ANESGERM LA MUELA FAST PAIN RELIEF- benzocaine 20% liquid
Germa Products, LLC

Anesgerm (La Muella)

Active Ingredient

Benzocaine 20%

Do Not Use if

Do not use W for more than 7 days unless directed by a dentist or doctor W for
teethings. W in children under 2 years of age.

Allergy alert B do not use this product if you have a history of allergy to local
anesthetics such as procaine, butacaine, benzocaine, or other “caine” anesthetics. If a
skin reaction occurs, stop use and seek medical help right away.

Stop use and ask a dentist or doctor if W sore mouth symptoms do not improve in 7
days M irritation, pain or redness persists or worsens W swelling, rash or fever
develops. B These symptoms may be a sign of infection or a serious condition.

Directions

Adults & children, 12 yrs of age & older W Apply to the affected area up to 4 times daily
or as directed by a dentist or doctor.

Children 2 yrs of age & older Wl As directed by a dentist or doctor.

Children under 2 years of age Bl Do not use.

Purpose

Pain Reliever

Warnings

Warnings:

Do not exceed recommended dosage
Keep out of reach of children

In case of overdose, get medical help immediately.

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.

Do not use:



for more than 7 days unless directed by a dentist or doctor
for teethings in children under 2 years of age.
Allergy alert:

do not use this product if you have a history of allergy to local anesthetics such as
procaine, butacaine, benzocaine, or other “caine” anesthetics. If a skin reaction occurs,
stop use and seek medical help right away.

Stop use and ask a dentist or doctor if:

sore mouth symptoms do not improve in 7 days.
irritation, pain or redness persists or worsens.
swelling, rash or fever develops.

These symptoms may be a sign of infection or a serious condition.

Other Information
Store between 159 to 302C (5992 to 869F).

Inactive Ingredients

Clove Oil, Ethyl Alcohol, Glycerin, Polyethylene Glycol, Propylene Glycol, Sodium
Saccharin, Sodium Methylparaben.

Uses

Uses W for the temporary relief of pain due to. Wl toothache W minor irritation or injury
of the mouth & gums W irritation cause by dentures or orthodontic appliances Wl sore
gums.

Warning

Warnings: Do not exceed recommended dosage. Keep out of reach of children. In case
of overdose, get medical help immediately.

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.
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Drug Facts

Active ingredient Purpose
Benzogaing 20% «ousssmmmmnamnanmsnaisasanssasans Pall Believer

Uses W for the temporary relief of pain due to. Bl toothache B minor irritation or injury of
the mouth & gums M irritation cause by dentures or orthodontic appliances M sore
gums.

Wamings M Do not exceed recommended dosage B Keep out of reach of children l In
case of overdose, get medical help immediately.

Mett globinemi ing: 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:

o Pale, gray, or blue colored skin (cyanosis) e Headache

¢ Rapid heart rate  Shortness of breath

o Dizziness or lightheadedness e Fatigue or lack of energy

Do not use B for more than 7 days unless directed by a dentist or doctor B for theething.
W in children under 2 years of age.

Allergy alert M do not use this product if you have a history of allergy to local
anesthetics such as procaine, butacaine, benzocaine, or other “caine” anesthetics. If a
skin reaction occurs, stop use and seek medical help right away.

Stop use and ask a dentist or doctor if B sore mouth symptoms do not improve in 7
days M irritation, pain or redness persists or worsens B swelling, rash or fever develops.
B These symptoms may be a sign of infection or a serious condition.

Directions
Adults & children, 12 yrs of age & older | Apply to the affected area up to 4 times daily
or as directed by a dentist or doctor.

Children 2 yrs of age & older As directed by a dentist or doctor.

Children under 2 years of age Do not use.
Other information M store between 15° to 30°C (59° to 86°F).

Inactive ingredients M Clove Oil, Ethyl Alcohol, Glycerin, Polyethylene Glycol, Propylene
Glycol, Sodium Saccharin, Sodium Methylparaben.

Para la version en espafiol del los “Drug Facts”
visitenos en www.germa.net

i

rev. 12/20

18ureuLIah mamm
uigse3 G-6 3-IN "€€00-8£2-G0E- | ‘Siua W0y Jo suolsany
981€€ BPHOL] JWRYN ‘anuany gz ) MS 1211
- 971 ‘sionpo.ld ewssy :Aq panqusig

s vsn u opEW
L~

(TW8'y1)'Z0 G0 IMIN  wogepy saoeig o

Aiddy 03 £ uopeyLl| aImua( o

jddy 03 Aseg J o !'au s:lgg a-:::,s .
ured ise-f yIeLyj00] -

40AE[H JUESES|d «
Ajddy o} Aseg « 7
Ajjwey sjoym ay3 WL

104 JoljOY UIEd }SE *

1ansyfay ujed jeip ybuans wmupxey WD (WD)

YWHID @
Maximum Strength
Oral Pain Reliever

uopeLly sadelg o
)‘ ‘e

L %

e

$3N073 40 TI0 SATd INIVIOZNIE %0Z
ANESGERM"
20% BENZOCAINE PLUS OIL OF CLOVES

WWHADSINY
Janaljay uied jeip
 Denture Irritation
* Braces Irritation

yibuens wmuxey

@ GERMA®

(wgy1)'Z0™4 60 "IMISN  uonepsy saseiq o

e uopeyL] aimuag o |
! Gddvarise g DI|DY Siny aI0s o |
E‘(g — v v o u!Ed .’sed al’ae‘"oql [ ] i

40AE[H JUESES|d *
Ajddy o} Ase3 «
Apwey sjoym ayy WL

104 J31j9H UIEd IS€d o

JaA3jjay ured [eiQ ybvans wmuxewy VWY ID @

UoNE}LLI| 3IMU3( o
suiny aios o
ayoeylo0] «

*'( uoneLLy Saselg «

Ajddy o3 Ase3z




WO 1sed
$31012 40 0 SN1d INIVIOZNIF %02

VIINW vi

Janaijay uied jeip
ypbuanys winuwiixep

10-100-1956S OAN (NWHHD @

ANESGERM LA MUELA FAST PAIN RELIEF

benzocaine 20% liquid

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:73635-7101

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
BENZOCAINE (UNII: U3RSY48JW5) (BENZ OCAINE - UNII:U3RSY48)W5) BENZ OCAINE 200 mg in 1 mL

Inactive Ingredients
Ingredient Name Strength
METHYLPARABEN SODIUM (UNIl: CR6K9C2NHK)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
SACCHARIN SODIUM (UNII: SB8Z UX40TY)
GLYCERIN (UNII: PDC6A3CO00OX)
CLOVE OIL (UNII: 578389D6D0)
POLYETHYLENE GLYCOL 100000 (UNII: V46Y60)5QB)
ALCOHOL (UNII: 3K9958V90M)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:73635- q
1 71015 1in1BOX 03/29/2019
1 14.8 mL in 1 BOTTLE, WITH APPLICATOR; Type 0: Not a
Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

OTC Monograph Drug M022 03/29/2019
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