBL B1ISSATXD PIOAE W
(4o 1-89) 9,62-0Z 18 310)S m

“85N BI0Ja0 SUOJOAND PUB SBUNLEM || pea) m
uaneunaul 1310

10390D € AQ paoap
§89|UN ‘SINoY tZ u) S18|ded g uey) B10W B)E} 10U 0p M
51836 7|
*10J00D B Y5B J3pun uaIp|y
1s/s1ad swoydwAs a)ym 1an0 pue siead g|
sanoy g fana syaided g adey « | UAIP|IYD pUE S} NpR
Pajaailp UEy] alow axe} |ou op m
suonaallg

“swoydwis 10 sub|s
fue B0130u J0U O NOA §| UBAG UBIP|IYD ID) SE |3 SE S}|NPE
10 [ED[10 51 LONJUBIE [ENPAW 10W0Id (222 1-222-008-1)

Aeme 1Bl 01U37) |0J3UDD US| B J9BIU00 10 dj3y [eajpawl
106 ‘950pJ9/0 J0 95RO U] "URIP(IYD JO Y3eel Jo [0 deay
“Kaanjop Bupnp

SUDNEaNdwod Jo Pliya Liogqun au) Ul swajgo.d asnes few 3

(panuguoo) spae4 g

v

A

58 mm

165 mm

PACKAGE LABEL PRINCIPAL DISPLAY PANEL SECTION



R0.1250"

Top Ply

t
s
o
mC E
==
o =0
= <
OO
£ = o0
- e
SE
i %
| _ | ./
V. "
£ e
— I
& e
1 I
i |
GT/20 ‘MY LB/65/W/SDNYA “ON 8P0J W4/ L6/ WHH/ES TN
8 7 L092yL06S Zymi € sz
EIpU| Ul BPELY
07580 I 'W01B2ULG
20| 'SaU0EI0qE 8 Appay 10
‘Ag panausig
A “fieae 16} djay [eajpaw

¥8as PUE 85N d01S *$4NJ00 UONILAI UYS ||  LSEI M SI9lS|q |
Buuappal uysm apnjoul few swoldwAs “suoiiaeal

upjs alanas asnes few peje Afss)je veydounwe)aay

jonpoud sy Buisn apym fep Liana syuLp 9joyooje

8Jow Jo g M Jonpoid iy 10} WNOWE A|[Bp LUNLUIXEL Bu)
S1YYM “SINOY $Z U] $18]dE3 g UBY) 210W @ Uaydou) Wease
Bujueuod sBnip Jayio yymm el nofk j| inooo few
afiewep Janl| alanas “uaydouiwelase suieluod 1npoid siyp
:Bunwem abewep jan) uaydounuelaay

shuiiey

sdweD [enisusw m aYoBYI00} M
ayoepeay M SiHYME o ued Joujwm
$BUOE JBNISNLU M LRI

10}.anp SUJed pue Sayae Jouw sanajal Aeiodwal @ $3s]

sasoding

fin.p AlojEWLIEL|-HUE [BDQIISUOL,
LIYSN) Bw 621 gSn ugjoudng)
,,,,, b 04z ‘95N veydounueraay
(13jdea yaea uy)
sjuaipalfiuy annay

sjae4 aEP

‘abiewep 131 asnea uea
“NIHAON IWYL3DY Gujuiejuod ssujaipaiw Jayi0 yim 8sn jou og

“Buissiw 10 ueN0.X S1 NOJLITLOYd HNOA 0] 0T THIS » UM
pouidiw deo aij0q Japun |2as i asq) 10N 00 INITINT HIWYL

Mm“n [:eed

£z =2 &

mmm. o m H
E il
B w52
228 uwsleg@® :
mma 25 )
s O3l o
2% sSjlew £
2 wilazofl &

o2 H E5loS | U4

[ M E NEJE cq]

'm° B « 5 m:n_lu N

= K] =S o 2] w

° SE|l8S =B x

I Bl =32 23] =

£ 0 =

i B S22l &

A

58 mm

¥

142 mm

Glue Area
(22 mm)

Back of Top Ply
(Page #2)

A

A laaq

19610 580D 18U UNEd YIBLUOLS BAEY W ${001S Y3E(] 0

fpoojq arey ™ poojq Jwosm Juley |sa,m :Guipas)q
yaewols jo sufiis Bumo)oy ayy 4o fue suepada noAm
J110}30p © ¥SE pUE 95N dojg

$IN200 1950 YILWOIS )| H|IW 10 POO) YIM axe] m
janpoad s1y) Guisn vaym

Brup Jayo Aue Buiyel m uudse 10 Wsuaq SIy aseanap AeL
ugj0idnq| 9sne0aq ‘ay0as J0 ¥OeRe Healy Joj uldse Buiye m
UD[IPUOD SNOYAS AUE 104 BIED §,10J00p B JGpUN m

ale nok J1 95N 910490 jsieweyd 1o J0JI0p B YSy

ajainip e Gupjey ale nofm 80135 B Pey 10 ‘Buiyise
‘a5eas|p ABUPP| ‘SISOULI 18A]| ‘BSEAS|D eal ‘ainssaid
poojq Yy aAey noA m LIngueay Se Lans ‘swajgoid
yoeways Jo A1ois|y B aAey NOA M Siana)al uled Bupyel wouy
§108/J8 8D|S SNOJIBS J0 SWajqosd aney nofm nofd o) saydde
Buiem Buipas)q Yaewols m aseas|p Jan)| arey nof m
J1 85N lojag Jojoop e ysy

fiabins yeay Jaye

10 10480 Jybr m Jenayes uied Jayo Aue 1o uaydouwelaoe
0} Uojoeal o169)|e ue pey Jana aney nof J) m sioeuLeyd
10 10320p © %58 ‘UdydOU| eI SujeIued Brip e Jayiaym
aIns 10u &g nof §| “(uondiiasaiduou 1o uonduasad)
uaydouweiaze Bujuieo Bnup Jayio Aue yum m

8sn jou og

*pajae.p uew) Jabiuo| 10j Jo paigallp UeY) alow asn nok Ji
18401y S| ySU B *[EIE) 8 UED S8l "8Y0.LS PUE ‘aIn|E}LESY
SORYE WEAL J0 SN 8} 95eaIIU| ‘UL dse 1de0xa ‘SaIY SN
:Gupusem 8xouls pue yaeye peay

Ppajaeup uewy awi} Jabuo| .10} Jo 0w ayey M

1onpodd iy Buisn ajiym fep Aana SYUUP 9|0y 09[e BJow
10 € aney W [s18y30 10 ‘uaoideu ‘uajoldngl ‘unidse] saliysn
vonduosaiduou 1o uonduosaid Bunewoa sénip Jayio aye m
Brup plosays 10 (uenBeoanue) BuuuL poojq & ayey m
sweqo.d Buipea)y 10 $1an YILLUOIS PEY BABL M 48|00
pgabe arem nofyiaybiy si aouey ay) Guipas)q yaewols
2BASSNED ABLU U|UM ‘1SN LIE SUIEW 0D 1anpoud Siy L
“Bujusem Buipas|q yIewojs aly SN

“Reme Jybi

djay [eaIpawu ¥aas pue asn dojs ‘sINa%0 uofaeal abiaje ue
Sigs|om  yselm  Guuappal upsm yoousm
(Dujzaaym) ewyise m  Dujjjams [epej @ sanym
apnjau) Aew

$woydwAg “ujdse o} (6 aidoad ) fjmoadsa uopoe
|fiJa|e a1aas e asnes Aew uajoidng) ipeje ABajie alySN

(penunuoo) spae4 nig

Y

58 mm

142 mm

Glue Area

Bottom Ply

(22 mm)

"0T186UIDIOH S Loefed Aq paum

SEWOPEN PaJalsibol €SI ARy “usydouILEIaY HIf
NOLLOY TYNQ ol!FR O JOINGUISID ‘QIEDLY(ESH JaWNSUD
359 Aq painauISIp 10 painjoein UL Jou s11anpoud sy,

(1S3 d 8 01 I 8) SABDa0 /) FBLE-GLE-BBE- 1 IIEI
£SIUaWIuIg 10 suolisang

SPXOID WNIUEY) ‘BEYINS

Jne| wnipos ‘joaf 6 auafdosd ‘yougs paziugeabaid
‘l0ak|6 auajAyiatiod ‘asoupeph|od ‘asojpwoidiy
‘gleusiaq|p (A0 'Wn|pos 350||ULIBIS0II

*3p[X0|P UOJ]IS [EPIO]|DT "XEM BONEL 1D ‘8DID U0J §IB]
sjuapaslbiul anjaeu)

(4.401) 2.0 @0QE J3Y BAISSBIKE plorE W
(4,22-89) 0.GZ-0¢ B 2I01S W

“85N 80430 SUOIDAIP PUE SBUILIEM || peal m
uonewLoful 18410

10300p & Aq paoalp
5581UN ‘SUN0Y 7 Ul 538/ded 9 LBy} 8I0L 8YE} J0U Op W

sieak L

“J0JI0p B)YSEe 13pun uaIpuo

15/8190 SWojdwWAS 3)jym JaAD pue sJeafi z|
simoy g A1ane syaden Z @} e | UAID||IUD PUE SYNDE

P3J93.41p LY} 210W )8} Jou Op B
Suonaailg

"sluojdwAs 1o subis Aue asgou Jou
0 NOAY UBAG URIP|IYD 10} SE ||3M SE SYNPE 10} [EDIHID
I UOIUBLE [EJpawl 1dwold (772 1-222-008- 1) Aeme
WL Ja1ua7) |0I007) UOSIOd B 19EIL0D 10 dipy [EdipaL
1afi ‘as0p.ano J0 95ED U| "UIp|IYa Jo Yaeas jo no daay
“Ksanjap Bupnp
SUOITENILIOS 10 PIIYD WIDGUN 8y] Ul SWajqold ssnea
AW ) asneseq Joop e Ag os op oj paloalp Agluyap
ssajun foueubaud ) Jae) Jo sHeam 0Z 1 uajosdng)
8sn 0} Jou Weyodw) fjepedsa s| Y "asn alojaq
jeuoissayoid yyeay e yse ‘fuipas)-jseaiq Jo jueuliodd j
Jeadde swoydwfs mau fue m
eaue |njured auy ) Juasaad s) Guyjjems 1o ssaupal m
sAep () UBYY 2101 S)5B| 10 Bs10M 130 ujed m
Bujjams ba| m
ydaads paunism  Apoq Jo apis 1o yed auo
ujssauyeamm  fujesig ajgnonm  ued isayam
840415 40 SWwagoid Lesy Jo swoidwis aney nofm

(panunuoa) syae4 Gnig

<
<

58 mm



A
Y

142 mm

ACETAMINOPHEN IBUPROFEN (NSAID)

acetaminophen and ibuprofen tablet, film coated

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:75907-260
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
IBUPROFEN (UNII: WK2XYI10QM) (IBUPROFEN - UNII:WK2XY110QM) IBUPROFEN 125 mg
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 250 mg

Inactive Ingredients

Ingredient Name Strength
CARNAUBA WAX (UNIl: R12CBMOEIZ)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
CROSCARMELLOSE SODIUM (UNII: M280OL1HH48)
GLYCERYL DIBEHENATE (UNII: RBWTH25YS?2)
HYPROMELLOSE, UNSPECIFIED (UNIIl: 3NXW29V3WO)
POLYDEXTROSE (UNIl: VH2XOU12IE)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
STARCH, CORN (UNIIl: 08232NY3S))
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
SODIUM LAURYL SULFATE (UNII: 368GB5141))

Product Characteristics

Color WHITE Score no score

Shape CAPSULE Size 15mm

Flavor Imprint Code ACI

Contains

Packaging

# ktem Code Package Description Marketing Start Marketing End
Date Date

1 NDC:75907-260- 4 51 carTON 02/19/2025

18



NDC:75907-260-
25

NDC:75907-260-
55

NDC:75907-260-
14

NDC:75907-260-
95

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 Monograph

Citation
ANDA218247

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

Establishment
Name Address ID/FEI

Dr. Reddy's Laboratories Limited-FTO-3

Revised: 2/2025

02/19/2025

02/19/2025

02/19/2025

02/19/2025

Marketing Start Marketing End

Date Date

02/19/2025

Business Operations

918608162 analysis(75907-260) , manufacture(75907-260)

Dr. Reddy's Labortories Inc
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