ORAJEL ANTISEPTIC RINSE FOR ALL MOUTH SORES- hydrogen peroxide and
menthol liquid
Church & Dwight Co., Inc.

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.

Orajel Antiseptic Rinse for All Mouth Sores
Hydrogen peroxide 1.5%

Menthol 0.1%

Oral debriding agent/Oral antiseptic

Oral pain reliever

first aid to help reduce bacteria in minor oral wounds

for temporary pain relief and

use in cleansing minor wounds or minor gum inflammation resulting from:
minor dental procedures

accidental injury

orthodontic appliances

canker sores

dentures

other irritations of the mouth and gums

Aids in the removal of:

e phlegm

® mucus

e other secretions associated with occasional sore mouth

When using this product do not swallow
do not exceed recommended dosage

Do not use this product for more than 7 days unless directed by a dentist or
healthcare provider

Stop use and see your physician promptly if swallowing, rash or fever develops;
irritation, pain or redness persists or worsens; sore mouth symptoms do not improve in
7 days

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

Directions

e remove imprinted safety seal from bottle cap

e to remove child-resistant cap, squeeze smooth sides of cap while turning. Reclose
tightly. Ready to use, no mixing needed.

|Adults ||



and
children

2 years of
age and
older

Swish one-half capful (2 tesapoons=10mL) around the mouth over the
affected area for at least 1 minute and then spit out. Use up to 4 times daily
after meals and at bedtime or as directed by a dentist or healthcare provider

Children

under 12
years of

age

Should be supervised in the use of this product

Children
under 2
years of
age

Consult a dentist or healthcare provider

Other Information

e cap tightly

e keep away from heat or direct sunlight

e do not use if safety seal is broken or missing

alcohol (4.1% by volume), blue 1, disodium EDTA, methyl salicylate, phosphoric acid,
poloxamer 338, polysorbate 20, sodium saccharin, sorbitol, water

Questions or comments call us at 1-800-952-5080 M-F 9am-5pm ET or visit
our website atwww.orajel.com
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16 FL OZ (473.2 mL)

DIEL

# ORAL PAIN
RELIEVER BRAND
FOR ADULTS

/)0 With
/PAIN RELIEF!

Canker Sores = Cheek Bites = 6um Irritation
Irritation from Dentares or Braces

v’ Promotes Healing

¢/ Kills Bacterla
v/ Provides Pain Rellef ~ SOOTHING ./,
MINT '/

RI&SE 7

1:11' f



~ DJIBFIAHOE |

a \ e T i

“/ﬂmg Facts

Acfive J.I'I'Q.I‘!I!.IHIFS FPurpose
Hydrgen parcane 1.5%. .. Oral dearing ageel!
e PR d
L L el pain rel s
Ulzps mfies aid e Foed T Becdenia i BT bial
wouiiks Bhr emgicary pain ebel and B s n deasng
feinee saends or mindr qum inkartnatian resuliing from
Wmir datid proceduns  WacGdenial npury
Neothodanlic applances WMok sons
| EETN Waler initations of e mouth and pume
Adide in T remaval of w8 phlegm B mecis mother satmnsons
BES0CiECed with oocasional £0re mosth
Warmings
Dol s s et or e 7 idas ks o recienl iy vkt ar hesbhcan providen
Whan asing thig predut donel eveloe B02 01 Eesed SCommandal dramE
Stap vse e sew your physician gromptly it meweing, st o b desdaps
W irrtation. i o Edness pErRSTS OF MR W S0 mouth symptoms oo not impose n 7 days
Keeg aal ol seach al chikdren. I o has esed lor irsing i accidentaly swilliasd, gel
ieadial sl o oRlaE] 3 Peisan Cantral Cagien i bl Sady

- 1
| { DirecNams mremose imprinted salety el fram Botths p W o remoes chik-redstal o ‘ 1!

spuear smoi s of cap while hurning. Aec ke tightly. Hu:jl: ESE, N0 ming neaded.
Bl gnd chiliren Sanh oae-all caplal (2 eespoons = 10ml) aaund Te meuth
2 yaary ) aga and akler awer e aFected erea Tor 6 least | mingle and then spi oal. Uk |
| ap le 4 limess piaily N2 maake and o ectime ar s dimctad by -+
| a denliEl o hellBgdne provide:

Children uacer 12 s ol age| Shaulsl be sepsrased in e use af this product |
Children uader 2 vedrs of age | Coasull & derlist ar bealhcare privider

| Other infarimation mcap tigttly wbeep away from heat or direct serlightm do nst ese if saety
seal is graben ar missing |

] | Imaghive imgredients akonol i4.0% by volume), blue 1, dendiam EDTA '|ll'5.|s:|r3.l'rrt f
| phosphong agid, polrosemer 328 pujn.sn':lalz:':- sodigm sacchann, sorbie], wat

| | § Questions ﬂ.rnn'.rrr.rrmufs? all i it 1-800-952-5080 M-F Qam-Gpm ET o vt & [
el hnet-‘-ualu_-'..mmm

al I
" [SAFETY SEALED] i
. m-rnunn:- at, ||.'
\ \Esiy, U B iy
"\, (GO Gl gt rf
'\\‘MIIHHE IWII I p

ORAJEL ANTISEPTIC RINSE FOR ALL MOUTH SORES

hydrogen peroxide and menthol liquid

Product Information

Product Type HUMAN OTC DRUG
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

HYDROGEN PEROXIDE (UNIl: BBX0O60AN9V) (HYDROGEN PEROXIDE -

UNII:BBX0O60AN9V)

MENTHOL, UNSPECIFIED FORM (UNIl: L7T10EIP3A) (MENTHOL, UNSPECIFIED

FORM - UNII:L7T10EIP3A)

Inactive Ingredients

Item Code (Source) NDC:10237-760

Basis of Strength Strength
HYDROGEN PEROXIDE 1> M9

in1mL
MENTHOL, 1 mg
UNSPECIFIED FORM in 1 mL



Ingredient Name Strength
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
EDETATE DISODIUM (UNIl: 7FLD91C86K)
METHYL SALICYLATE (UNII: LAV5U5022Y)
PHOSPHORIC ACID (UNII: E4AGA8884NN)
POLOXAMER 338 (UNII: F75)V2T505)
POLYSORBATE 20 (UNIl: 7T1F30V5YH)
SACCHARIN SODIUM (UNII: SB8Z UX40TY)
SORBITOL (UNIl: 506T60A25R)
WATER (UNIl: 059QFOKOOR)
ALCOHOL (UNII: 3K9958V90M)

Packaging

# Item Code Package Description Markel;:Lr::ge Start MarkeDglsg End
1 §6DOC-:1160237_ ﬁZo%licTL in 1 BOTTLE; Type 0: Not a Combination 11,015014

2 76048 | Combination Product 09/01/2021

Marketing Information

Application Number or Monograph Marketing Start Marketing End

Marketing Category Citation Date Date

OTC MONOGRAPH NOT

FINAL part356 11/01/2014

Labeler - church & Dwight Co., Inc. (001211952)

Establishment
Name Address ID/FEI Business Operations
Church & Dwight Canada Corp. 253933600 MANUFACTURE(10237-760)

Revised: 1/2023 Church & Dwight Co., Inc.
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