HURRICAINE TOPICAL ANESTHETIC LIQUID- benzocaine liquid
Beutlich Pharmaceuticals, LLC

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.

W/C Liquid

Active ingredient

Benzocaine 20%

Purpose
Oral Anesthetic

Uses

for temporary relief of occasional minor irritation and pain associated with:

e canker sores

sore mouth and throat

minor injury of the mouth and gums

minor dental procedures

minor irritation of the mouth and gums caused by dentures or orthodontic
appliances

Warnings

Methemoglobinemia warning:Use of this product may cause methemoglobinemia, a
serious condition that must be treated promptly because it reduces the amount of
oxygen carried in blood. This can occur even if you have used this product before. Stop
use and seek immediate medical attention if you or a child in your care develops:

* pale, gray, or blue colored skin (cyanosis)

* headache

* rapid heart rate

* shortness of breath

* dizziness or lightheadedness

» fatigue or lack of energy

Allergy alert: Do not use if you have a history of allergy to local anesthetics such as
procaine, butacaine, benzocaine or other "caine" anesthetics.

Sore throat warning: if sore throat is severe, persists for more than 2 days, is
accompanied or followed by fever, headache, rash, swelling, nausea, or vomiting,
consult a doctor promptly. If sore mouth symptoms do not improve in 7 days, or
irritation, pain, or redness persists or worsens, see your dentist or doctor promptly.



Do not use

Do not use

e if imprinted seal under cap is broken or missing
e for teething

¢ in children under 2 years of age

When using this product

When using this product avoid contact with eyes

Keep out of reach of children

Keep out of reach of children If more than used for pain is accidentally swallowed,
get medical help or contact a Poison Control Center immediately.

Directions

Directions
e do not exceed recommended dosage

adults and children 2 years of age and older: apply to the affected area. Allow to remain
in place at least 1 minute and then spit out. Use up to 4 times daily or as directed by a
dentist or doctor.

children under 12 years of age: should be supervised in the use of the product

children under 2 years of age: do not use

Other information
e store at 20°-25°C (68°-77°F)

Inactive ingredients

flavor, polyethylene glycol, sodium saccharin

Questions or comments?
1-800-238-8542
M-F: 8:00 a.m.- 4:30 p.m. ET

Principal Display Panel
NDC 0283-0569-31
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Drug Facts (continued)

Warnings (continued)

Sore throat waming: if sore throat is severe,
persisis for more than 2 days, is accomparied or
Tollowed by fever, headache, rash, swelling, nausea,
or vomiting, censult a doctor promptly, If sore
mouth symploms do not improve in 7 days, or if
initation, pain, or redness persist or worsens, see
your dentist or doctor promptly.

_
rug Facts (continued)

Orher information
store at 20-25 °C (68-77 °F)

Inactive ingredients
flavor, polyettplene glycol, sodium saccharin

Do not use
w ifimprinted seal under cap is broken or missing
= for teething = in children under 2 years of age

When using this product avoid contact with eyes

Questions or comments?
1-800-238-8542
M-F: 800 am. - 4:30 p.m. ET

Keep out of reach of children. f more than used
for pain is accidentally swallowed, get medical help
ar contact a Poison Comtrol Center immediatsly

Directions

do not exceed recommended dosage

adults and apply to the affected area. Alow
children o remain In place at least 1 minute
‘l 2 vearsof age |and then spitout Ussuptod
and alder times daily or as directed by a
dartist or doctor,

children under | should be supervised in the use of
12 years of age | the p roduet

children under | do not use

2 years of age »

HURRICAINE®
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Topical Anesthetic LIQUID
20% Benzocaine Oral Anesthetic
ORIGINAL WILD CHERRY

Manufactured for:

Beutlich® Pharmaceuticals, LLC

Bunnell, FL 32110
Made in the USA
1 fl. oz.

NDC: 0283-0569-72

NDC 0283-0568-31

RICAINE®

Topical Anesthetic LIQUID
20% Benzocaine Oral Anesthetic

ORIGINAL WILD CHERRY

Benzocaine 20%. ..
r

Drug Facts

Active mgred}ent Purpose
o ... Dral Anasthetic

Uses tor the temporary reliet o occasional

minor iritation and pain, associated with

® CANKEr SOES = S0re mouth and throat

= minar injury of the mouth and gums

» minor dental procedures

= minor irritation of the mouth and gums caused by
dentures or orthodontic appliances

Warnings

Methemoglobinemia waming: Use of this product
may cause mathemoglobinemia, a serious condtion
that must be treatad promptly because it reduces
the amgunt of gxygen carried in blgod. This can
oeour even if you have used this product bafore.
Stop use and seek immediate madical attention if
you of @ child in your care develops:

= pale, gray, or blue colored skin (cyanosis)

= headache = rapid heart rate

= shoriness of hreath = dizziness or lightheadadness
= fatigue or lack of energy

Allergy alert: Do not usa if you have a history of
allergy to local anesthetics such as procaine,
butacaine, benzocaine, or other “caine” anesthatics. b




Drug Facts (continued)
Other information
store at 20-25 °C (68-77 °F)

Inactive ingredients
flavor, polyethylene ghycol, sodium saccharin

Questions or comments?
1-800-238-8542
M-F: 8:00 am. - 4:30 p.m. ET

< HURRICAINE
— Topical Anesthetic

20% Benzovaine Liquid Oral Anesthetic

Unit dose packaging helps eliminate
potential for cross-contamination

Convenient single applicator allows
for dispensing to patients

MNeat and easy application and disposal

HurriCaine® Topical Anesthetic is also
available in the following dosage forms:

Gel
Original Wild Cherry, Pifia Colada,
Watermelon, Fresh Mint and Strawberry

Liquid
on:lruwucm Pifia Colada and Strawberry

Spray and Spray Kit
Original Wild Cherry and Cool Mint

Beutllc“p

7775 5. US Hwy 1, Suite H
Bunnell, FL 32110
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ORIGINAL WILD CHERRY \

FAST RELIEF
OF ORAL PAIN

* Dentures * Cold Sores
* Sore Gums  « Orthodontics
* Canker Sores

Works Within 30 Seconds! |

o, NO COATING

EXPY

HurriCaine is a of Bautlich

. LLC.,
Snap -n- Go s a trademark of Beutich Pharmacevticals, LLC.

ILOR RING is the trademark of Swabplus Inc.
wiww.bautlich.com

HCS 326 0518

NDC: 0283-0569-02

DIRECTIONS FOR USE:

. Remove swab from wrapper.

Hold swab with colored round

mnm up. Place fingers near
1]

-

2. Snap colored round marker

gently. The liguid will flow to

the bottom end of the cotton tip.

3. Place saturated end to
desired area.

f REMEMBER:
SATURATED END ON
SURFACE; DD NOT TURN OVER!

Please retain Drug Facts for future reference.

‘Drug Facts

Active ingredient Purpose
ing 20%. Dral Angsthcti

Uses for the temporary relief of occasional minor irritation and
1 . .
pain, associated with « canker sores « sore mouth and throat
= minar |njmn{ol the mouth and gums = minor dental procedures
= minor irritation of the mouth and gums caused by dentures or
orthadontic appliances

Warnin

Methemoglobinemia warning: Use of this product may cause

methe mn%lcblnamla a sefious condition that must be treated

gremut_rvh ecause it reduces the amount of oxygen carried in
is can occur even if you have used this product befare,

Stop use and seek immediate medical attention if you or a child in

your care develops: = pale. gray, or blue colored skin (cyanasis)

» headache « rapid heart rate w shortness of breath

= dizziness or lightt = fatigue or lack of energy

A alert: Do not use if you have a history of allergy to local

anesthetics such as procaine, butacaine, henzocaing, or other

“caine” anesthetics.

Sore throat warning: if sore throat is severe, persists for more

than 2 days, is accompanied of foliowed by fever, heacache, rash,

swelling, nausea, or vomiting, consult & doctor mepﬂy If sore

maouth symploms do not improve in 7 days, or it irritation, pain, or

redness persist or worsens, see your dentist or doctor pmrnplly

Do notuse = if swab has been DI'WMN apenad

= forteething = In children under 2 years of age

When using this product avoid contact with eyes

Keep oul of reach of children, If more than used for pain s

accidentally swallowed, get medical help or contact a Poisan

Control Canter immediatety.
o

Directions « donotexceed recommended dosage
adults and apply to the affectad area. Allow to remain in place
children 2 years |at least 1 minute and then spit aot. Use upto 4
of age and older | tmes daily or es directed by a dentist ordncrur
children under  |should be supervised in the use of the product
12 years of age
children under | do not use

2 years of age 3




Please retain Drug Facts for future reference.
[

Drug Facts

Active ingredient Purpose
Benzocaine 20%..........0ral Anesthetic

U/ses for the temporary relief of

occasional minor irritation and pain,

associated with = canker sores

= sore mouth and throat

= mingr injury of the mouth and gums

= minor dental progadures

« minar irtation of the mauth and
gums causad by dentures or
orthodentic appliances

Warnings
Methemoglobinemia warning:

Use of this product may causs
methemoglobinemia, a serious
condition that must be treated
promptly because it raduces the
amount of oxygen carmied in blood.
This can occur even if you have used
this product before. Slop use and seek
immediate madical attention if you or a
child in your care deueln[fs:_ _
= pale, gray, or blue colored skin {cyanosis)
* headache = rapid heart rate

= shariness of breath

= dizziness or lightheadedness

= fatique or lack of enengy

Allergy alert: Do not use if you have
a histary of allergy fo local anesthetics
such as procaing, butacaing,
benzocaine, of other "caine” anesthetics.

Sore throat wamning: if sore throat is
severs, persists for more than 2 days,
is accompanied or followed by fever,
headache, rash, swelling, nausea, or
vomiting, consult & doctor pramptly.

If sore mouth symptoms dao not
improve in 7 days, or if irritation, pain,
00 redness persist or Worsens, see
your dentist or doctor promiplly. »

Drug Facts (continued)

Wamings (continued)
Do not use

= if swab kas been previously opened
= for teething
s in children under 2 years of age
When using this product
avoid contact with eyes

Keep out of reach of children.
If maore than used for pain is
acodentally swallowed, get
medical help or contact a Poison
Control Centar immediately.

Directions
do not exceed recommended dosane

adults and | apply to the
children affecled area.
2 years of | Allow to remain in
age and Mace af least 1
older minuste and then
spat out. Use up
to 4 times dally or
as directed by a
dentist or doctor,

should be
supenvised in the
s of the
product

do not use

childran
under 12
years of age

children
under 2
years of age

Other information
store at 20-25 °C (68-77 °F)

Inactive ingredients
fiavor, polyethylene glycol,
S0dim saccharin

Questions or comments?
1-800-238-5542

M=F; 8:00 a.m, - 4:30 p.m. ET
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< HURRICAINE

Snap—-n- Go" Swabs
20% Benrocaine Liguid
Oral Anesthetic

ot
" FAST RELIEF

OF ORAL PAIMN

* Dentures » Cold Sores
= Sore Gums = Orthodontics
« Canker Sores

\ Works Within 30 Seconds! ,

\ Fiyrr Caing® 5 aragishersd frademark of Beullich Phanmacauiicals
\

\ LIE Seap -+ G0 i & tmdemaric of Bathich Phammaceuticaia LLC
'|I GOLDN AING i e frademar of Swabplus Ing. wes Degtichucnn

HEG2 703 (518

DIRECTIONS FOR USE:

1. Remove swab from wrapper.
Hold swab with colored round
marker up. Place fingers
Near ring.

"{-_,1_0-1
(il

A

2. Snap colored round marker
gently, The liquid will flow
1o the bottom end of the
cotton tip.

3. Place saturated end to desired
area. REMEMBER: KEEP
SATURATED END ON SURFACE;
D0 NOT TURN OVER!

Beutlich

PHARMACEUTICALS LLC

7775 5. US Hwy 1, Suite H
Bunnell, FL 32110

HURRICAINE TOPICAL ANESTHETIC LIQUID

benzocaine liquid

Product Information

Product Type

Route of Administration

HUMAN OTC DRUG

Item Code (Source)

DENTAL, PERIODONTAL, ORAL

NDC:0283-0569




Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
BENZOCAINE (UNIl: U3RSY48JW5) (BENZ OCAINE - UNII:U3RSY48JW5) BENZ OCAINE 200mg inlg

Inactive Ingredients

Ingredient Name Strength
POLYETHYLENE GLYCOL 400 (UNIl: B697894SGQ)
SACCHARIN SODIUM (UNII: SB8Z UX40TY)

Product Characteristics

Color Score

Shape Size

Flavor CHERRY Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Marketing End

Date Date

NDC:0283- 29.6 g in 1 BOTTLE, PLASTIC; Type 0: Not a

1 0569-31 Combination Product DEE L

2 5555?12783' 1 gin 1 PACKET; Type 0: Not a Combination Product 01/28/2020
NDC:0283- 72 g in 1 APPLICATOR; Type 0: Not a Combination

e 0569-72 Product Uailahlel)
NDC:0283- 2 g in 1 APPLICATOR; Type 0: Not a Combination

4 0569-02 Product 05/15/1969

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph not ;356 05/15/1969

final

Labeler - Beutlich Pharmaceuticals, LLC (005209325)

Registrant - Beutlich Pharmaceuticals, LLC (005209325)

Establishment

Name Address ID/FEI Business Operations
Dental Technologies Inc. 148312838 manufacture(0283-0569)
Establishment

Name Address ID/FEI Business Operations



Speciality Pharma Manufacturing

Establishment

Name Address
SWABPLUS

Establishment

Name
Beutlich Pharmaceuticals, LLC

Revised: 3/2023

013957125 manufacture(0283-0569)

ID/FEI Business Operations
116984439 manufacture(0283-0569)

Address ID/FEI Business Operations
005209325 label(0283-0569) , pack(0283-0569)

Beutlich Pharmaceuticals, LLC
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