MEIJER ANTIBIOTIC PLUS PAIN RELIEF- neomycin sulfate, polymyxin b sulfate, and
pramoxine hydrochloride cream
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.

meijerm

Antibiotic Plus Pain Relief

Drug Facts

Active ingredients (each gram contains) Purpose
Neomycin sulfate 3.5 mg First aid antibiotic
Polymyxin B sulfate 10,000 units First aid antibiotic
Pramoxine hydrochloride 10 mg External analgesic
Uses

first aid to help prevent infection and for the temporary relief of pain or discomfort in minor:
e cuts
® scrapes
® burns

Warnings

For external use only.

Do notuse
¢ inthe eyes
e over large areas of the body
e if you are allergic to any of the ingredients

Ask a doctor before use if you have
¢ deep or puncture wounds
¢ animal bites
® serious burns

Stop use and ask a doctor if
e condition persists or gets worse
® you need to use longer than 1 week
e symptoms persist for more than 1 week, or clear up and occur again within a few days
e rash or other allergic reaction develops

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center right
away.

Directions

Adults and children 2 years of age and older:

e cleanthe affected area and dry thoroughly



e apply a small amount of this p}oduct (avn amount equal to the surface area of the tip of a finger)
on the area 1 to 3 times daily

e may be covered with a sterile bandage

Children under 2 years of age: ask a doctor

Other information
e store at 20° to 25°C (68° to 77°F)
® see cartonor tube crimp for lot number and expiration date

Inactive ingredients

emulsifying wax, methylparaben, mineral oil, propylene glycol, purified water, white petrolatum

Questions?
Call 1-866-923-4914

DIST. BY MELJER DISTRIBUTION, INC.
2929 WALKER AVE NW
GRAND RAPIDS, MI 49544

PRINCIPAL DISPLAY PANEL - 14.2 g Tube Carton
meijerm

Compare to NEOSPORIN® + Pain Relief
active ingredient*

Maximum Strength

AntibioticCream+PainRelief
Neomycin Sulfate « Polymyxin B Sulfate *+ Pramoxine HCI

NET WT 1/2 0z (14.2 g)



Compare to NEOSPORIN® + Pain HQ
o0 afre ingredient”

First Aid Antibiotic /
Pain Relieving Cream

Helps Prevent Infection in
Minor Cuts, Scrapes, and Bums
Plus Ha:nmun Stmngth Pam Relief.

meijer

AntibioticCream+PainRelief
Neomycin Sulfate ® Polymyxin B Sulfate ® Pramoxine HCI

Compare to NEOSPORIN® + Pain Relief

o

AntibioticCream+PainRelief

Neomycin Sulfate ® Polymyxin B Sulfate ® Pramoxine HCI
NETWT 1/2 0z (14.2 g)

e = e = e

e e ———
I| ‘l“ ‘J‘ PLE-ET6-088-1 |80 ﬁ'suousarrsi

whjpoaped smpm Jaem peyund ot susgidod o psun
‘usquind|dijews om Bukyisnue Spuelpaubul eAnoeu|

SIBP LOIIBAAYS PU JSGUINU 10| J0) UL S JO UCLID 998 »
(4.2 01,89) D.52 01,02 W 8018 « UOIJBUWLIOJUI 1BYIOD

(penunuod) spoe4 bn.g |

'
1
'
1
'
1
1
1
1
i 7
: e ' = =
- Joy00p v yse ebe jo wead Z Bpun ue.
; - - é : A abep«.‘nq n!nn*'nqu_n. paseacs 8q m?
Cwn I Apop seun) ¢ 0} | veur U uo (ebuy
: (s =] i £ 0 d eLf JO BeSE SouNE S O} |enba JUnowe e jonposd sy JO Junawe |puws B Adde «
| ° > < ' AyBnoucy) fip puUR TRUT PSIOSYT SU UDS|D »
H 5 Y- 1 LEp|0 pue abe 0 sESl 7 UBIPIYD PUT BYNPY
I 235 : suogoaig
mD
: oS ' zsoNODOD “Anvn Wb BR 0
2cr~ 4 §§ gga & |ORUOD) UOBIOG T JIIU00 1O Ay |TAPSL 160 ‘PIMOIUMS §| “USIPIKD JO YoEaU Jo yno dady
!‘.;% : =5 zii Sdo@Asp UON 209 20T JSLRO0 JO STl «
1 2% OS® < sdep may e uyum uede Nooo pus dn B JO Yeam | UBy)] asow Jof peesed swoduids «
. Q?E;Eg Heam | uoy BBug een o pesu nok « 20 5900 JO WENUSd LUOGIPUCS «
Y 2R 2@l 1 40120p & yeu pun esndoyg |
a5t
35 !ﬂ,,.z m FUNG $NOLES «  FE1G [DULILD ¢ SPUNOW Snjound JO deep e
g gﬁin SARY NOA i SEN 0U0)0q JOIDOP B YEY
sz RUspaIbul oy} O AU 0} BISIT 2 NOA |1 »
%3 Apoq ey jo svap efuw|Jen0 « Sal@ syl e 08N JOUOQ
E “RUO RN |ULLSND JO4
sBuiusem
wnge SIS BN e
MY g+ LOURL UL UOpLUo J61p o ued jo jegeu Asmsoduue) B 404 puvumaewuummd djay o) pre jeay
@ ods0n YD) 5851
pams s ey o
souno ‘voguodeg f§ omebpue puwepg 0w O] SPUoJYS0UpAY SUNOULITIY
wasger §uosupt | Mioiqiue pre jeag “BHUN D0O'0 L SIyNS g unciudiod
fypmagaap § ogaqgue projesq g wakwoa
»f:m; asoding (surepuod wesb yoees) sjusipalbul 8AljoYy
sjoe4 bnig

N %

MEIJER ANTIBIOTIC PLUS PAIN RELIEF

neomycin sulfate, polymyxin b sulfate, and pramoxine hydrochloride cream




Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:41250-505

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Neomycin sulfate (UNI: 057Y626693) (Neomycin - UNI:I16 QD7X297) Neomycin 35mg inlg
Polymyxin B sulfate (UNIL 19371312D4) (Polymyxin B - UNILJ2VZ07J96K) Polymyxin B 10000 [iU] inl1g

Pramoxine hydrochloride (UNI: 88 AYB867L5) (Pramoxine - UNI:068 X84E056) Pramoxine hydrochloride 10 mg inlg

Inactive Ingredients
Ingredient Name Strength
methylparaben (UNI: A2I8C7HI9T)
mineral oil (UNI: TSL8 T28 FGP)
propylene glycol (UNI: 6DC9Q167V3)
water (UNI: 059QF0KOOR)
petrolatum (UNIL: 4T6 HI2BN9 U)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:41250-505-01 1in 1 CARTON

1 14.2 g in 1 TUBE

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part333B 03/21/2012

Labeler - Meijer Distribution Inc (006959555)

Registrant - Taro Pharmaceuticals U.S.A., Inc. (145186370)

Establishment
Name Address ID/FEI Business Operations
Taro Pharmaceuticals Inc. 206263295 MANUFACTURE(41250-505)

Revised: 2/2013 Meijer Distribution Inc
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