LITTLE FEVERS BY LITTLE REMEDIES- acetaminophen liquid
Medtech Products Inc.

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

Little Fevers Little Remedies

Drug Facts

Active Ingredient
(in each 1.0 mL)
Acetaminophen 80mg

Purpose

Pain Reliever/Fever Reducer

Uses

Temporarily:
e reduces fever
e relieves minor aches and pains which may be associated with the common cold, flu, headache, sore
throat or toothache.

Warnings

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

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

e with other drugs containing acetaminophen.

Ask a doctor before use

if your child has liver disease.

Ask a doctor or pharmacist before use

if your child is taking the blood thinning drug warfarin.

Do notuse:
e with any other products containing acetaminophen, (prescription or non-prescription). If you are
not sure whether a drug contains acetaminophen, ask a doctor or pharmacist.
e [f your child is allergic to acetaminophen or any of the inactive ingredients in this product.

Sore Throat Warning: If sore throat is severe, persists for more than 2 days, or is accompanied by
fever, headache, rash, nausea or vomiting, consult a doctor promptly.
When using this product

DO NOT EXCEED RECOMMENDED DOSAGE: taking more than the recommended dose
(overdose) may not provide more relief and may cause liver damage.



Stop use and ask a doctor if:

® new symptoms occur

e fever gets worse or lasts more than 3 days

e pain gets worse or lasts more than 5 days

® redness or swelling is present. These could be signs of a serious condition.

Keep out of reach of children.

Overdose

Warning: Taking more than the recommended dose (overdose) can cause serious liver damage. In case
of overdose, get medical help or contact a Poison Control Center right away

(1-800-222-1222). Prompt medical attention is critical even if you do not notice any signs or symptoms.

Directions

This product does not contain directions or complete warnings for adult use.

Shake well before using.

Find the right dose on the chart below. (If possible, use weight to dose; otherwise, use age.)
Only use the enclosed dropper. Do not use any other dropper, spoon or dosing device when giving
this medicine to your child.

Fill the enclosed dropper to the prescribed level and slowly dispense the liquid into your child’s
mouth (towards the inner cheek).

If needed, repeat dose every 4 hours while symptoms last.

Do not give more than 5 times in any 24-hour period (see overdose warning).

Replace dropper tightly to maintain child resistance.

Weight Age

(Ibs) (yrs) Dose
Under Under
24 7 Ask a doctor
2.0 mL
24-35 2-3 (1.0 mL + 1.0mL)
3.0 mL (1.0mL +
36-47 4-5 1.0 mL + 1.0mL)
Other Information

e Store at 20-25°C (68-77°F)
e QOral dosing device enclosed.

e Tamper Evident: This product has a foil seal under the cap. Do not use if broken or missing.
e Check expiration date on bottle or box before using.

Inactive Ingredients:

Citric Acid, Glycerin, High Fructose Corn Syrup, Natural Flavors, PEG, Propylene Glycol, Purified
Water, Sodium Benzoate and Sucralose

Questions?
For further information you may contact us at:

1-800-7-LITTLE Mon.-Fri. 8:00 a.m. to 8:00 p.m. EST, or visit us at www.LittleRemedies.com.
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PRINCIPAL DISPLAY PANEL

MEDICATED FOR INFANTS
Little Fevers ®

by Little Remedies ®

NEW!

FEVER/PAIN

RELIEVER

Acetaminophen

SAFE, GENTLE & EFFECTIVE
NATURAL BERRY FLAVOR
SEE NEW WARNINGS INFORMATION.
1FL.OZ. (30 mL)

Drug Facts _ B st covpae
AcTive Ingredient fin sach 1.0 mi) Purgose | | |desig derits whes siving Dis '
Acetaminophen g0 mp._Pais RelievarFevor Roducar] | |CEisne o yost il

preacrbad el mm dispense

Uses Temporarty: m reducas faver ® raliaves mines sches and B hiquid it your chisd's mouth
m witich may be sseocated with 1he commea cold, flu, {lowards B inner chask|.
he, Bore Thrast of nathachs. m |1 neeled, repeal dose avary 4

” Bours whils pymptoms st
Wamings = (g red geva mord than 5 times in
Liwar warning: This peeduct contains acetamincphen. Saver affy 24-hour panod (e ouerdoss
livar damage may aocur if yoar child fakes = more than & doses warsing)
in 24 hows, which is the maximem daily amont = with other

= Heplace d r tighthy 1o maimlain
druge coatainng scetamincphes child resistan T iy

sk 2 doeclur batare e il pour child has liver dissase. Waight  Age - = g
Ask 5 declor o pharmacis! before usa if your ehild ix aling lbs)  _[yE} Mtk ‘ ."_')
the bbeed thinning drug wartarin. Uradar | Undar| 4o o gocper

2

h'E""n""m mrctmrprom;munmg : 1 2 o
acalaminaphen, (prescripBon or non-peescrigon). M you ane n m

sure m"ﬁ.rmﬂ tonlans acstaminophen, asi.adgum ol M350 23 |y gml+ 10ml "EW! r
pharracisl, ® 1 your child = allergic to acslaminaphen ar amy

of 1he inactive ingredients in this product 47| 45 %%T&Tmﬂ

|
Little Fevers® Fever/Pain Reliever | | Drug Facts (continued) MEDICATED FOR INFANTS L ﬁ‘L E

Fm_ i

” I“-\__FI
FEVER/PAIN 48
RELIEVER %y 3

Linle Remedses® Products provide
sxile el efecive fonmiltss o
supgt The health and well-being
af your chiliL Witen It comies L1
childrens healthcare, we
seeadfastly believe “lese 5 mone”
ol girive o meske gure that eads
of our products comains jest
what & needad Tor 1as1, safe, and

Swr]’hmlhmﬂ If sore Shroal is severs, persists for more » Bty AN - TR W

Eda'ys or is aceommpanid Sy fever, headacha, rash, naueas ﬂﬂiﬂ' Iﬂh.rma'fmn Limle Ramedies” Products seakl
Df'nlbﬂ'ltlr!ﬂ coneull & docher pmn_‘m & Slore o A0-25°C (B-T7T°F) ] » the: use of unmecessany addilives,
Whan esing s prodac DD T EXLEED AECOMMERDED . 5"* ““"E"Eﬂ";h"‘ﬂ"i Litthe Rermedles™ products contasn
ot ot et oy e e i) | | o' o et e e .0 Acetaminophen gl St
Etop use and ash a doclar il; = paw tome occur ® faver \SR [ DN OF MEsking -
mm*ﬂ?s,mmm ,“M,Hnﬁ ﬂa?;h:?llﬂ gmﬂm”aﬂ: uﬁfﬂﬁ:ﬂ date on battie or v Mo Arrificiol Flavors
more w redness ar sweling s peesen o : v Mo Antificiol Dye
b ;gnl nl'a?!rﬁio-s;cw:dh:r. ity E*::;u ﬁmrgng-tcm: kst'd“ » ._‘. —
Keap vat of reach of children, e o s ]
Ovardoze Wamming: Taking mor thas The rcommentdod cosa ﬁﬂf'émﬁ “H&E&pmp C 1 V11
[ovartos) Cn IS BNOUE e In cassm of meardoas, Barmoats nad Secraioss 1

I mac cal halp o conoet & Paison Gontmi Cenbar right mesy Tomfiana?For | T : H
1-800-222-1227). Peompl medscal attanbion | crilieal aven If wafhenz? For further imormetion
il 06 feal nulite Sy tighe of Sy malois. }uurm_;{mnh:iusm. 3 This Lintle Remediest® Product has
-300-1-LITTLE Man.Fn. 8:00 a.m. MM Tearradatd 1o
Dirsch o 800 u.lm. EST, or visit us ot pravide small concentrated doses
1“'!:".r| ﬂﬂ A ! i el g vty e for easier adminisiration.
hakz well before using. 2010 Disd. by: Medisch Prochcts For accurate dosing; anly use the
-Fmdm right dose on the chart below > Ing., Irvingdon, NY 10533, a Prestige enciosed dropper and follow all
{H poasibéa, e walgnd to doet; olhereise. woa Bga.) Brands Comgany  Madein U5 chossding InsAruCctiong.
LADGE1H
acetaminophen liquid
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:63029-601

Route of Administration ORAL




Active Ingredient/Active Moiety

Ingredient Name

ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9 D)

Inactive Ingredients

Ingredient Name
HIGH FRUCTO SE CORN SYRUP (UNIL: XY6 UN3QB6S)
SODIUM BENZOATE (UNIL: 0J245FE5EU)
GLYCERIN (UNIE: PDC6A3C00X)
POLYETHYLENE GLYCOL (UNI: 3WJQ0SDWIA)
PROPYLENE GLYCOL (UNIE: 6DC9Q167V3)
SUCRALOSE (UNI: 96K6UQ3ZD4)
WATER (UNIE: 059 QFOKOOR)
ANHYDROUS CITRIC ACID (UNIL: XF417D3PSL)

Product Characteristics

Color WHITE

Shape

Flavor RASPBERRY

Contains

Packaging

# Item Code Package Description
1 NDC:63029-601-01 1in 1BOX

1 30 mL in 1 BOTTLE, PLASTIC

Marketing Information

Basis of Strength Strength

Score
Size
Imprint Code

Marketing Start Date

ACETAMINOPHEN .8 mL in 1mL

Strength

Marketing End Date

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date

OTC MONOGRAPHNOT FINAL part341

Labeler - Medtech Products Inc. (122715688)

Revised: 7/2010

07/05/2010

Medtech Products Inc.
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