CHILDRENS IBUPROFEN ORAL SUSPENSION DYE FREE- ibuprofen suspension
AptaPharma Inc.

Children's Ibuprofen Oral Suspension, Dye-Free
Drug Facts

Active ingredient
(in each 5 mL)

Ibuprofen 100 mg (NSAID)*
*nonsteroidal anti-inflammatory drug

Purpose
Pain reliever/
fever reducer

Uses temporarily:

M relieves minor aches and pains due to the common cold, flu, sore throat,
headache and toothache M reduces fever

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

W hives W facial swelling masthma (wheezing)

W shock W skin reddening M rash

M 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 your child:
W has had stomach ulcers or bleeding problems
W takes a blood thinning (anticoagulant) or steroid drug
B takes other drugs containing prescription or

nonprescription NSAIDs (aspirin, ibuprofen,

naproxen, or others)
W takes 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.
Sore throat warning: Severe or persistent sore throat or
sore throat accompanied by high fever, headache, nausea,
and vomiting may be serious. Consult doctor promptly. Do
not use more than 2 days or administer to children under 3
years of age unless directed by doctor.

Do not use
M If the child has ever had an allergic reaction to Ibuprofen



or any other pain reliever/fever reducer
W right before or after heart surgery

Ask a doctor before use if

W stomach bleeding warning applies to your child

Bl child has a history of stomach problems, such as
heartbum

W child has problems or serious side effects from taking
pain relievers or fever reducers

W child has not been drinking fluids

M child has lost a lot of fluid due to vomiting or diarrhea

W child has high blood pressure, heart disease, liver
cirrhosis, kidney disease, or had a stroke

M child has asthma

M child is taking a diuretic

Ask a doctor or pharmacist before use if the child is
M under a doctor's care lor any serious condition
W taking any other drug

When using this product
W take with food or milk if stomach upset occurs

Slop use and ask a doctor if
M child experiences any of the following signs of
stomach bleeding:
W feels faint B vomits blood
W has bloody or black stools
B has stomach pain that does not get better
W child has symptoms of heart problems or stroke:
B chest pain W trouble breathing
B weakness in one part or side of body
M slurred speech M leg swelling
H the child does not get any relief within first day
(24 hours) of treatment
W fever or pain gets worse or lasts more than 3 days
W redness or swelling is present in the painful area
W any new symptoms appear

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

H this product does not contain directions or
complete warnings for adult use

B do not give more than directed

B shake well before using

B ML= millliter

M find right dose on chart. If possible, use weight to
dose; otherwise use age.

W use only enclosed dosing cup. Do not use any other
dosing device.



W if needed, repeat dose every 6-8 hours

W do not use more than 4 times a day

W replace original bottle cap to maintain child resistance

Dosing Chart

Weight (Ib) Age (yr) Dose (mL)*
under 24 under 2 years ask a doctor
24-35 Ibs 2-3 years 5 mL

36-47 lbs 4-5 years 7.5 mL
48-59 Ibs 6-8 years 10 mL
60-71 Ibs 9-10 years 12.5 mL
72-95 Ibs 11 years 15 mL

*or as directed by a doctor

Other information

B each 5 mL contains: sodium 2 mg
W store between 20-25° C (68-77° F)

H do not use if printad neckband is broken or missing

Inactive ingredients

Acesullame potassium, anhydrous citric acid,
carboxymethylcellulose sodium, flavors, glycerin, microcrystalline
cellulose, polysorbate 80, propylene glycol, purified water, sodium

benzoate, sucrose, and xanthan gum

Questions or comments?

Call weekdays from 9:30 AM to 4:30 PM EST at

1-877-798-5944

Package Labeling: Children's Ibuprofen Oral Suspension Original Berry Flavor

See New Warnings
AP Safe

Compare To The
Active Ingredient In
Children’s Motrin®x**

For Ages 2 to 11 Years
Children's Ibuprofen

Oral Suspension (NSAID)
100 mg per 5 mL

Pain Reliever/Fever Reducer
Dye-Free

LASTS UP TO 8 HOURS

NDC 76281-128-24



Original Berry Flavor
4 FL OZ (118 mL)

Important Read all product information before using.
Keep this box for important infomation.
This product is intended for use in children.

** This product is not manufactured or distributed by McNeil
Consumer Healthcare, distributor of Children’s Motrin®.

Manufacrured by:
APTAPHARMA Inc.

1533 Union Avenue
Pennsauken, NJ 08110, USA

Carton Label




f 1 Fin Agas 3 bo 33 Yerrs r 1

| W Children's | | |
| | Ibuprofen | [

Oral Suspension [NSAID)

2iHbme per 5 mb

_'_,_,_-'-"'-'-F S s e e e B e L e e e
. Dvug Facts|Comhinwed) Dy Facts [Continued) [ Lo |
mmm e ffegion T A o o ALy e,
i L o Nl Lt
T3 Ao of prAmaRA Ao B 1 INeehHiE B i e 2 T " Drug Facts

Wugyder adoidor = e for a0y e gus con @ion
Minkire 3y oted dnig

B g e e il caon e op ewed o prinlsed bellke
ez kband i B ke oF mes=ng

Aeiive more fem Furpese
B st botioen e I kE Tamvker ] exgiration dabe rat)

[ eq e

When using [his produd

lmﬁﬁmquirmwm fmmpemgmﬁm | Rupmbend g EAL «.........c.. ... PO PR

g Uﬂmdmam“o?'rnl.lem gt Hum:ﬁ,m ‘Terctaortd mknknneony d T T

'ﬂaﬁ bl g . : o ﬂs‘&s‘berrwaﬂy
Mﬂm e, z o Aretres s I Hy "
i p.,i' .:?m“ e mg?ﬁm“*gm Fordges 2 ta 11 ¥ears rav e )

"‘““W“"‘MM (QUESHEns or CoRmERss _w

ettt vt ol et sk oo 420 bt BT Child .

ldrstpﬁn W o breahing — Fen s kA gy Al by R el
whmmwﬁmum b Thisprhwtisrmbridscared o dekbubodby bEHG] mﬁﬂf*ﬂ-"m&rﬁwbwﬁi%ﬂ

lhﬁdﬁmﬂgﬁwrﬁ'mﬁﬁiﬂdw vy A Dl o Chiie . .N'.B :Emdin'?g ::::lﬂu[me.mg]

WEE i o s AR B 24 et 3 B FHRM: I I u ro en B it

lmmﬁrmhg:smmthm&pﬁmlg | JE33 Unienud e Irmuh?srwﬁmmnmmmmm

oy T AT 3 e | [errcrmaken, BRI O, U5 B0

frdp righ Eany i
m ol o reach of childr In mem of o rdies, et = Iﬁ%@%ﬂh%mmm%th WM;WH#?
Dy i Surter rhE OralSuspension [N5AID) meishagert ur Aot
Eﬂ-eca'om 1Himg pr 5 mk B b abdemd thirei e et
Wihis predud doss el conlan Ereclions of ";"'g“""ﬂl"'”“
complde Wamings lor adull H
Mool give mone e dneded |
Bctoson vl befors st

Wl = i
WL debon et Ifprssb, s wght b

o
i i B b frode offora ﬁ'rtﬂ‘mm
Pain fe everf fever Reducer ST
pirin, i e reshoof et heﬂtm.l'e.md

e Ardoe There o bt Theerick ixha I3
lfwﬁ?mmmm?r;mmmtmwohe Dye-Free th af;ammgn;aﬁ;a””“
do:blam Smlhmlwurirg Sﬂmwmmmma
= e Syl mdmlrbgrmy suiws mtmhmmng:

Mo ook 1 o e Hean o limees a day
Mg bac ol beotthe cap o rovsingsn chld resisbrene

Ik Fior ez e or i 7 I ch dhn e 2
e Cirt :

LASTS UP T B HOURS

[ EETES

W chid e lock akok of Med B I wavilne o Samtea

o Vo FLOT (118 ml vt ey e, o maga ke ®

S e S | ———— —— ——— ——— e ———————

| I | [
N |||| | N
1] ] |||I I||I |||I
|| [ | \ ] & I|||

|
Wl 1) | Rgeiw) | Dvee (i ! BT bt et dhrge vt bltapeokn
ek 2 | e 2 s | sk Adector ! m{o&#p!nrummm
EETTE ST Tl | B riht bedire by bt anery
sk A docdor b of euse 1
i bs &5 s T.Enl H
Fmbr | Eipas L | o [ -mmﬁ%ﬂ“ﬁ?ﬁ?‘mﬂ“‘”
| s
2:;:5 910 yers 125l | rging ldidl‘ﬂsptwmw e rorniing
5 | 11yes e 1 peAnrdpersof Fewerreducers
"o 25 diated by ot 9 1 Berry Flavar R RS e, i DU
h
|
I

Bottle Label




/l & Fgadall producting e (AP Az i i “
| mﬂr% zaedt?:xpgﬂrduc in rrﬂa!;i'"[lnEI I AP NOC TE251-125-24 %d s o winidnister to chiren under = wears of e unless

% B I [T G £ by doctar Do oo Euse ® i the child has ever had a0
Thlspmﬁctls intended or usein children. Children’ dbrge reation tn buprdan o any eter [@in reievenfen
froylous e
p adoe T b ore useif B somg g weming applies
Aete fredient Pupase |bl..||'.'i rofen o fotr M. difd ot 3 histon:of stoma o o el vt 35
T ggeh s mit ar heathurn @ chid has problerns of seriys side affectsiT o taking

I 100 g (NEAOT. ... Pain rdieven’ 10 L i En rediener 5 of fewed reducers mchill fas mit been drinking
fiwer reducr - SERTEAS " 1':, gy iz B chid b kst 3 lat of fluid due towariting o diamhes
‘:ﬂ.mrddalarﬁ-irﬂanmw dnyg : s kil bas high Biod presams, heart disease, Bwer carhisis, kidoey
EEtemporariy [rye-Free iz, of ] 3 s ohia 0 ohibd e othena W childistbong 3 dureti
B relienes mimar w:hes @l pains due o the Mk adocior or phar magistbe fore use if he childiz ®under 3
common cl, f, sne throt, headache and chor's vare for any i anliion ® thing zng' aher &E
T{?h B ez s foner poblems B tkes 3 Hood thinning (aoteaguant) o When using hiz product ® ke vih fud o ik if st
TS dooid dw o fkes athe Tdmigs  GnGining Lpﬂufu;m;sdshpusganddask agg]cﬂeélj‘.l rciub:#e'e ef;gwes
Alengy alet Ibaprofen may cwse 3 s zriplion o nonprescripion N3ADE irin, a0y orihe Tkemng A o s Ny + nt +
C g it A TN RN Dt T o e R bl + AL Do o btk e et Suriah
ainn 9‘11'91:-:1115 iy indde @ himes 8 Fchl  bnger tine than drected Heartatbek and siroke  that does ot gat hatter 8 chikd has sy ponics of heat problen s
sviding mmaﬁam )W shock ® skino waming: MSADs, aept mpinn noreasethe ek of - of roke: + chest paine bk breathing + weakness in ane
reddening @ rsh ® bisers, i an alergicrenton  heat :rg:nk huesart faihire, and stroke, These con be  pakor sde of body + shimed qpesch + kg sveling Bthe chill
awmlgupuse and zek medicd el right awsy 3l The nsk ishigher F pou uss morethan direced o

Lot/ Exp Date

Original Berry Flavor

e P A I g o Ly | (K

Stornach Heeding warnimg:  This prodect  for longerthan directed Sone hio tarning: Severs i E
corfare an M, which Ty caus sewere wﬁgmsl:errt sure throak of sone tit gompanied g
sorvach bleedng. The chane: iz highe § %-;-ur by hiigh fever, hreodrche, s, and winiing ray be

chibl: w bz hdd sorach ukers o bleeding sefiudaz, Coreubt doctar prorapty Do ity 2 rine than = Fo28 1M 2824 b ‘

s b =

- - "
- froug Faets (continued il T TET @ exhS ml sordaing: sodim |
ljmuymt e aE-,l reief v.um:l it duy (3 bours) of fegment 2M4 & A betian 2T BT EI Sanatus: if
®fewr o pan gets vnse of btz oorethan 5 dwys W redmessor sudingie FYIMES MRGRDANG 1 DROREN O TIZAND
E:s&rrtn Tl 31 B any fes 0 oS ppesr fagctive fngredients  feendtme potedum,

% ot of reach of dhildren bocaze of overdise, %pat medeal help of anbpdos dic add, arboswmetodiioss sodum,

Wik 2 Porkson Contmol Ceriter rig bt amey, (1500222 12229 Havors, ghpesanin, misrocrys Wline edulee, pdsabake
INrEoiane o this projust does wt contn drections or complete 30, gyl , puriied v e, sodum baeoaie,
ngnggfﬂtra@nm o ! Ao, ard sahan g
1 donot gve more Han drectd ® chake wel befwe SR useffons or caminents 7 Cal wekdas fom
8l = milfker ®find fght doce on chant ek f presible, we weight to
doziz oth ez e e lsfge ol endozed dozin NFEF.]S[S':I ik It ang?ﬂher 230/t 30 PMEST 2 13 7- 705 oda
d:usirE diddiz:, @ f posedied, repeeat dise every S-S hours B do ot usemore = This moduct is oot manfactured or disriboed by
thand ez 3 day w redaie gl botte daptn maintn chib redtane: Mol Corsumer Hedtheare, dsrboor of Chiden's

Hinge

lleeirg Chart MarniE
[ Weiht(E] | foely] Bovze [ [1*
N 2 | e Zyeds | askoa gooon EWEMFI i
20085 e 55 85 Sml Fernsuken, mmcianu LE:Qm nE
5471k -5 pears 15 ml
[ -5 pears 10wl
&0-71 |bs 9-10 pears 125 ml
1245 Tk 11 yeds 15 mL
Tior as dresed by 3 docioe

res

‘CHILDRENS IBUPROFEN ORAL SUSPENSION DYE FREE



ibuprofen suspension

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:\WK2XY110QM)

Inactive Ingredients

Ingredient Name
ACESULFAME POTASSIUM (UNII: 230V73Q5G9)
ANHYDROUS CITRIC ACID (UNII: XF417D3PSL)
CARBOXYMETHYLCELLULOSE SODIUM (UNII: K6790BS311)
GLYCERIN (UNII: PDC6A3C00X)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
WATER (UNIl: 059QFOKOOR)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SUCROSE (UNIl: C151H8M554)
XANTHAN GUM (UNII: TTV12P4NEE)

Product Characteristics

Color

Shape

Flavor BERRY (Original Berry)

Contains

Packaging

# Item Code Package Description

1 [1DC:76281-128- 4 in 1 caRTON

1 118 mL in 1 BOTTLE; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

ANDA ANDA210602

Basis of Strength
IBUPROFEN

Score
Size
Imprint Code

Marketing Start
Date

11/01/2023

Marketing Start
Date

09/30/2020

NDC:76281-128

Strength
100 mg in5 mL

Strength

Marketing End
Date

Marketing End
Date



Labeler - aAptaPharma Inc. (790523323)

Registrant - aAptaPharma Inc. (790523323)

Establishment
Name Address ID/FEI Business Operations
AptaPharma Inc. 790523323 manufacture(76281-128)

Revised: 11/2023 AptaPharma Inc.
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