TOPCARE ANTIBIOTIC PLUS PAIN RELIEF- neomycin sulfate, polymyxin b sulfate, and
pramoxine hydrochloride cream
Topco Associates LL.C

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.

TopCarep

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:
® 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:
¢ cleanthe affected area and dry thoroughly
e apply a small amount of this product (an amount equal to the surface area of the tip of a finger) on the



area 1 to 3 times daily ‘ ‘ ‘ ’ B
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 1-888-423-0139

DISTRIBUTED BY
TOPCO ASSOCIATES LLC
ELK GROVE VILLAGE,

IL 60007

PRINCIPAL DISPLAY PANEL - 14.2 g Tube Carton
NDC 36800-381-01
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MAXIMUM STRENGTH
Antibiotic Cream + Pain Relief
NEOMYCIN SULFATE, POLYMYXIN B SULFATE & PRAMOXINE HCL

* OUR PHARMACISTS
RECOMMEND -

NET WT 0.50Z (14.2 g)
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First Aid Antibiotic

Helps Prevent Infection in Mlnor CutS,
Scrapes & Burns

Maximum Strength PRSI L
- - = & = X N
S O] EEEEE 0020 |
I - RN
| "
e : LI iERR | T
e = M " xE K KENK ! T
g ; : " w *RR :
o o 2 B I EEXERNNR |
i 1] - & !
e 1‘ : "o n NN |
™ — = N ERRN I o B
N | R - Vo
|oxz 3 3¢ 3¢ 3¢ 3¢ 3¢ 3¢ 3¢ SR '
=] i B
iz 1
A - Q
9 MAXIMUM STRENGTH [ o
2 : (0] 5 HE ]
m - - - = |
8] H = | m— ===
. Antibiotic Cream + pain Relief . gEgzos
| — T = —
= |
NEOMYCIN SULFATE, POLYMYXIN B SULFATE & PRAMOXINE HCL  POESEE
| ey e
NET WT0.5.0 (14.2 g] O L 2ES
_______________________________________________________
i GELD-EEY-888-L IBD £ SUOIISanD |
o ! LUME |DUJE0 & [UA 8 1B, pelind | coND sUS[Ad QI |0 B8 LU : R
- : ‘s qriedyiyiew wem Bukpsinws syuaipasbiul aanoeuy |
|
N : S]Ep Uo|EJ| s pUB JeqLUnU 10|10} dillio Sqn}io UoLIED 868 « I
~J | Hold @) 48052 0} 0T IE AUDS o 1
. | uonewoju 1810 :
e, BNUIUOD, ni
N [penuuoo) spoeg Brug | 1
— JE O ooy 1 L
/ 4]\ ! I..IlJIlEi.Iuc;lil 1gqoope yee ebe jo aead Zispun uslp|ys
| B I
/! ; E 5 | alow oy A 66 pur B|uS)s B )| M pep a0 e fEW «
i ! =T | alay ueag Aiep sewg ¢ of | eare eu) uo (JsBu))
[ ! m mno | E jo di ey} o BElE 8oBUNS SY} 0] [Bnbe Junowe ug jonposd Syl o junowe |euws g fjdde «
: o ; :'é 1 E AyBnawoy) fip pUBESIE pEjOGYE BL) LESIO «
| = ! teplo pue abe Jo amad g usdpiys pue sInpy
ETE |
1 ; % o | E .'iIE suonaailg
\ . o8 ! ) “hEmEe U 8|S
\ A Z2OpF i | QU0 D) UCS 104 108U Jo d|sy [eapew 156 ‘permoems §| uslppyD Jo yoesd jo 1no desy
=40 : sdojenep Lo Roesl o|fie||B I8y 0 Jo USRIl &
= 3 NGE-TT
w5 | skep mel B uw uebe nooo pue dn Jegolo Yeam | UEY slow Joy Blaed swodulfs «
—_— Y Heem | ueyllebuo) ssn o] pesy nok « smlomsebiosssed UoIpUCD «
) WO ON W §) JO120D B YSB pue esn doyg
D2 U G doy SWINGQSNOUES «  SO1Q [BLILE » SPUNOM 8imound Jodeap «
unzmadygean ady BABY NOA Y BSN 61046 JDIIOP B HEY
E10-Ea-2 | suepabu ey jofue olo|Be|e e noAY «
LEND11530 fpog ey josese ebis Bro s safe sl uls 88N 10U OQ
ELIVHL (040 12 *AJUo B8N [BLISINS 104
iyl sbunuge,
"BWTIAINGE N T 5”'“ M
IMEAVD0ES I 0L swngs =deos s SO
Amingdlsn LIOUL L) o Juos |p Jo ued jo jes Aaodue] syl 1o pue uo posgu) Jusneld disy o pe sy
sasn
1213 Ued+
o009 YRLEpE) | DREBLE UGG e v m s s en s s B0 01 @102 PAL BUIXOLLE
paggiiiagp [ O110101UE PrE 18447 ~rgun 000'0L 818NN S g upciwjod
ooy | SROKRUE RISy e s e o oop SYEYINE URALIOS
"@"-iig'l wuyy | gsoding rsr.ue;uoa we..hﬁ yaea) sjuaipasbur aAnay
Pang =p
s o sjoe4 bnuqg
Jusipnpud ), = =
| | |
9118y ujed + | I I ™
“uile g|{

weairn - '
_ opolgpuy

.

*aJeddol 4 J

TOPCARE ANTIBIOTIC PLUS PAIN RELIEF

neomycin sulfate, polymyxin b sulfate, and pramoxine hydrochloride cream



Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:36800-381

Route of Administration TOPICAL

Active Ingredient/Active Moiety

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

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

Inactive Ingredients
Ingredient Name Strength
methylparaben (UNI: A218 C7HI9T)
mineral oil (UNI: TSL8 T28 FGP)
propylene glycol (UNI: 6DC9Q167V3)
water (UNI: 059QF0KOOR)
petrolatum (UNI: 4T6 HI2BN9 U)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:36800-381-01 1in 1 CARTON 03/21/2012

1 14.2 g in 1 TUBE; Type 0: Nota Combination Product

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

Labeler - Topco Associates LLC (006935977)

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

Establishment
Name Address ID/FEI Business Operations
Taro Pharmaceuticals Inc. 206263295 MANUFACTURE(36800-381)

Revised: 3/2019 Topco Associates LLC
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