CHILDRENS ACETAMINOPHEN ORAL LIQUID GRAPE FLAVOR-
acetaminophen liquid
AARNA USA INC.

Children's Acetaminophen Oral Liquid
Grape Flavor 160mg per 5mL

Pain Reliever

Alcohol Free
Aspirin Free

Active Ingredient

Active ingredient(in each 5mL) Purpose
Acetaminophen 160 Mg ......ccooviiiiiiiiiiiic i Pain reliever/fever reducer
Uses

temporarily:

e reduces fever

relieves minor aches and pains due to:
e the common cold

flu

headache

sore throat

toothache

Warnings

Liver Warning: This product contains acetaminophen. Severe liver damage may occur
if your child takes:

e more then 5 doses in 24 hours, which is the maximum daily amount

e with other drugs containing acetaminophen

Allergy alert:Acetaminophen may cause severe skin reactions. Symptoms may include:
e skin reddening

e Dlisters

e rash

If a skin reaction occurs, stop use and seek medical help right away.
Sore throat warning:

if sore throat is severe, persist or more than 2 days, is accompanied or followed by
fever, headache, rash, nausea or vomiting, consult a doctor promptly.

Do not use
e with any other drug containing acetaminophen (prescription or nonprescription).



e If you are not sure whether a drug contains acetaminophen, ask a doctor or
pharmacist.

e if your child is allergic to acetaminophen or anyof the inactive ingredients in this
product.
Ask a doctor or pharmacist before use if the child has

liver disease.

Ask doctor or pharmacist before use if your child is

taking the blood thinning drug warfarin. When using this product do not exceed
recommended dose (see overdose warning)

Stop use and ask a doctor if
e pain gets worse or lasts for more then 5 days
e fever gets worse or last for more then 3 days

e new symptoms occur redness or swelling is present. These could be signs of a
serious condition.

Overdose warning:

In case of overdose, get medical help to contact Poison Control Center (1-800-222-
1222) right away. Quick medical attention is critical even if you do not notice any signs
or symptoms.

Keep out of Reach of children

Directions

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

e shake well before using

e mL = millliter

e find right dose on chart below. if possible, use weight to dose, otherwise use age
e use only the enclosed dosing cup designed for use with product.

e if needed, repeat dose every 4 hours while symptoms last

[ J

do not give more than 5 times in 24 hours.

W eight Age W eight Age

(Ibs) (yrs.) Dose (tsp or mL) (Ibs) (yrs.) Dose (tsp or mL)
under 24  under 2 ask a doctor 48 to 59 6to8 2 tsp or 10 mL

25 to 35 2to 3 ltspor5mL 60to 71 9to10 21/2tsporl2.5mL
36to47 4tos5 L I2BPOTTS 54505 11 3 tsp or 15 mL

mL

Other Information

e Store at room temperature 20°-25°C (68°-77°F). Protect from freezing. Protect from
light.



Inactive Ingredients

Anhydrous Citric Acid, D&C Red No 33, FD&C Blue No 1, Glycerin, Grape Flavor,

Polyethylene Glycol 400, Purified Water, Sodium Benzoate, Sodium Citrate, Sorbitol

Solution, Sucralose.

Questions or comments?
call toll-free 1-877-225-6999

Manufactured for:
AARNA USA INC.

Leland, NC-28451

This product is not manufactured by or distributed by McNeil Consumer

Healthcare, owner of the registered trademark Tylenol Eixir.
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Acetaminophen
-
Oral Liquid
160mg per 5mL
and fever Reducer _ :
# FL.OZ (118 mL)

HDC: 82 568-0009-4

. [
Children's
PAIN RELIEVER
Mcohol Free
Azpirin Free
2 to 11 Years

For Ages
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Drug Facls
Active ingredient (in each § mL) Purpose
Acetaminophen 160mg .. . Panreleva | fever mducer

Ummwtm:alm:mmmmmm
o fir m i old m fi m headachy fmat  foofache

Liver warning: This prodacs conti
damagemay octur if your child takes:

mmor i 5 doses 24 hours, which is B macmum daly amount
wwith odher dnags confining acetaminophen.

ABergy sleri:

Aedaminophen may case v skin reachions. Symploms may
inchade: m skin madening a blisters mrash, If 2 skin mackion occus, sip
15 and sesk medical belp righ away.

‘Sone Bwroal warning: i sorefrod & severe, perdsts formorefan
2days, i accompanied or foliowed by fevar, headache, rash, nausea,
vmﬂumﬂadmm

Do mok gse m wiih any ofher dnsg i (preserigf
ornon iy wheher 2 dug contai
mmgnmamummswn
aceaminophen or any of the inaciw ingrdints i fhis poduct.

Aska doclor belore wve if your child has iver diszase.

Ask a doclor or pharmacist befiore use if your childis
taking e biood finning drug warfarin.

'When using ihis product, do not exceed recommended dose
(zee ovendoze warning)

Stopuse and ask a docler if mpan gels worse orlasts for mom fan
Sidays m fever gets worse or lasts formom than 3 days.

(1 mrednes ing is present

These couid be signs of a sedows condiion.

Keep outof reach of chil dren.

|m“ﬁ:hmdmnwmmam:
Prison Corirol Center right away (1-800-222-1222) Quickmedical
affienfiion s cifica even if you do not nofice any signs or symploms.
Directions

m fhis product does nof contain dreclions or complete wamings for
ikt 1552, shake well belore using

u ML= mililizr

w find right dose on chart bdow. B possible wse weight fo dose;
ofhawise, use age.

m 152 only e enciosed doding cop deigned foruse with product.
Do mot s any offier dosing device.

n if meeded, mpeat dose every 4 hours while sympioms kst
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160mg per 5mL
PAIN RELIEVER

and fever Reducer
Alcohol Free
Aspirin Free

For Ages
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8 FL.OZ (236 mL)

>
Drug Facls
Active ingredient (in each 5 mL) Purpose
Aceaminophen 160mg _Pain reliever | fever reducer

Uses tenporasy: mreduces fiaver mrdieves minor aches and pains doe fo:
e common cold m fiu m headache m som roat m loofache

Warnings

Liwer wearniin g This product containg acetaming phen. Sevem e damage
may ol your child fakes: m mom fan 5 doses n 24 hows, which is fhe
mdimem daly amoun mwith ofher dnags contaning acetaminophen.
Allergy alert Acefaminophan may cawse svem skin macions. Sympioms
ma include: m din reddming wblisiers m msh. i 2 skin eacfion ocours,
siop wse and seek medical hep right away.

Sore fhroal waring: if 0m Hroatis sevem, parsisls formone fan 2 days,
is acvompanied or fallowed by feve, headache, rash, nawssa, arvomiing,
corsult a doctor prmpdy.

Do nol s

m il any ofer dnag coiaining acetamingp hen prescipion or non
prescripiion], B you are nod sure whether 2 drug confairs acetaminophen,
ask a dochor or phamacist. m B yourchild is dlengic o acstaming phen or
any of the nacive ingredients in tis poduct.

Ask a doclor betore use if your child has iver disazsa.

Aska doclor or pharm acist bedore use i pour child ks faking e blood
When using Uhis prosducl, do mol exceéed recomm ende d dose
(3% overdose warning)

Shop s and 2k 2 doctor il

u pain gats womse or kst formom i 5 days m fewer gets wome or lsts
formim en 3 days. m new symploms occurredness or sweling is present
These could be: signs of 2 ssnows condiion.

Keep out of reach of chil dren.

(Overdese waming: In case of ovesdose, gef medical hep or confact & Poizon
Comir| Center (1-800-222-1222) right away. (Quick medical aenfion &
crifical even if you do mof mofice any Signs or ymploms.

Directions
(i product does not coriain drecions or complede wamings foradult use,
shaloe well bedore uing wmL=milllierm find fight dose om chart bdow.

B posaible, wse weighi o dose; offer wise use 2. >
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Oral Liquid

160mg per 5mL
PAIN RELIEVER

and fever Reducer

Alcohol Free
Aspirin Free

For Ages
2 to 11 Years

8 FL.OZ (236 mL)

A

Acetaminophen

Oral Liquid

160mg per 5mL
PAIN RELIEVER

and fever Reducer

Alcohol Free
Aspirin Free
For Ages

210 11 Years

16 FL.0Z (473 mL)

Acetaminophen
Oral Liquid

A

Drug Facts (continued)

wiko mof give: more fan 5 fimes in 24 howrs
wiky ot i v fhan 5 days wnless directed by doctor
u domot g than dieced dase waring)

bs.) | Age fyrs.) | Dost {isp or ml)®

inder 24 under 2 | ask a docior
M43 203 [1tsporSml
3o H 405 11/2tspor7.Smb
] (111 2 Bpar 10mL
60in M 9010 [212&pa125ml
720 % 11 3 Epor 15mL

*oras directed by 2 doctor

Other Information

sfore 3t room Eemperature 20°-25°C (68-T7F). Prokect fom
Freezing. Proect fom Light

Inactive Ingredients snydrous Ciric Acid, D&g
Red No 33, FD&C Blue No 1, Glycerin, Grape Ravar,
Polyemyizne Giycol 400, Purified Water, Sodium Benzoate,
Sodum Citraie, Sorbitd Salufion, Sucrlose.

Questions or comments?
cal iolree 1- 877-225- 60949,

**This, prodiuct i3 not mamuiacued or disrbuted by MNail
Consumer Healificare, owner of the e gistered mdemark Tancl® Elii™

Tamngir Eldant Do Mot L I Sataty Seal Undar Cag s Brokan or Masing
Exclusively distribuied by: Akmn Phamma inc. Fairfield, N-07004

Grape
Flavor Mma“us.n ‘ ll I ‘
Manf aciared for:
ANRMA USA e
i 8100098 M3
Drug Facts (continued)
mif neaded, repeat dose every 4 hours while symptoms 1ast
m do not give more than 5 times in 24 hours
mdo not give mare than 5 days unless direcied by doctor
Weight (Ibs.) | Age (yrs.) | Dose {tsp or mL)®
under 24 under 2 | askadocior
2410 35 203 1 t5p or 5 mL
36 to 47 45 1 1/2 tsp or 7.5 mL
4B 1o 50 GinB 2tspori0ml
6l to 71 Gto 10 | 2 1/2tsp or 12.5 mL
T2t % 1 dtsporisml
*or as dimcled by adocior
Other Information
store at room femperature 20°-25°C (B3-77°F). Pmotect fom
Freszing. Project from Light.
Inactive Ingredignts Arhydrous Giric Acid, D&G Red No 33,
FD&C Blue No 1, Glycerin, Grape Ravor, Polyethylene Glycol 400,
Purified Waier, Sodum Benzoate, Sodum Ciraie, Sorbitol Solusion,
Sucraoss.
Questions or comments ? call oll-frae 1-877-225-6909,

mmuumnnwumw
Consumer Healthcare, owner of the rgistered Sademark Tylenol® Bixirt

[ Tampar Evidant: Do Mot Usa ¥ Safety Saal Undsr Cap s Broken or Missing |
Exclus ively diiributed by: Akron Pharma ine. Fairfisld, NJ-07004

]

01’0

Mrna“usA

lml-lﬁlhn.
Letand, NC-28451




CHILDRENS ACETAMINOPHEN ORAL LIQUID GRAPE FLAVOR

acetaminophen liquid

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:82568-0009
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 160 mg in 5 mL

Inactive Ingredients

Ingredient Name Strength
D&C RED NO. 33 (UNIl: 9DBAOSBBOL)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
ANHYDROUS CITRIC ACID (UNIl: XF417D3PSL)
GLYCERIN (UNII: PDC6A3C00X)
POLYETHYLENE GLYCOL 400 (UNIl: B697894SGQ)
WATER (UNIl: 059QFOKOOR)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SODIUM CITRATE (UNIl: 1Q73Q2JULR)
SORBITOL (UNIl: 506T60A25R)
SUCRALOSE (UNII: 96K6UQ3ZD4)

Product Characteristics

Color Score
Shape Size
Flavor GRAPE Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:82568- ;
1 0009-4 1in 1 CARTON 07/01/2024
1 118 mL in 1 BOTTLE; Type 0: Not a Combination
Product
NDC:82568- :
2 0009-8 1in 1 CARTON 07/01/2024
2 236 mL in 1 BOTTLE; Type 0: Not a Combination
Product
3 NDC:82568- 473 mL in 1 BOTTLE; Type 0: Not a Combination 07/01/2024

0009-6 Product



Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC Monograph Drug M013

Labeler - AARNA USA INC. (118515992)

Revised: 7/2025

Marketing Start
Date

07/01/2024

Marketing End
Date

AARNA USA INC.
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