CHILDRENS PAIN RELIEF ORAL SUSPENSION- acetaminophen suspension
Pharmacy Value Alliance, LLC

Childrens Pain Relief ORAL SUSPENSION Cherry Flavor
Drug Facts

Active ingredient (in each 5 mL =1 teaspoonful)
Acetaminophen 160 mg

Purpose
Acetaminophen.... Pain reliever/fever reducer

Uses temporarily Wl reduces fever

Ml relieves minor aches and pains due to:

B the common cold W flu W headache W sore throat
W toothache

Warnings

Liver warning

This product contains acetaminophen. Severe liver
damage may occur if your child takes: @l more than 5
doses in 24 hours, which is the maximum daily amount
B with other drugs containing acetaminophen

Allergy alert: acetaminophen may cause severe skin
reactions. Symptoms may include: W skin reddening
W blisters Wrash

If a skin reaction occurs, stop use and seek medical
help right away.

Sore throat warning
If sore throat is severe, persists for more than 2 days,
is accompanied or followed by fever, headache, rash,

Do not use

B with any other drug containing acetaminophen
(prescription or nonprescription). If you are not sure
whether a drug contains acetaminophen, ask a doctor
or pharmacist.

W if your child is allergic to acetaminophen or any of
the inactive ingredients in this product.

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.

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

Stop use and ask a doctor if
W pain gets worse or lasts more than 5 days W fever
gets worse or lasts more than 3 days B new symptoms occur W redness or swelling is



present
These could be signs of a serious condition.

Keep out of reach of children
Keep out of reach of children.

Overdose warning

Taking more than the recommended dose (overdose)
may cause liver damage. In case of overdose, get
medical help or contact a Poison Control Center right
away. (1-800-222-1222) Quick medical attention

is critical for adults as well as for children even if you
do not notice any signs or symptoms.

Directions

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

B shake well before using

B ML = milliliter; tsp = teaspoonful

M find right dose on chart below. If possible, use

weight to dose; otherwise, use age.

W if needed, repeat dose every 4 hours while

symptoms last

W do not give more than 5 times in 24 hours

W do not give for more than 5 days unless directed
by adoctor.

Weight (Ib) Age (yr) Dose (mL or tsp)*

under 24 under 2 years ask a doctor
24-35 2-3 years 5 mL (1 tsp)
36-47 4-5 years 7.5 mL (1Y2 tsp)
48-59 6-8 years 10 mL (2 tsp)
60-71 9-10 year 12.5 mL (2Y2 tsp)
72-95 11 year 15 mL (3 tsp)

*or as directed by a doctor

Attention: use only enclosed dosing cup specifically
designed for use with this product. Do not use any
other dosing device.

Other information

W each 5 mL (1 tsp) contains: sodium 3 mg

W store between 20-25°C (68-77°F)

W do not refrigerate

B Keep carton for full directions for use.

Inactive ingredients anhydrous citric acid,
butylparaben, FD&C red #40, flavor, glycerin, high
fructose corn syrup, microcrystalline cellulose and
carboxymethyicellulose sodium, propylene glycol,
purified water, sodium benzoate, sorbitol solution,



sucralose, xanthan gum

Questions ?Call weekdays from 9:30 AM to 4:30
PM EST at 1-877-798-5944
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PAIN RELIEVER - FEVER REDUCER
ACETAMINOPHEN

ORAL SUSPENSION
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Compare to the active
ingredients in Children's
TYLENOL® Oral Suspension**

Ages 2-11 years

Children's
Pain Relief

PAIN RELIEVER - FEVER REDUCER
ACETAMINOPHEN

ORAL SUSPENSION
160 mg per 5 mL

e Alcohol Free
e Aspirin Free
e |Ibuprofen Free

Use ONLY enclosed
dosage cup

Cherry Flavor
4 FL OX (118 mL)

INDEPENDENTLY TESTED
PV
SATISFACTION GUARANTEED

DO NOT USE IF PRINTED NECK BAND IS
BROKEN OR MISSING

If for any reason you are not satisfied
with this product, please return it to the



store where purchased for a full refund.

Distributed By:

Pharmacy Value Alliance LLC
407 East Lancaster Avenue,
Wayne, PA 19087

**This product is not manufactured or distributed
by McNeil Consumer Healthcare, distributor of
Children's Tyleno!® Oral Suspension.
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D0 NOT USE IF PRINTED NECK BAND 15 BROKEM OR MISSING
Active ingredient {in oach 5 mi = 1 feaspoomiuf) Prrpose
Acezaminophen 160 mg Pain religveniever educer

Uzeg Temposarily M rechucss fever M rebeves minor aches and pains due o0

W the comman cold M flu W headache M sore throat W iocthache

Warmisgs: Liver warning This praduct containg acetaminaphen, Sewera Bver damage
may cecur il your chikd takes: B more than 5 dases in 24 hours, which is the maximem
daily amount B with other dnugs conaining acetaminophen Allengy alest:
acetaminoghen may cause severs skin reactions. Symptomes may inchude: W skin
reddening M bisters M rash IFa skin rezction ocours, stop use and ssek medical help
right awary. Sane throal waming: I sore throat is sevene, persists Tor more than 2 days,
is accompanied of folkwed by dever, headache, rash, nausea ar vomiting, consull a
dactor prompty, Dy not wse: @ with any osher dnig cantaining acetaminaphen
{prescription or noaprescrigtion), W you are not sure whather a drug containg
acetaminophen, ask a doclor or a pharmacist, Wif your child is allergic b
acetaminenhen or any of the inactie ingredients in this product. Aska doetar bafore
use i your child kas fver dsease. Ask a doctor or phasmacist before use if your child
i tzking the blpod thinming drug warfarin, Whes wsing this product do not exceed
recommended dose (see overdose warning] Sbop use and ask a dector it B pain gets
worse or lasls more than 5 days W fiver gebs wors? of lasls mane than 3 days Bl ew
sympams ocour B redness of swelling is presend These coukd be Sgns of a senous
concitian, Keep oul of reach af children. Overdose waming: Taking more than the
recommended dase (opwardase) may cause [wer damage, Incase of averdose, get
mieclical hilp or cortact 2 Poison Gontrol Center right away. (1 BO0-222-1222) Duick
miedical attantion is critical for adults as well 25 for chilidren even il you do nol notice any
signg nr sympinme (Meactines W this prndued does nad eontain directione or eamplebe
warnings for adult wse, Wghake well bedore using W mL = milliiter; t=p = teaspoondul
W find right dose on chart below. i possible, use weight %o dose: ofheraise, use age.
Wil needed, repeat dose sery 4 hours while symgloms kst B do not g mare than §
timness in 24 hours W do not gee for moee than 5 days wnkess directed by 2 doctor,

Waight {Ib} Age yr) Dose (mL or 1sp)*

ynoer #4 under 2 years ask a doctar

24-35 2-3 years 5 mL 1 tsp)

Jo-4/ 4-5 years 7.5 mlL (1% tsp)
KR -8 years T mL (Z &)

B3-T1 310 years T2.5 mL (2% I5p)

72-05 11 years Taml (3tsp)
“or as directed by a docior

Attention: use only enclosed dasing cop specifically designed far use wih this

procuct. Do not use any olher dosing device. Ofver infarmalian B each 5 mL {1 tsp)

mnhllx sodivm 3 miy M store between 20-25°C (GA-77°F) 0 do not refrigerate
ngredigmis: arkrydrous cilric acid, buylparaben, FOAE red £40, lavar,

ulgwin. hi 1ruc|m COPM SYTUR, rrm:m-:rys‘lallm cellulose and

narbaeymithedenliulose sodium, propyiens ghvcod, purificd wirtor, sodsum

benaaste, sorbibal salulicn, sucrahse, xandhan gum

Ouestions? (21 1-877-795-5044 LOT:

[Distrbuted By: Pharmacy Value Alliance LLG

407 East Lancaster Avenue,

Wayne, FA 19087 LR-099 EXP:
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Drug Facts (continued)

Ages 2-11 years

Children's
Pain Relief

PAIN RELIEVER - FEVER REDUCER

|
ORAL SUSPENSION
160 mg per 5 mL

+ Alcohol Free
* Aspirin Free
* |buprofen Free
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Drug Facts
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Warnings
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Thie product contging AeEmisopien. Seven ivir
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W with othar drugs COTiEnieg ECFlamngphan

Allergy alar: RefaminDphen May CRUSE SEVE Skin
reaciions. Gymploms may inclede: Wskia redédénng
B bt W s

118 ki (RECTHON SCTAUTE, FI00 USE and Seek medic
halp right away.

Sore thioal wamisg

If sore Brodl & demie, e isele 108 mosa an 2 daye,
i§ AEC0m peniag or iglipwed by tewer, eadache, rash,
Tiadestsd i wumibng, wesell a oo onply

Da ral use

W wth aty DEDET dFw GANANING ACETRMINDN hen
(prescription or nengrescrigtian). IF you are nal sme
whefier a diug containg acelamnapiien, ik & Batln
ar phanmacisl

il your child is abergic m acetaminaphen orany of
the inacthse ingredisnts in s producl
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e ral notice any Sgns o sy pame
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W shake wall befane using
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weight t dose; othersise, 158 apa

Wil needad, repaxl dose meery 4 hours whie
sympriame last

M do nat ges more faan 5 1mes in 24 houwes
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2438 FET T sl (1 Rl
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T posing dawica

{ifver infarmation

W each 5 mL (1 1sg) eantains: sodiem 3 mg
W stoee Sebween 20-35°C (BE-TTF)

W o 8] ralrigerata

W Keap cardon dor full dimssians fof s,

Tk 3 doster or pharmased betars uee il pear ehid
it [aking ™ hingd thinsieg dnig warfarin

‘When using Ihis prodect de sl aacesd

R MAMEN BRE 0258 (SEE ONETEOSE Warring)
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W i LS weaid OF IS MOed TN 5 davs W tevar
(E{E we2rsa 0r Lasis mone than 3 days B new
sympioms accur B redness ar swelling 15 prsanl
Theese oul] B8 §igra o 8 srious cond o
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Dueedase warsing

Taking move then the recommandsd dose (avendos:)
may cause Feer daEaQa, |0 casd of conrsns, gl
middical hedp orzomact a Pasan Coatrol Cemar right
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butyiparibien, FOAC red #dl), freor, phyoeem, high
IrUCiaeE COMM EyTR Q. MACTaCrystaling Caluioss asd
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puritied wiler, sodinm baromate, sarbinl sohusion,
sucralase, xmnthar gum

Ouestions? Call weekilays trom 530 5 10 430
P EST it 1-577-790-3844

"*This nmadiszi is rar manefecsina o dstehoal
by McHeil Consumer Heathcare, distribator of
Caildren's Tylenokd Oral Suspension.
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Children's

Pain Relief

PAIN RELIEVER - FEVER REDUCER

ACETAMINOPHEN
ORAL SUSPENSION
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Ages 2-11 years

Children's

Pain Relief

PalN RELIEVER - FEVER REDUCER

ACETAMINOPHEN

ORAL SUSPENSION
160 mg per 5 mL

* Alcohol Free
* Aspirin Free
* lbuprofen Free

Use ONLY enclosed
dosage cup

Cherry Flavor
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Premier Value® Children's Pain Relief ACETAMINOPHEN ORAL
SUSPENSION Cherry Flavor
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D0 NOT USE IF PRINTED NECK BAND 15 BROKEM OR MISSING
Active ingredient {in oach 5 mi = 1 feaspoomiuf) Prrpose
Acezaminophen 160 mg Pain religveniever educer

Uzeg Temposarily M rechucss fever M rebeves minor aches and pains due o0

W the comman cold M flu W headache M sore throat W iocthache

Warmisgs: Liver warning This praduct containg acetaminaphen, Sewera Bver damage
may cecur il your chikd takes: B more than 5 dases in 24 hours, which is the maximem
daily amount B with other dnugs conaining acetaminophen Allengy alest:
acetaminoghen may cause severs skin reactions. Symptomes may inchude: W skin
reddening M bisters M rash IFa skin rezction ocours, stop use and ssek medical help
right awary. Sane throal waming: I sore throat is sevene, persists Tor more than 2 days,
is accompanied of folkwed by dever, headache, rash, nausea ar vomiting, consull a
dactor prompty, Dy not wse: @ with any osher dnig cantaining acetaminaphen
{prescription or noaprescrigtion), W you are not sure whather a drug containg
acetaminophen, ask a doclor or a pharmacist, Wif your child is allergic b
acetaminenhen or any of the inactie ingredients in this product. Aska doetar bafore
use i your child kas fver dsease. Ask a doctor or phasmacist before use if your child
i tzking the blpod thinming drug warfarin, Whes wsing this product do not exceed
recommended dose (see overdose warning] Sbop use and ask a dector it B pain gets
worse or lasls more than 5 days W fiver gebs wors? of lasls mane than 3 days Bl ew
sympams ocour B redness of swelling is presend These coukd be Sgns of a senous
concitian, Keep oul of reach af children. Overdose waming: Taking more than the
recommended dase (opwardase) may cause [wer damage, Incase of averdose, get
mieclical hilp or cortact 2 Poison Gontrol Center right away. (1 BO0-222-1222) Duick
miedical attantion is critical for adults as well 25 for chilidren even il you do nol notice any
signg nr sympinme (Meactines W this prndued does nad eontain directione or eamplebe
warnings for adult wse, Whake well bedore using W mL = milliiter; t=p « teazpoondul
W find right dose on chart below. i possible, use weight %o dose: ofheraise, use age.
Wil needed, repeat dose sery 4 hours while symgloms kst B do not g mare than §
timness in 24 hours W do not gee for moee than 5 days wnkess directed by 2 doctor,

Waight {Ib} Age yr) Dose (mL or 1sp)*

ynoer #4 under 2 years ask a doctar

24-35 2-3 years 5 mL 1 tsp)

Jo-4/ 4-5 years 7.5 mlL (1% tsp)
KR -8 years T mL (Z &)

B3-T1 310 years T2.5 mL (2% I5p)

72-05 11 years Taml (3tsp)
“or as directed by a docior

Attention: use only enclosed dasing cop specifically designed far use wih this

procuct. Do not use any olher dosing device. Ofver infarmalian B each 5 mL {1 tsp)

mnhllx sodivm 3 miy M store between 20-25°C (GA-77°F) 0 do not refrigerate
ngredigmis: arkrydrous cilric acid, buylparaben, FOAE red £40, lavar,

ulgwin. hi 1ruc|m COPM SYTUR, rrm:m-:rys‘lallm cellulose and

narbaeymithedenliulose sodium, propyiens ghvcod, purificd wirtor, sodsum

benaaste, sorbibal salulicn, sucrahse, xandhan gum

Ouestions? (21 1-877-795-5044 LOT:

[Distrbuted By: Pharmacy Value Alliance LLG

407 East Lancaster Avenue,

Wayne, FA 19087 LR-099 EXP:
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CHILDRENS PAIN RELIEF ORAL SUSPENSION

acetaminophen suspension

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:68016-240




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 (UNII: XF417D3PSL)
BUTYLPARABEN (UNIl: 3QPILU3FV8)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
GLYCERIN (UNIl: PDC6A3C00X)
HIGH FRUCTOSE CORN SYRUP (UNIIl: XYBUN3QB®6S)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
CARBOXYMETHYLCELLULOSE SODIUM (UNIl: K6790BS311)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
WATER (UNII: 059QFOKOO0R)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SORBITOL (UNII: 506T60A25R)
SUCROSE (UNII: C151H8M554)
XANTHAN GUM (UNII: TTV12P4NEE)

Packaging
# Item Code Package Description Marketing Start Marketing| End
Date Date
1 (DC108016:240- 4 in 1 caRTON 10/01/2018
1 118 mL in 1 BOTTLE; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
OTC Monograph Drug MO013 10/01/2018
Labeler - Pharmacy Value Alliance, LLC (101668460)
Registrant - aptaPharma Inc. (790523323)
Establishment

Name Address ID/FEI Business Operations

AptaPharma Inc. 790523323 manufacture(68016-240)
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