MOMMYS BLISS INFANTS PAIN AND FEVER- acetaminophen suspension
Mom Enterprises, LLC.

Mommys Bliss Infants Pain and Fever

Active Ingredient

Active ingredient: (in each 5 mL) Acetaminophen 160mg

Keep out of reach of children.
Overdose warning:

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.

Purpose:

Pain reliever/fever reducer

Uses temporarily:

m reduces fever

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

m flu

m headache

m sore throat

m toothache

Stop use and ask a doctor.

Stop use and ask a doctor if:

m pain gets worse or lasts more than 5 days
m fever gets worse or lasts more than 3 days
m redness or swelling is present

m any hew symptoms appear

These could be signs of a serious condition.

Inactive ingredients:

anhydrous citric acid, glycerin, microcrystalline cellulose and carboxymethyicellulose
sodium, natural flavors, organic elderberry juice
concentrate, purified water, sodium benzoate, sucrose, xanthan gum

Warnings



Warnings

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

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

m with other drugs containing acetaminophen

Allergy alert: acetaminophen may cause severe skin reactions. Symptoms may include:
m skin reddening

m blisters

m rash

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, nausea,

or vomiting, consult a doctor promptly.

Do not use:

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

ask a doctor or pharmacist.

m 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 before use if your child is taking the blood thinning drug warfarin

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

Dosing & Directions

Directions

m this product does not contain directions or complete warnings

for adult use

m do not give more than directed (see overdose warning)

m shake well before using

m mL=millliter

m find right dose on chart below

m if possible, use weight to dose; otherwise, use age

m remove cap and seal, then insert the adapter plug by pushing down
firmly until a tight seal is formed

m top of plug should be flush with bottle neck and not removeable

m push air out of syringe and insert syringe tip into adapter plug opening
m flip bottle upside down

m pull plunger of syringe up to correct dose

m dispense liquid slowly into child’s mouth, toward inner cheek

m repeat dose every 4 hours while symptoms last

m do not give more than 5 times in 24 hours

m replace cap tightly to maintain child resistance

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

under 24 Ibs under 2 years ask a doctor

24-35 |bs 2-3 years 5 mL

*or as directed by a doctor

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



Usage

Purpose: Pain reliever/fever reducer

Uses temporarily:
reduces fever

relieves minor aches and pains due to:

|

m the common cold
m flu

m headache

m sore throat

m toothache

Infants' Pain and Fever Acetaminophen 160mg per 5mL oral suspension

Pain Reliever - Fever Reducer, 2 floz (59 mL) plastic bottle in retail carton, Natural Berry
Flavor, Dosing Syringe included
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Drug Facts (continued)

Stop use and ask a doctor if:
- pain gets worss of lasts moie than 5 days
- fover gets worze of laste mors than 3 daye
- redneas o1 eweliing iz prasent
+  any new symplome appaar

Thage could be signe of a sarious condition.

Kaep out of raach of children.
Overdose warning: In case of overdoas, get madical help or cantact a
Poison Gontiol Genter ight away. (1-B00-222-1222) Prompt medical
attention ie eritical even if you do not notice any signa or symptome.

D)‘rectfans
this prudllct does not contain directions or complete wamings
for adult ut

- do mngm more than directed (see overdose warning)

- shake well before using

- mL=milliitar

- find right dose on chart balow

. pmﬂm uss weight o doss; othenwiss, uss age

- and seal, then insert the adapter plug by pushing down
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- push it out of eyrings and inesit eyrings tip into adapter plug opaning

- flip bottle upside down

- pull plunget of syiings up to conact doss

- dizpenae liquid alowly into child's mouth, toward innst chesk

- repeal doze every 4 hours while symploms last

- do not giva mors than 5 times n 24 houte

- raplacs cap tightly 1o maintain child resistance
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*or as directed by a doctor

Attention: uss only encloesd syringe speufneaw designed for usa with
this pioduct. Do not uss any othai

Other Informatlon
- each 5 mL containa: sodium 2 mg
- awis betwsen 20-25°C (68-77°F)
- do not uss if carton or baottls seal is bioksn or misil

Inactive In; nis

anhydious citric acid, glycetin, micioerystalling calluloss and
caiboxymsthyicsliulose sodium, natural flavais, organic sidsiberry juics
concentiats, purified water, sodium benzoate, sueioss, xanthan gum

Questlons or comments?
call waekdaye QAN to SPM PST at 1-877-457-4955 (1oll-fies)

Distributed by MOM Enterprises, LLC.
Richmond, CA 94804, USA | t: 877.457.4955
mommysbliss.com

Medicine for Peace of Mind
As moms, we want to quickly make
things “all better” for our little ones,
without comprom on the quality
of the products we give them. When |
became a mom, | saw an opportunity
to create safe and effective pain relief
that you can truly feel good about -
no dyes or artificial sweeteners,
delicious tasting and with a
commitment to being planat

conscious. To me, this is peace of mind.

- Yasmin Kaderali | Mom & CEQ

INFANTS’
Pain & Fever

Safe and effective medicine meets

yummy natural berry flavor - free
of unnecessary additives.

(V) Free Of:
+ Dyes

+ Alcohol

J Parabens

v Artificial flavors & sweeteners

V' High-fructose corn syrup
V Top 9 allergenst

*Top 9 allergens are peanuts, wheat, eggs, milk,
figh, shellfich, free nuts, soy, and sesame.

a@ MOM (5.

See all of our health and wellness
products at: www.mommysbliss.com
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acetaminophen
160 mg per 5 mL

Oral Suspension | Pain Reliever-Fever Reducer

(V) Free Of:

v Dyes

+ Alcohol

¥ Artificial flavors & sweeteners
v High-fructose corn syrup

v Top 9 allergenst

CERTIFIED]

EASY DOSE

Natural Bemy Flavor SYRINGE

Drug Facts

Actlve Ingredient Purpose
(fn each 5 mL)
Acstaminophsn 160mg............. Pain rslisver/
Uses tamporarily:

- reducss faver

- relieves minor achas and paing dus to:
- tha common cokd
- fiu
- headache

+  =ore throat

i
Warnings
Liver warning: This product containz
acstaminaphen. Savers liver damsage may
oecur if your child taksa

= e Uk 3 duses in 24 hows, which is

the maximum daily amount
= with other druge containing

agstaman
Allergy allert: acstaminophsn may cause
ssuars ki raactionz. Symptoms may include:
- akin raddening

1f & kin reaction occurs, siop u2s and ssak
medical halp right away.

Sore throat waming: if sore throat i savers,
[parsiets for more than 2 days, i aceompanisd
or followed by fever, headachs, rash, naussa,
or vamiting, consult a dastar promptiy.

0o not use:

= with any other drug containing
acstaminaphen (prescription ar
nonpregeription.) f you ars not surs.
whether a drug conlaine acetamincphen,
ask @ doctor or pharmacist

if your child iz sllergic to acetaminophen
o1 any of the insclive ingredisnts in this
product.

Ask a doctor before use if your child has
liver disease

Ask a doctor before use if your child is
taking the bicod thinning drug warfarin

When using this product do not exceed
doss (see warning)

2 H. UI {5“ MU *Same a2 Memmy's Biss Chilrar's Pain & Favar INFANT T Drug Facts (continued) §




i

f

-@_lfrbé_df‘: 4 T m g
v Dyes (1 g
BLISS

v Alcohol
INFANTS’
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+ Top 9 allergenst F pa in & fever

tTop 9 allergens are peanuts, wheat,
eqngs, milk, fish, shelifish, tree nuts,
50y, and sesame.

acetaminophen (160 mg per 5 m

Oral Suspension
Pain Reliever-Fever Reducer EASY DOSE
Safe and effective S"I'FII!(GE
medicine meets yummy
i Bem Tmer opmoar IMNIGAND Natural Berry Flavor
\ B85 *Same as Mommy's Bliss Children's Pain & Fever IN FANT
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Drug Facts
Actwve ingredient (in eachd ml Purpose
Acetaminophen 1€ﬂ(mq F;am relieverfever reducer
Uses tem poranly:
« reduces Rver

= relieves minor aches and paing due to:
« the common cold
« flu
+ headache
» gore firoat
+ toothache

Wamings
Liver warning: This product contains acelaminophen. Sever
liver damage may occur if your child takes

« mo than 5 dosas in 24 bours, which is the maximum
daily amourt

« with other drugs containieg acetaminophen

Hlergy alert: ace taminophen may cause savere skin reacions.
Symptoms may include:

= skin mddening

« blisters

« rash

Fa skin maction ccours, siop use and seek medical help right away.
Sore throat waming: if som thiat & sever, persisE for moe
than 2 days, is accompanied o followed by fever, headache,
raeh, nausea, or vomiting, consult a doctor promptiy.

Do not use:

« with any other drug containing acetaminophen
{prescription ornonprescription.) if you are not sure
whether a dug contane acetaminophen, azk a doctor
or pharmacist.

= ifyour child is dlergic © acetaminophen or any of he
inactive ingredients in this poduct

Fek a doctor bafore uss if your child has lverdiesase

Fek a doctor bafore usa if yeur child is taking the blood
thinning drug wearfarin

Whian uging this product do not sxcood recomm endad
dose (see overdose warning|

Stop use and ask a dector i
= pain gets worse or lasts more than & days
= fevergets worse or sk nom than 3 days
= edness or swelling & presant
= any new symptoms appear
Thess could be signe of a =erious condition. L 2

Directions

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

- donot give more than directed (see overdose waming)

- shake well before using

- mL=milliliter

- find right doze on chart below

= if possible, use weight to dose; otherwise, use age

- remove cap and geal, then insert the adapter plug by
pushing down firmly until & tight seal is formed

- top of plug should be flush with bottle neck and
not removeable

= push air out of syringe and insert syringe tip into
adapter plug opening

= flip bottle upside down

- pull plunger of syringe up to correct dose

- dispense liguid slowly into child's mouth, toward
inner chesk

= repeat dose every 4 hours while symptoms last

- do not give more than & times in 24 hours

= replace cap tightly to maintain child resistance

Dosing Ghart
Weight (Ib) Age (yr) Dose (mL)*
undsr 24 ba undsar 2 wears azk a doctor
24-35 lba 2-3 yeara HmL

*or as directed by a doctor

Attenfion: use only enclosed syringe specifically designed for

use with this product. Do not use any other dosing devica.
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MOMMYS BLISS INFANTS PAIN AND FEVER

acetaminophen suspension



Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:71444-893

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
WATER (UNII: 059QFOKOO0R)
CARBOXYMETHYLCELLULOSE SODIUM (UNII: K6790BS311)
AMERICAN ELDERBERRY (UNIl: 7610Y2190C)
XANTHAN GUM (UNII: TTV12P4NEE)
SODIUM BENZOATE (UNII: OJ245FE5EU)
ANHYDROUS CITRIC ACID (UNIl: XF417D3PSL)
GLYCERIN (UNIl: PDC6A3CO0X)
SUCROSE (UNII: C151H8M554)

Product Characteristics

Color purple (light purple to light brown liquid) Score
Shape Size
Flavor BERRY (sweet berry flavor) Imprint Code
Contains
Packaging
# Item Code Package Description Marketing| Start Marketing| End
Date Date
1 NDC:71444-893- 59 mL in 1 BOTTLE; Type 0: Not a Combination 02/19/2024
01 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO013 02/19/2024

Labeler - Mom Enterprises, LLC. (135903776)

Revised: 4/2024 Mom Enterprises, LLC.
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