MAX RELIEF JUNIOR GRAPE- children acetaminophen suspension
Akron Pharma Inc.

MAX relief junior

Children's Pain Reliever
Acetaminophen Oral Suspension
Grape Flavor

160mg per 5mL

Dye-Free

Active Ingredient

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

temporarily: 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 blisters

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

this product does not contain directions or complete warnings for adult use
shake well before using

mL = milliliter

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

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 tspor 10 mL

25 to 35 2to 3 ltspor5mL 60 to 71 9to10 21/2tsporl2.5mL
36to47 4tos5  LI2TPOTTS 554505 11 2 1/2 tsp or 12.5 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, Grape Flavor, Glycerin, Microcrystalline cellulose and Sodium

Methyl Cellulose, Potassium Sorbate, Purified Water, Sorbitol, Sucralose, Sucrose,

Xanthan gum.

Questions or comments?

call toll-free 1-877-225-6999

Manufactured for

Akron Pharma, Inc.

Fairfield, N) 07004

www.akronpharma.com
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NDC 71399-0048-4 | | Drug Facts NDC 71399-0048~4 || Drug Facts (continued)

5% - Active ingredient (in each 5mL)  Purpose M AX = g o ot g mors bin'§ fmes a 24 hows
MAXelief,,,, | e relief,;, [ snimmm

inlor

. U iy . : i

i e i o P o e
Wamir 241035 2f03 [ TtsporsmL

i || Children e

My OECUr If your 3

PAIN RELIEVER ||miaitimemsssmmema | PAIN RELIEVER || Fietsttstsm
w with other drugs containing acetaminophen. ) ?immm;1 3tsp or 15mL

and fever Reducer [[mee @ smamsmmn || @Nd fever Reducer D

. inciude: m skinreddening m bisters m rash, I a:skin reaction ocours, stop = Other Information ) .

Acetaminophen o mdseskmadclhep vy Acetaminophen storea room temperatur 20°25°G (68-77). Prtet fom

Sore threat warning: if sore froatis severe, persists for more than Freazing. Protect from Light.

Oral Suspension 2y, is accompanied o e oy Ve, hatche, s, naes, Oral Suspension s It PoN—

orvomith, consuta doctorprompty. o _ fivor, glycerin, microcrystaline celblose and sodim
160mg per SmL Do not usem wit any ofer drug conaining acatamingphen (prescription 160mg per SmL carboxymethylcellulose, potassium sorbate, purified water,
ormonprescripion), f you are not sure whether a drug contains sorbitol, sucralose, sucrose, xanthan gum
acetaminophen, ask a docioror pharmacist m I your child is allergic to =
acetaminophen or any of the inacéve ingredients in fis product Questions or comments?
sk a doctor before use if your child has [ver disease. call ok o - 477 -22-0000,

Ask a doctor or pharmacist before use if your child is

taking the blood thinning drug warfain.

When using this produet, do not exceed recommended dose
(see overdose warning)

Stop use and aska doctor if m pain gets worse or lasts for more than
5 days m fever gefs worse or |asts for more than 3 days.

mnew symptoms occur mredness or swelling is present

These coukd be signs of a serious condition.

Keep out of reach of children.

Overdose warning: In case of overdose, get medical hedp or contact a
Poison Gontrol Center night away (1-800-222-1222). Quick medical
atintion is crifical even if you do mot notice any signs or symptoms.
Directions

wihis product does not contain directions or compilete warnings for
adult use, shake wel before using

mmL=milliiter

wfind right dose on chart below. If possible, use weight o dose;
otherwise, use age.

wuse only fhe enclosed dosing cup designed for use with product.
Do not use any other dosing device.

wif needed, repeat dose every 4 hours while sympioms last

RI

**This product is not manufactured or distributed by McNel
Consumer Healthcare, distributor of Infants* Tylanole Oral Suspension.

TAMPER EVIDENT: DO NOT USE IF PRINTED SAFETY SEAL
AROUND BOTTLE OR UNDER CAP IS BROKEN OR MISSING.

Akr<ln Pharma
Manufactured for:
Akron Pharma, Inc.

N

Fairfield, NJ 07004

2PAIN+FEVE
ZPAIN+FEVER

>
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=
s
=

4

4 FL.OZ (118 mL) » www.akronpharmacom 3771399700484 0
NDC 71399-0048-8  |Drug Facls Drug Facts (continued)
u g Active ingredient (in each 5 mL) Purpose || Do not use any other dosing device. mif needed, repeat dose every 4
r'e/lef = Acetaminophen 160 mg Pain reliever / fover recucer | | Nours while symptoms lastm do not give more than 5 times in 24 hours.
J”n Ior Uses temporarily: m reduces fever m relieves minor aches and pains due to: mthe common cold Weigdht (;Zs-l Aﬂed?f;-] DB:B g:n or mL)
Dye-Free u flu m headache m sore throat m toothache %%%
C (‘{ ' Warnings ) ) ) ) 361047 4105 | 11/2tspor7.5mL
Haren s Liver wamning: This product contains acetaminophen. Severe liver damage may ocour if your chid 281059 5108 | 2tspor 10mL
takes: mmore than 5 doses in 24 hours, which is the maximum daily amountm with other drugs 5010 71 91010 “L/“S or 125 mL
PA ’ N R E L ’ E VE R containing acetaminophen. Allergy alert: Acetaminophen may cause severe skin reactions. D -
Symptoms may include: m skin reddening m bliters m rash. If askin reaction occurs, stop use and 721095 1 3tsportsmL
an d feve r Reducer seek medioal help right away. Sore throat waming: i sore throat is severe, persists for more than | [ Ogher Information
Acet amin o h en 2days, is accompanied or followed by fever, headache, rash, nausea, or vomiting, consult a doctor | | store at room temperature 20°-25°C (69-77°F). Protect from Freezing.
m L P promptly. Do not use m with any other drug containing acetaminophen (prescription or non Protect from Light.
Oral Suspension :m(:g);l{fﬁf;ﬁﬁ:ﬁ;ﬂ::aﬂﬂl:ﬁimmﬂé?gg; :1 this Inactive Ingredients anhydrous citric acid, cherry flavor, glycerin,
160mg per 5mL product microcrystalline cellulose and sodium carboxymethylcellulose, potassium
sorbate, purified water, sorbitol, sucralose, sucrose, xanthan gum
Ask 2 doctor belors wse I your chiM has kver disoaso. Questions or comments ? call tol-tree 1-77-225-6999,
Ask a doctor or pharmacist before use if your child is taking the blood thinning drug warfain. **This product is not manufactured or distributed by McNeil
When using this product, do nol exceed recommended duse (se se waming) Consumer Healthcare, distributor of Infants' Tylenol® Oral Suspension.

TAMPER EVIDENT: DO NOT USE IF PRINTED SAFETY SEAL

$lop use and ask a doctor if m pain gets worse or lasts for more than 5 days m fever gets worse or AROUND BOTTLE OR UNDER CAP IS BROKEN OR MISSING.

lasts for more than 3 days. m new symptoms occur m redness or swelling is present.
These could be signs of a serious condition.
Keep out of reach of children.

Overdose warning: In case of overdose, get medical help or contact a Poison Control Center
(1-800-222-1222) right away. Quick medical attention is criical even f you donot notice any signs

or symptoms.
Directions
:Si 11;; T?rﬂmmi :‘:ﬁ len(nwcmtan directions or complete warnings for adult use, shake well before ﬂlﬂdﬂ Pharma
wiind right dose on chart below. If possible, use weight to dose; otherwise, use age. Manufactured for:
wuse only the enclosed dosing cup designed for use with product. Akron Pharma, Inc. N
» Fairfield, NJ 07004
www.akronpharma.com 3 3 8




NDC 71399-0048-8

NDC 71399-0048-8

ﬂ Drug Facls 5 Drug Facts (continued)
7 ) Active ingredient (in each 5 mL)  Purpose M AX 5 : »d0mel gve Mo Fan s n 24 oars
MAXr 1 R i FEliE] iy | e
Dye-Free Uses s ferer mrdiees minoraches and pa Dye-Free
¥ : dxiwan P e : ; weigh (bs) [ Age (ys) | Dose fisp or mi)
Cl‘lluf‘eh s Wamings c!’llul‘(’iﬂ S unde 74 | wde? |askadcor |
Liver warning: This prodiact condins acetamirophen. Sever iver izg izg %ﬁnﬁsm
PAIN RELIEVER ==z .. | PAIN RELIEVER || Ep e
and fever Reducer e T ——— and fever Reducer Tros | 1 |swa i
. Pectamiophen my Symptoms may = *or as direcied by a doctor
Acetaminophen e sinvdinin aisbmar fasrmeinonnsn |- AC@taminophen
b ¢ and seekmedical belp right awy. 2 Other Information
Oral Suspension S et iy h;::iss:::ws’ssh;:em Oral Suspension mﬂm&mg 2025 (577 Pt o
160mg per 5mL ammaa;fumﬁz ’ i 160mg per 5mL i TR T
Beton 5 o e e e Iechve ngrodiont s i
it O e e A
axetamiophen orany of te iractve ingederts i this poduct
sk a doctor before use i your chil has fver dsease mfﬁﬁmmmb?
Ask a doctor or pharmacist before use if pour child is i

taking e blood finning drug warfain. T  or distiuted by
Congsmer Hedthcare, dstributor of Infants’ Tylencé® Oral Suspension.

Wheen using o not exceed dose

(see overdese waming) TAMPER EVIDENT: DO NOT USE IF PRINTED SAFETY SEAL

AROUND BOTTLE OR UNDER CAP IS BROKEN OR MISSING.

Slop use and 22k 3 doclor if mpain gets worse or lsts formom than
5 days m fevergels wirse or ksts formore than 3 days.

W TEW Sy d s

These could be signs of a sedows condiion.
Keep out of resch of childen.

(Overdese warming: In caseof overdo se, get medical hep or confiacta
Fokson Comim| Center (1-800-222 -1222) right away. Quick medical

‘affeniion is critical even f you do not nofice any siges or symploms.

Size : 58x160x58mm Lock Bottom

SPAIN+FEVER

fPAIN+FEVER

Directions

mffis product does ot contan direcions o complele wamings for

adhlt use, shale wellbefor using

mmL=miliitzr

wfind ight i possible, use weight to d

;ﬂﬁmmmdmmm fior wese with product.

use ay oerdusig
e jelie * 7
¥ T N Pharma
flavor » || flavor Manufactured for:
R
8 FL.OZ (236 mL) ol BFLOz(2ssm) [ T 8
Drug Facts NDC 71399-0048-5 | Drug Facts (continued)
Active mgrediem (m each 5 m{_} Purpose o use with product. Do not use any other dosing device.
ACEIAMINOPNEN 160 MQ cevv PN rEliEVEF / Tever reducer ; wif needed, repeat dose every 4 hours while symptoms last
re le & 5 w do not give more than 5 times in 24 hours
Uses temporarity: m reduces fever m relieves minor aches and pains due to: ”n ’ 0 r m do not give more than 5 days unless directed by doctor.
u the common cold m flum headache m sore thmat m toothache J
P - Weight (Ibs.) | Age (yrs.) | Dose (tsp or mL
Warnings Dye-Free :d (24 ) md(v - ) ! g ; )
Liver warning: This product contains acetaminophen. Severe liver damage c . ( A ) under under asK a doctor
may oceur if your child takes: m more than 5 doses in 24 hours, which i the Haren s 241035 2103 | Ttspor5mL
maximum daily amount m with other drugs containing acetaminophen. 3610 47 4105 11/2tspor7.5mL
Allergy alert: Acetaminaphen may cause severe skin reactions. Symptoms PA ’N REL ’EVER 4810 59 608 | 2tspori0mL
m&'hdﬂa’zlsl:nl:ddgirrﬂ -‘u:mrs-rash.ifasunmacﬁmms, 80 to 71 910 10 21/2tspor 12.5mL
stop use and seek m p right away.
Sore throat warning: i Soe thot s Severe, persists or more than 2 days, and fever Reducer 0% | Seporiomt
is accompanied or followed by fever, headache, rash, nausea, or vomiting, . *or as directed by a doctor
consult a doctor promptly. z Acetamlnophen Other Information
Donot use B ) N Oral Suspension store af room temperature 20°-25°C (68-77°F). Protect from
u with any ﬂ)th;f drug ﬁl:lmtﬂﬂmﬁ;{ﬂmgmﬁmhm t;; f[;m m Freezing. Protect from Light.
prescription), if you are not sure 6r a drug contains acetaminophen, 160m er 5mL : : — .
s o orfamei oo 6 aerimien = o i o e
any of the inactive ingredients in this product. > cellulose, potassium sorbate, purified water, sorbitol, sucralose,
Ask a doctor before use if your child has liver disease. sucrose, xanthan gum
mm :;;:‘"“‘ Delord usoif your ehild is taking the blood Questions or comments ? call toll-free 1-877-225-6999,
T : **This product is not manufactured or distributed by McNeil

&“&'ﬂ“ﬁﬁm donof exceed recommended dose Gl Hmﬂeﬁmm&' o it Tienod Uraleéuspmsinn
Stop e s s dcr ARGUND BOTTLE ORUNDGRCAP 1 BROKEN OR el
m din gets worse or lasts for more than 5 days m fever gets worse o lasts for =

more then 3 days. m new symptoms occur m redness or swelling is present.
These could be signs of a serious condition.

Keep out of reach of children.

Overdose waming: In case of overdose, getmedical help or contacta
Paison Control Center (1-800-222-1222) right away. Quick medical
attention is critical even i you do not notice any signs or symptoms.

Directions

u this product does not contain directions or complete warnings for
adult use, shake well before using w mL =milliliter m find right dose on
chart below. If possible, use weight to dose; otherwise, use age.

m use only the enclosed dosing cup designed for

Akr&/n Pharma
Manufactured for:
Akron Pharma, Inc.
Fairfield, NJ 07004
www.akronpharma.com

307139900486 4

16 FL.0Z (473 mL)




MAX RELIEF JUNIOR GRAPE

children acetaminophen suspension

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:71399-0048

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
ANHYDROUS CITRIC ACID (UNIl: XF417D3PSL)
GLYCERIN (UNIl: PDC6A3C00X)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
CARBOXYMETHYLCELLULOSE SODIUM (UNII: K6790BS311)
POTASSIUM SORBATE (UNII: 1VPU26JZZ4)
WATER (UNIl: 059QFOKOOR)
SORBITOL (UNII: 506T60A25R)
SUCRALOSE (UNII: 96K6UQ3ZD4)
SUCROSE (UNIl: C151H8M554)
XANTHAN GUM (UNII: TTV12P4NEE)

Product Characteristics

Color Score
Shape Size
Flavor GRAPE Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:71399- ;
1 0048-4 1in 1 CARTON 04/24/2024
1 118 mL in 1 BOTTLE; Type 0: Not a Combination
Product
NDC:71399- :
2 0048-8 1in 1 CARTON 04/24/2024
2 236 mL in 1 BOTTLE; Type 0: Not a Combination
Product
3 NDC:71399- 473 mL in 1 BOTTLE; Type 0: Not a Combination 04/24/2024

0048-6 Product



Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC Monograph Drug M013

Labeler - Akron Pharma Inc. (067878881)

Revised: 4/2024

Marketing Start
Date

04/24/2024

Marketing End
Date

Akron Pharma Inc.
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