NUBY TEETHING GEL- teething gel gel
Europharma Concepts limited

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.

Active Ingredient
Eugenol 0.8%

BONUS!!

. Massaging toothbrush

KQ O ,,,\ Factory: Longwell
& Card thickness: 0.032"

Drug Facts
Active ingredient Purpose

A ] 1 NB_ t al Eugenol 0.8% Oral pain reliever
Ur Use For the temparary relief of sor gums due to tegthing in infants and
chikdren 4 months of age-and older.

Teething Gel Warnings

Allergy alert do not use this product i your babiy has a history of allergy to

clove, eugenal, or to Baisam of Peru.
One Formula for Donotuse =more than dircled
Day & Night »for more than 7 days unless directed by a dentist or doclor

When using this product fever and nasal congestion are not symptoms of
teathing and may indiala the presence of infection, If these symptoms
persist, consuit your physician.

oy
Quickly Soothes

'Slnp use and ask.a doctor f +scre moulh Symploms da ol improve n?qa-,é
Gums

* imitation, pain or redness does not go away  * sweling, rash or fever develops
Keep out of reach of children. In casa of ovardess or allergic reaction, et
medical help or contact a Poison Control Center sight away

. With o o —_—
Cltro ganiX. %g e e

* Cutopen tip of tube on score mark.

* Use your finger tip or catton appicator to gently apply  small pea-size amourt
of Niby™ Teathing Gel 10 the affected area up o 4 times daily or as directed
by & physician or healthcare provider.

* For infants under 4 months of age, ask a dentist or docior before use,

Other information
Do nat use if tube B is out prior to opening.

Inactive ingredients

Nater), Betaine, Bioflavoncids, Caprylic Acid, Citric Acid, Flaver
3 n, Lactic Acid, Levulinic Acid, Potassium Sorbate,
Propanediol, Stevia Rebaudiana Exfract, Xanthan Gum

197 mm

Questions or comments?
Callus at 1-800-LUVNCARE M-F Bam-5ipm CT FA

ST
ACTING

NETWT The Niiby™ massaging toothbrush's unique, textured design provides
camfort luhbabyhs delicate gums. It pmm:n.-. stimulus to the lips and ORAL PAIN
tongue which promote the transition from nursing to chewing

530z (15 g] WARNING: Can be boiled, DO NOT microwave or steam sterilize RELIEVER

Always use this product with adult supervision, Before tach use, check
sl b Cnen o BENZOCAING FREE
CLEANING: Wash before initial use and after each subsequent use.
Dishwasher safe (top rack only) or wash with warm, soapy water, Rinse PARABEN FREE

and dry thoroughly. Please retain these instructions for future reference.
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Manufactured for:
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Purpose

Oral painreliever



197 mm

All Natural
Teething Gel

One Formula for
Day & Night
Y
Quickly Soothes
Gums
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Massaging toothbrush
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Drug Facts

Active ingredient Purpose
[ — oerenrnOFE] il el

Use Faorthe temporary relief of sore gums due to teething in infants and
chikdren 4 months of age and oldex.

s
Warnings
Allergy alert o ol use this product if your baby has a history of allergy 1o
clove, eugendl, or to Balsam of Peru_

Donctuse *more than directed

« fior more than 7 days unless direcled by a dentist or doctar
When using this product fever and nasal congesbon arg not symytoms of
testhing and may indicate the presence of infeclion, If these symptoms
parsist, consuit your physician

Stop use and ask a doclor ff *sore mouth symploms da not improve in 7 days
* irritation, pain or redness does not go away  + sweling, rash or faver develops.
Keep out of reach of children. In case of overdose or allergic reaction, get
medical help or contact & Poison Control Center right away.

Directions

+Wash hands before use.

* Cut epen tip of tube on score mark,

+ Use your firger tip or cation appiicator to gently apply 2 small pea-size amount
of Nilby™ Teathing Gal o the affected area up ko 4 fimes daiy or as dimcied
by & physican or healthcare provider,

* For infants under 4 months of age, ask a dentist or doctor before use,

Other information
Do nat use if tube Bp is cu prior 1o opening.

Inactive fn%:edients

Aqua (Water), Betaine, Biolavoncids, Caprylic Acid, Citric Acid, Flaver
(Natural}, Glycerin, Lactic Acid, Levulinic Acid, Potassium Sorbate,
Propanediol, Stevia Rebaudiana Exiract, Xanihan Gum

Questions or comments?
Call s & 1-800-LUVNCARE M-F Bam-5pm CT

The MNiby™ massaging toothorush's unique, textured design provides
comfort to baby's delicate gums. It provides stimulus to the lips and
tongue which promote the transition from nursing to chewing.
WARNING: Can be boiled. DO NOT microwave or steam sterilize.
Always use this product with adult supervision. Before sach use, check
massaging tocthbrush. If damaged, discard and replace with a new one.
CLEANING: Wash before initial use and after each subsequent use.
Dishwashor safo (top rack only) cr wash with warm, soapy watur, Rinso
and dry thoroughly. Please retain these instructions for future reference.

*Approved by pediatric dentist,
DF Grace Yum.

Marufactured for:
Talber's Pharmaceuticals
Family Peoducts, LLC

© 2017 Admar International, Ine.

Niby™, Citro Y
and Dr. Talbot's™ are trademarks of

Factory: Longwell

Card thickness: 0.032"

FAST
ACTING
ORAL PAIN

RELIEVER

BENZOCAINE FREE
BELLADONNA FREE
PARABEN FREE
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Keep out of reach of children

In case of overdose or allergic reaction, get medical help or contact a Poison Control Center right
away.
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= Active ingredien Purpose
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Use Faorthe temporary relief of sore gums due to teething in infants and
. chidiren & monis of age and okder.
e
Teething Gel Warnings
Allergy alert co nof use this product  your baby has a history of allergy 1o
clove, eugendl, or to Balsam of Peru_

One Formula for Donotuse =more than direcled
Day & Night » for more than 7 days unless directed by a dentist or doclor
When using this product fever and nasal congestion are not symptoms of
ol - testhing and may indicate the presence of infeclion, Ifthese symptoms
A parsist, consuit your physician.
Quickly Soothes ~
Gums

Stop use and ask a doctor ff »sore mouth syMpIoMS 60 0L IMprove 7 cays
* irritation, pain or redness does not go away  + swaling, rash or faver develops
Keep out of reach of children. In case of overdose or allergic reaction, get
medical help or contact & Poison Control Center right away.

Directions

+Wash hands before use.

* Cutgpen tp of tube on score mark,

+ Use your firger tip or cation appiicator to gently apply 2 small pea-size amount
of Nilby™ Teathing Gal o the affected area up ko 4 fimes daiy or as dimcied
by & physican or healthcare provider,

* For infants under 4 months of age, ask a dentist or doctor betore use.

C. with g,
itroganix.

Other information
Do nat use if tube Bp is cu prior 1o opening.

Inactive ingredients

Aqua (Water), Betaine, Bioflavonoids, Caprylic Acid, Ciiric Acid, Flaver
(Natural}, Glycerin, Lactic Acid, Levulinic Acid, Potassium Sorbate,
Propanediol, Stevia Rebaudiana Exiract, Xanihan Gum

197 mm

Questions or comments?
Call s & 1-800-LUVNCARE M-F Bam-5pm CT FA

ST
NET WT The MNiby™ massaging toothorush's unique, textured design provides ACT'NG
comfort to baby's delicate gums. It provides stimulus to the lips and ORAL PAIN

tongue which promote the transition from nursing to chewing.
S3ez (15 g] WARNING: Can be boiled. DO MOT microwave or steam sterilize. RELIEVER
Always use this product with adult supervision. Before cach use, check BENZOCAINE FREE

Wash befors initial use and after each subsequent use. BELLADONNA FREE
Dishwasher safe (top rack only) er wash with warm, soapy water, Rinse PARABEN FREE
and dry thoroughly. Please retain these nstructions for future reference.
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Warnings

Allergy alert do not use this product if your baby has a history of allergy to clove, its component
eugenol, or to Balsam of Peru.

Do not use
more than directed
for more than 7 days unless directed by a dentist or doctor

When using this product fever and nasal congestion are not symptoms of teething and may indicate the
presence of infection. If these symptoms persist, consult your physician.

Stop use and ask a doctor if
sore mouth symptoms do not improve in 7 days

irritation, pain or redness does not go away



swelling, rash or fever develops

BONUS!!

. Massaging toothbrush

/‘ o ...\ Factory: Longwell
& Card thickness: 0.032"

Drug Facts

Active ingredient Purpose

A ]1 Nat al [ L o - . | 1
U Use For the temporary relief of sore gums due to testhing in inants and

. chikdren 4 monihs of age-and older.

Teething Gel T

Allergy alert co nof use this product  your baby has a history of allergy 1o

clove, its componant eugenal, or to Baksam of Peru.

One Formula for Donotuse =more than direcled

Day & N\'ght & * for more than 7 days unless directad by a dentist of doctar

When using this product fever and nasal congestion are nat symploms of

teething and may indicate the presence of infection, Ifthese symptoms

parsist, consuit your physician.

Stop use and ask a doctor if *sore mouth symploms da not improve in 7 days

* imitation, pain or redness does not go away  + sweling, rash or fever develops

o Keep out of reach of children. In case of overdose or allergic reaction, get

ol
Quickly Soothes
Gums

medical help or cortact & Poison Corirol Center right away.

Directions

* Wash hands before use.

* Cutopen tp of tube on score mark,

+ Use your firger tip or cation appiicator 1o gently apply 2 small pea-size amount
of Niby™ Teathing Gel to the affected area up to 4 times daily or as directed
by & physician or healthcare provides,

* For infants under 4 months of age, ask a dentist or doctor before use.

C. with o,
itroganix.

—_— -
Other information
Do not use if tube p s cut prior to opening.

Inactive ingredients

i Betaine, Bioflavoncids, Caprylic Acid, Citric Acid, Flavor
(Matural n, Lactic Acid, Le Acid, Potassium Sorbate,
Propanediol, Stevia Rebaudiana Exiract, Xanihan Gum

197 mm

Questions or comments?
Callus &l 1-800-LUVNCARE M-F Bam 5pm GT

FAST
NET m The MNiby™ massaging toothbrush's unique, texturad design provides ACT'NG
comfort to baby's delicate gums. It provides stimulus to the lips and ORAL PAIN

tongue which promote the transition from nursing to chewing.

530z (15 g] WARNING: Can be boiled. DO NOT microwave or steam sterilize RELIEVER
Always use this product with adult supervision. Before cach use, check
massaging toothbrush. If damaged, discard and replace with a new one. BENZOCAINE FREE
CLEANING: Wash before initial use and after each subsaguent use. BELLADONNA FREE
Dishwasher safe (top rack only) or wash with warm, soapy water, Rinse PARABEN FREE

andl dry thoroughly. Please retain these instructions for future reference.

ittt -

Marufactured for:
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Family Products, LLC
2335 W 107 Ave.

Suite ZM44 { mailbox 30
Doral, Florida 33172
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Directions
Wash hands before use.
Cut open tip of tube on score mark.

Use your finger tip or cotton applicator to gently apply a small pea-size amount of Nuby Teething Gel
to the affected area up to 4 times daily or as directed by a physician or healthcare provider.

For infants under 4 months of age, ask a dentist or doctor before use.



BONUS!!

. Massaging toothbrush

Factory: Longwell
Card thickness: 0.032"
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Drug Facts

Active rngredten! Purpose

All Natural Do 0% val pain relever

Use Faorthe temporary relief of sore gums due to teething in infants and
. chidren & monfs of age and okder,

e
Teethlng Gel Warnings
Allergy alert co nof use this product  your baby has a history of allergy 1o
clove, eugendl, or to Balsam of Peru_
Donctuse *more than directed

One Formula for

Day & Night +for mora than 7 days unless directad by a dentist or doctar
When uslng lhls product fever and nasal congeston are nat symploms (;'1
teathing and may indicals the presence of infection. If these symptoms

. parsist, consuit your physician
Quickly Soothes -
T Stop use and ask a doctor if + sore moulh symploms da not improve in 7 days

* irritation, pain or redness does not go away  + sweling, rash or faver develops.
Keep out of reach of children. In case of overdose or allergic reaction, get
medical help or contact & Poison Control Center right away.

Directions
+Wash hands before use.
» Culopen tp of tube on score mark,

with
Cltroganlxm

+ Use your firger tip or cation appiicator to gently apply 2 small pea-size amount
of Nilby™ Teathing Gal o the affected area up ko 4 fimes daiy or as dimcied
by & physican or healthcare provider,

* For infants under 4 months of age, ask a dentist or doctor before use,

Other information
Do nat use if tube Bp is cu prior 1o opening.

Inactive m%redlents

Aqua (Water), Betaine, Biolavoncids, Caprylic Acid, Citric Acid, Flaver
(Natural}, Glycerin, Lactic Acid, Levulinic Acid, Potassium Sorbate,
F’mpﬂncdln\ Stovia Rebauriana Exdract, Xanihan Gum

197 mm

Questions or comments?
Call s & 1-800-LUVNCARE M-F Bam-5pm CT A

FAST
ACTING

NET WT
S530z(15g)

The MNiby™ massaging toothorush's unique, textured design provides
comfort to baby's delicate gums. It provides stimulus to the lips and
tongue which promote the transition from nursing to chewing.
WARNING: Can be boiled. DO NOT microwave or steam sterilize.
Always use this product with adult supervision. Befare cach use, chuck
massaging tocthbrush. If damaged, discard and replace with a new one.
CLEANING: Wash before initial use and after each subsequent use.
Dishwasher safe {top rack only) or wash with warm, soapy water, Rinse

ORAL PAIN
RELIEVER

BENZOCAINE FREE
BELLADONNA FREE
PARABEN FREE

and dry thoroughly. Please retsin these instructions for future reference.
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*Approved by pediatric dentist,
DF Grace Yum.
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Inactive Ingredients

Aqua (Water), Betaine, Bioflavonoids, Caprylic Acid, Citric Acid, Flavor (Natural), Glycerin, Lactic
Acid, Levulinic Acid, Potassium Sorbate, Propanediol, Stevia Rebaudiana Extract, Xanthan Gum



BONUS!!

Massaging toothbrush
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/h o ... Factory: Longwell

Card thickness: 0.032"

Drug Facts
Active fhgredten! Purpose

Eugenol 0.8% .... ....Oral pain religver
All Natural ; .

Use Faorthe temporary relief of sore gums due to teething in infants and
.  chidren -wrnnmn:apammer
Teething Gel

[Warnings

A\Ian;y alert do ol use this product H your baby has a history of allergy to
eugendl, or to Balsam of Peru_

One Formula for Dunutme = more than direcled

Day & N\'g ht « fior more than 7 days unless direcled by a dentist or doctar

When using this product fever and nasal congestion are nat symptoms of

o 'haﬂ— testhing and may indicate the presence of infeclion, If these symptoms
2 parsist, consuit your pysician.
Quickly Soothes

Stop use and ask a doctor if *sore mouth symploms da nol improve in 7 days
Gums * irritation, pain or redness does not go away  + sweling, rash or faver develops.

Keep out of reach of children. In case of overdose or allergic reaction, get
medical help or contact & Poison Control Center right away.

C il th Directions
ltroganlxm % T

* Cut epen tip of tube on score mark,

+ Use your firger tip or cation appiicator to gently apply 2 small pea-size amount
of Niky™ Teething Gal o the aflected area up 1o 4 imes daily or as drested
by & physican or healthcare provider,

* For infants under 4 months of age, ask a dentist or doctor before use,

Other information
Do nat use if tube Bp is cu prior 1o opening.

Inactive m%:edwnrs

Aqua (Water), Betaine, Biolavoncids, Caprylic Acid, Citric Acid, Flaver
(Natwral), Glyoerin, Lactic Acid, Leulinic Acid, Potassium Sorbate,
Propanediol, Stevia Rebaudiana Exiract, Xanihan Gum

197 mm

Questions or comments?
Call s & 1-800-LUVNCARE M-F Bam-5pm CT

NET m The MNiby™ massaging toothorush's unique, textured design provides ACT,NG
comfort to baby's delicate gums. It provides stimulus to the lips and ORAL PAIN
tongue which promote the transition from nursing to chewing.
‘ S3ez (15 g} WARNING: Can be boiled. DO NOT microwave or steam starilize. RELIEVER
Always use this product with adult suporvision. Before cach use, chedk
massaging tocthbrush. If damaged, discard and replace with a new one. BENZOCAINE FREE
TLEANING. Wack bk D] v et i o et T8 BELLADONNA FREE

Dishwasher safe (top rack only] or wash with warm, scapy water, Rinse PARABEN FREE
and dry thoroughly. Please retain these instructions for future reference.

*Approved by pediatric dentist,
fcttda
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2335 NW 107 Ave.

Suite 2M44 { mailbox 30

Doral, Florida 33172

Toathing gel mads in Irsland.
rush made

ne af Form CTX

icati

Talbots Pharmacesticals

Farmily Products, LLC.
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Requirements

BPA FREE, tosted 10 1 part por
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Use

For the temporary relief of sore gums due to teething in infants and children 4 months of age and older.



BONUS!!

Massaging toothbrush
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/h o ... Factory: Longwell

Card thickness: 0.032"

Drug Facts

‘Active Pury

Eugenol 0 gg e el pain.z\?::r
All Natural

Use Faorthe temporary relief of sore gums due to teething in infants and
Teething Gel

kailéﬂ 4 monihs of age and older.

[Warnings
A\Iargy alert o nol use this product i your baby has a history of allergy to
eugenol, or to Baisam of Penu.

Du nut use *mors than directed

One Formula for

Day & Night » for moee than 7 days unless directed by a dentist or doclor
When using this product fever and nasal congesbon ang not symytoms of

o %’0— testhing and may indicate the presence of infeclion, If these symptoms

. parsist, consuit your physician

Quickly Soothes - -
Stop use and ask a doctor if + sore moulh symploms da not improve in 7 days

Gums + imitation, pain or redness does not go away  * sweling, rash or faver develaps
Keep out of reach of children. In case of overdose or allergic reaction, get
medical help or contact & Poison Control Center right away.

* Cul gpen b of tube on score mark,

+ Use your finger tip or cation appiicator to gently apply 2 small pea-sze amount
of Niky™ Teething Gal o the aflected area up 1o 4 imes daily or as drested
by &| provider.

* For infants under 4 months of age, ask a dentist or doctor before use,

Other information
D mat use i tubss Bp Is 61 prior to epening.

Inactive m%:edwnts

Aqua (Water), Betaine, Biolavoncids, Caprylic Acid, Citric Acid, Flaver
(Natwral), Glyoerin, Lactic Acid, Leulinic Acid, Potassium Sorbate,
Propanediol, Stevia Rebaudiana Exiract, Xanihan Gum

C il th Directions
ltroganlxm % T

197 mm

Questions or comments?
Call us &t 1-800-LUVNCARE M-F Bam-5pm CT FAST

NET wr The MNiby™ massaging toothorush's unique, textured design provides ACT"NG
comfont to baby's delicate gums. It provides stimulus to the lips and ORAL PAIN

tongue which promote the transition from nursing to chewing.

‘ S3ez (15 9} WARNING: Can be boiled. DO NOT microwave or steam sterilize. RELIEVER
Always use this product with adult supervision. Sefore cach use, check
massaging tocthbrush. If damaged, discard and replace with a new one. BENZOCAINE FREE
TLEANING. Wack bk D] v et i o et T8 BELLADONNA FREE
Dishwasher safe ftop rack on) or wath with warm, $oapy water, Rives PARABEN FREE

and dry thoroughly. Please retsin these instructions for future reference.
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. Massaging toothbrush

All Natural
Teething Gel

One Formula for
Day & Night

ol
Quickly Soothes
Gums
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197 mm
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Drug Facts

Active rngredtent Purpose

Eugenol 0.8% al pain rebaver

Use Faorthe temporary relief of sore gums due to ted
chidiren & monis of age and okder.
e

iing in infants and

Warnings
Allergy alert do nol use this product  your baby has a history of allergy 1o
clove, eugenol, or to Baisam of Penu.

Donctuse *more than directed

#for rera than 7 days unless directed by a dentist or doctar
When using this product fever and nasal congestion are not symptoms of
testhing and may indicale the presence of infection, If these symploms
parsist, consuit your physician
Stop use and ask a doctor ff »sore mouth syMpIoMS 60 0L IMprove 7 cays
* irritation, pain or redness does not go away  + swaling, rash or faver develops
Keep out of reach of children. In case of overdose or allergic reaction, get
medical help or contact & Poison Control Center right away.

Directions

+Wash hands before use.

* Cutgpen tp of tube on score mark,

+ Use your firger tip or cation appiicator to gently apply 2 small pea-size amount
of Nilby™ Teathing Gal o the affected area up ko 4 fimes daiy or as dimcied
by & physican or healthcare provider,

* For infants under 4 months of age, ask a dentist or doctor betore use.

Other information
Do nat use if tube Bp is cu prior 1o opening.

Inactive ingredients

Aqua (Water), Betaine, Bioflavonoids, Caprylic Acid, Ciiric Acid, Flaver
(Natural}, Glycerin, Lactic Acid, Levulinic Acid, Potassium Sorbate,
Propanediol, Stevia Rebaudiana Exiract, Xanihan Gum

Questions or comments?
Call s & 1-800-LUVNCARE M-F Bam-5pm CT

The MNiby™ massaging toothorush's unique, textured design provides
eomfort to baby's delicate gums. It provides stimulus to the lips and
tongue which promote the transition from nursing to chewing.
WARNING: Can be boiled. DO NOT microwave or steam sterilize.
Always use this product with adult supervision. Before sach use, check
massaging tomr brush. If damaged, discard and replace with a new one.
CLEANING: Wash before initial use and after each subsequent use.
Dishwashy » ftop rack only) or wash with warm, soapy ¢
and dry thoroughly. Please retain these instructions for finture

*Approved by pediatric dentist,
DF Grace Yum.

Marufactured for:
Talber's Pharmaceuticals
Family Peoducts, LLC
2335 NW 107 Ave.

Wiy, Enraganial™,
and Dr. Talbot's™ are trademarks of

Admar Intornational, Inc.
Suite 2M44 / mailbox 30 =
Daral, Florida 33172 2
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Farmily Products, LLC.
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2301
BPA FREE, tostod 1o 1 part por |I| ||| ]I|| || ‘
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Factory: Longwell
Card thickness: 0.032"

FAST
ACTING
ORAL PAIN

RELIEVER

BENZOCAINE FREE
BELLADONNA FREE
PARABEN FREE

NUBY TEETHING GEL
teething gel gel

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
EUGENOL (UNI: 3T8 H1794QW) (EUGENOL - UNI:3T8 H1794QW)

Item Code (Source)

NDC:71552-231

Basis of Strength Strength

EUGENOL

8mg inlg




Inactive Ingredients

Ingredient Name Strength
WATER (UNI: 059 QFOKOOR)
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:71552-231-12 12 in 1 CARTON 06/28/2017
1 3in 1 CARTON
1 1in 1 BLISTER PACK

1 NDC:71552-231-15 15 g in 1 TUBE; Type 0: Nota Combination Product

Marketing Information

Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part356 06/28/2017

Labeler - Europharma Concepts limited (896333478)

Revised: 6/2017 Europharma Concepts limited
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