ALPHA-CAINE TOPICAL ANESTHETIC- benzocaine gel
Dental Technologies, Inc.

Alpha-Caine Drug Facts, Mint

Active ingredient

Benzocaine 20%

Purpose

Oral Anesthetic

Uses

For the temporary relief of occasional minor irritation and pain, associated with:

Sore mouth and throat

Ulcers

Minor dental procedures

Needle punctures

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

Warnings

For external use only

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:

e 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 any “caine” anesthetics, such as
benzocaine, butacaine, procaine or tetracaine.

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. If sore mouth
symptoms do not improve in 7 days, see your dentist or doctor promptly.

Do not use
e for teething
¢ in children under 2 years of age

When using this product

avoid contact with eyes

If pregnant or breast-feeding,

ask a health professional before use.

Keep out of reach of children.

In case of overdose, get medical help or contact Poison Control Center right away.

Directions

do not exceed recommended dosage.

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

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

e children under 2 years of age: do not use

Other information
Store at 59° to 862 F (159 to 302 C)

Inactive ingredients
Blue 1*, flavor, PEG-8, PEG-75, Red 3*, Red 33*, Red 40%*, sodium saccharin, Yellow 10*

*contains one or more of these ingredients.

Questions or comments?
1-800-835-0885 or 1-847-677-5500 M-F 8:00 a.m. - 4:30 p.m. CST.

Visit www.dentaltech.com
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DO NOT USE IF PRINTED SEAL UNDER CAP IS BROKEN OR MISSING.

20% Benzocaine Oral Anesthetic

loz. (309)

4 - i §
Drug
52 of the product. i rﬁ__.?ﬁm
s children under 2 years of agei NBOCAT
not use - I
. (123
Other information - Far the to
Etod at 55° 1o BE° F (1571630 C)) occasion:
dnactive ingredients wwu....%.ﬁ
Bae 17, flavor PEG-, PEG-T5, | L leers
Hed 3%, Fed 33°, Red AT, v + Mingr d
Sadium saccharin, Yellow 0% * et
i contains ane armere af these - » Z___.u.ﬁﬂ
Ingrediants. . + and gur
Questions or ' i o arthe
lconments? - Warnii
118005350555 00 1647617500 1 For et
T B00am - &30 pm.CST. | Mather
Wit warw dentaltech.com ' warnin
oot el Isegoniento 3 sz of thi
aw.rk.,;_bnwh?.; D el s w. ,unn_.um!
" 1 onditior
W el ivio eaiporal b retacionci s 1
so_dao .RR:.o_..u_R.,_.“Rng . promptly
mma 0 . prount ¢
Em,._.o_.x wncwng_wo:c - hilood. Th
§ Enccdniesies deriicsmercres 4 Fiave uge
o ImEackn leve del bocay encias. s Elop use
Fausadad pordentsdona poiSaLa g echical
wialon d e sitccncia ' m g
dvertencian v child iy
e kstirns g % pale, gra
divertemeia metehamegloblnamis | § pale. gr
:_ww,n._q..__q sl prace n.u_.._.r.. r v (eyanos
wznx debe warar penualmente + headact
porque reduce b cantidad bz srigene r rapid he
e m— dresacin emsangre, Bt pueds soumr 4 4 shortne:
el s et ha w2 G0 ' v
o r dizrines
+ fatigue «
= Rllergy
. w© frouhave
== : = ) pnyzaing
¢ E 3 - Ly benzocai
g %I e
O o) mm ' w Sore the
E i i 22 shraatis
[ § Ex. rore tha
[ B mm am
' oz FEE ecompa
I a=s £ g "
: 35 E& mn . Fever, he:
" za W= ...n ¥ WOnNIting
: 8 H M mw as - Fromptiy
: 2 £5 wn . symptom
: 23f8s o3t Hays, see
: gifgf et promptly
' Lh=t - Do notu
b P “ Ta. ek
' g » rim childr
“ | e
H m : When u:
i 4 3 avaid eer
' T s i d
' S 4 [pregn:
i m “ Tn.x ahea
H g v e,
“ L m_ua_._,
5 £ . Jn case of
b i helpar o
- @ “ Center rig
G el
. o ! Directi
: ! H : Ldonete
f 1 P! e
En T H 4 adultsa
2 v
) F o Aa and ¢
y ak S o et Gar
: P Hhe maut
b IR H.mnms_,
_ Mm" ApiCouL.t
. B ‘e as dira
a m L doctes,
’ - . childres
' ' age:shat
. * —
-—
W8/ -l



L

-----

Bun
14
o]

= : ilS|EzeE| FE|EE| 2 g2k RS ZagsEzes id AE |
o H BRlERES| S2[58| 227 B85 i Ec)5piiE 2 FEEY
2 il | gig| £E| 5| = | £2 gl £ “| IFgg 3|
G 11 N I S ALE B L
’ 6-15/16" )
|
I
F 3 i : . -\‘
oFEN ! ! Ly
HERE | | i ES‘
5 S
= T B
1 i I : P
4-1/4"
ALPHA-CAINE TOPICAL ANESTHETIC
benzocaine gel
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:55346-2902
Route of Administration PERIODONTAL, DENTAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
BENZOCAINE (UNIl: U3RSY48)W5) (BENZ OCAINE - UNIl:U3RSY48JW5) BENZ OCAINE 200mg inlg
Inactive Ingredients
Ingredient Name Strength

POLYETHYLENE GLYCOL 400 (UNIl: B697894SGQ)
POLYETHYLENE GLYCOL 3350 (UNIl: G2M7P15E5P)
SACCHARIN SODIUM (UNIl: SB8ZUX40TY)

FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)

D&C YELLOW NO. 10 (UNIl: 355W5USQ3G)

Product Characteristics

Color Score
Shape Size
Flavor MINT (Mint) Imprint Code

Contains



Packaging

# Item Code Package Description
1 NDC:55346- 30 g in 1 BOTTLE, PLASTIC; Type 0: Not a
2902-1 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC Monograph Drug MO022

Labeler - pental Technologies, Inc. (148312838)

Registrant = Dental Technologies, Inc. (148312838)

Marketing Start Marketing End
Date Date

12/31/1999

Marketing Start Marketing End
Date Date

12/31/1999

Establishment
Name Address ID/FEI Business Operations
Dental Technologies, Inc. 148312838 manufacture(55346-2902) , pack(55346-2902) , label(55346-2902)

Revised: 11/2023

Dental Technologies, Inc.
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