ORAL ANALGESIC MAXIMUM STRENGTH- benzocaine and menthol paste
Meijer Dis tribution 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.

Drug Facts

Active Ingredients Purpose
Benzocaine20% Oral painreliever
Menthol 0.25% Oral painreliever

Use for the temporary relief of pain due to:

canker sores, cold sores, fever blisters, minor irritation of the mouth and gums caused by dentures or
orthodontic appliances

Warnings

Allergy Alert
do not use this product if you have a history of allergy to local anesthetics such as procaine, butacaine,
benzcaine or other "caine" anesthetics

When using this product

do not use more than directed

do not use for more than 7 days unless directed by a doctor/dentist

do not use more than 4 times in a 24 hour period unless directed by a doctor/dentist

Stop use and ask a doctor if

sore mouth symptoms do not improve in 7 days

irritation, pain or redness persists or worsens

swelling, rash or fever develops

Keep out of reach of children

in case of overdose, get medical help or contact a Poison Control Center right away

Directions
Directions

remove cap and cut tip of the tube on score mark

adults and children 2 years of age and over: apply to tyhe affected area up to 4 times daily or as
directed by doctor/dentist

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

Children under 2 years of age: aska doctor/dentist

Other information

Do not use if tube tip is cut prior to opening.

Inactive ingredients cellulose gum, gelatin, methyl salicylate, pectin, plasticized hydrdocarbon gel,
polyethylene glycol, sodium saccharin

Questions or comments? call us at 1-800-952-5080 M-F 9am-5pm

meijer

Oral Analgesic Paste



maximum strength

For Fast Relief of Oral Pain Caused by:
Toothache, Denture, or Gum Irritations,
Cold or Canker sores

Oral Analgesic Paste
maximum strength

safety sealed tube tip

MET WT. 0.21 oz (6g)

carton image



6002/¥1/L0

Sgs 910’

1082€060

ZE/EL+6 X OL/EHG
apis pejuLd

73arvdo

L1HOIMA ANV HOYNHO

XX

iF1V1dNSL OL AIMOTIV NOLLVHILTVY HO IONVHO ON - ONIOVIOVd AOOMIHOHS 40 ALY3d0Nd

COMPARE TO ORABASE-B

Oral

Amlgesm Paste

active ingredient*

i3
|

-

1
For Fast Relief of Oral Pain Caused by I
Toothache, Denture or Gum Irritations,

Cold or Canker Sores

Oral Analgesic Paste

maximum stre ngth
SAFETY SEALED TUBE TIP

 NETWT.021 02 (69) I
- $680004  10-9¢110-041d

wod IR

NLET]
VY56V I STV GV
. AN AV HDITVM 6262
ONINOILAI ST Y3 AG 18I0
“del) pua Y0q Jo bk [0S o 035
“one]

10 Eped sl ) o o
0) SMICAUe S1{) £ PGP 10 P EUEL Yo 8 20pod s 1,

uuyaaes WnIpos ‘(0046 auaifadiod ‘6 uoqreanipAy pazionseid
ugoad ‘ajel/o1fes (i uyeled ‘wnf ssoinipd sjuaipabul annael|

Buedo oy soud yna 5| 0 3any Jt 3sn YU 00 HORRLIOUL J3YI0
—

15HUBP/I0}a0p L fsE 36 40 SIE2A 7 J2pun UaIpIIYD M

Jonpoud st 0 950 auy Ut pastasecins aq pInoys ‘3B 40 S16af 21 12pun ULIpILO W
SOUEpLOI00D  £Q PSS 5 10 AJED s

oy dn ease pajoeye 2y o} jdde -i2pjo pu eBe 40 S1vaf 7 U2IpID pue SyIPE

B 21025 0 3Gy 34} J0 di 113 pue 0 3401 I

suonaalg

—

‘fease Jubl 12jusg j04U0) UoSIod

198309 J0 djay [eaipaul 186 ‘asopIaro Jo ased U] “WRIPIYI JO YaL3l JO IO d8ay

‘sdojeap 1a7a) 10 Usel “Bulljons M SUsSIoN Jo ssisiad

$53UpaJ J0 Uled ‘UanelLLl M SAEP 2 Ul ercidwi Jou op sweldwAs now e1os

J140J00p € Yse pue asn dojg

T Aq papalip S5a[un poLad 1n0Y g € Ul SaUI] p UBU] €I0W 457 10U OF |
1SNUSPI010 B AQ PEISE1I SSEUN SAEp 7 UEL) 2I0W 10} 25N 1O Of

Paap Uey siow &sn Jou op I

Jonpoud siy) Buisn uays

“SOIRUISAUE 3UTED, JaUjo 10 BUIE0ZUE] BUROEING aumojd SE ONS SONaUjSale

[290] 0} Abuaile Jo Kloisiy e afey nof i 1onposd iy asn jou op -3l ABIalIY

shuiie,

'580UBI|dde 2UOPOIIO 10 S3IMJUSP AQ PAsNED swind
PUE UInOW 2L} 10 UONE}III JOUIW I SIRISIQ 9/} M SI0S P09 M SRI0S IEUE0 M
0} anp uled seralja) Alleioduis) SaSf)

—_—
" %G2 0 [oUjuBlA
%02 2uleaczuieg

f—
Janaljal Uled [e1)
Jahalja) uted 210

asoding T ._ ALY
sjae4 bnig
%07 auipaozuag ajsed 3_15‘35[2" v 1810

HIONTUIS WNWIXYI

Jaliaw
o0 )

&

PAPER 100 PAPER 100

Srcvitg FRONT COLORS

2141 GILBERT AVENUE

CINCINNATI, OHIO 45206

©13261.5700 kil JOB INFORMATION Process Pznmne Panume Pmes
286

oTaTy s
GRAVITY PRODUCTION ART INFORMATION PROJECT: Orajel Yellow 485C Bla

JOB #: 979751 DESC/SIZE: .210z Oral Analgesic Paste Meijer - Carton BACK COLORS

FILE NAME: 979751 21 _Mr_Anlg Paste Rd.ai

BRAND: PPH_OverTheCounter SAP # 7000824
CONTACT: Jayme Mulholland e ‘COPYCODE: PLFC.07126-01
ARTIST:
GEO/clh UPC#: 041250071266 LasT 03/24/10

RELEASED TO SEPARATOR; 00/00/00

ADDITIONAL JOB INFORMATION

mecHANIcAL: kounD 4 | T NN

Vamish




vvvvvvvvv

PHOTOTYPE SEPARATION INFORMATION

SKU JOB #:

APP/VERSION: Adobe lllustrator C53

Die

SEPARATOR: Phototype PRINTER: Shorewood - NJ TINT _TINT _ TINT _ TINT _BULT BUILT  BUILT  BUILT
<@ | 2141 Gilbert Avenue PRINT PROCESS: Offset PRINTER DIE#: Shorewood_09032801_01
Cincinnati, Ohio 45206
513.281.0999 SUBSTRATE:

C&D APPROVALS

QUALITY ASSURANCE CHECK

CSR:

CSR EMAIL:

GRAVITY and PHOTOTYPE
acairately.

DATE:

ORAL ANALGESIC MAXIMUM STRENGTH

benzocaine and menthol paste

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:41250-706

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
BENZO CAINE (UNII: U3RSY48JW5) (BENZOCAINE - UNI:U3RS Y48 JW5) BENZOCAINE 200 mg inlg
MENTHOL (UNI: L7T10EIP3A) (MENTHOL - UNIEL7T10EIP3A) MENTHOL 25mg inlg
Inactive Ingredients
Ingredient Name Strength

CARBOXYMETHYLCELLULOSE SODIUM (UNI: K6790BS311)
POLYETHYLENE GLYCOL (UNIL: 3WJQ0SDW1A)

SACCHARIN SODIUM (UNII: SB8ZUX40TY)

GELATIN (UNI: 2G86QN327L)

METHYL SALICYLATE (UNI: LAV5U5022Y)

PECTIN (UNII: 89 NA(O2M4RX)

MINERAL OIL (UNI: TSL8T28 FGP)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:41250-706-21 1in 1 CARTON

1 6.0 gin 1 TUBE

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part356 05/13/2010

Labeler - Meijer Distribution Inc. (006959555)
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