SOFSKIN TRIPLE ANTIBIOTIC PLUS PAIN RELIEF- bacitracin zinc, neomycin
sulfate, polymyxin b, pramoxine hcl ointment
GOPALDAS VISRAM AND COMPANY LIMITED

Gopaldas (as CMO) - SOFSKIN TRIPLE ANTIBIOTIC OINTMENT + PAIN RELIEF
(61040-134)

ACTIVE INGREDIENTS

Bacitracin Zinc (500 units)

Neomycin Sulfate 5 mg (equivalent to 3.5 mg Neomycin)
Polymyxin B Sulfate (10,000 units)

Pramoxine Hydrochloride (10 mq)

PURPOSE

First aid antibiotic
First aid antibiotic
First aid antibiotic
External analgesic

USES

First aid to help prevent infection and for the temporary relief of pain in minor:
e cuts

e scrapes

e burns

WARNINGS
e For external use only.

Do not use

e if you are allergic to any of the ingredients
e in the eyes

e over large areas of the body

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

Stop use and ask a doctor if

e you need to use longer than 1 week

e condition persists or gets worse

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 (1-800-222-1222) right away.

DIRECTIONS

e adults and children 2 years of age and older:

e clean the affected area

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

e may be covered with a sterile bandage

e children under 2 years of age: ask a doctor

OTHER INFORMATION

e do not use if seal on the tube is damaged or is not visible

to open, unscrew cap, pull tab to remove foil seal

store at 20° to 25°C (68° to 77°F)

avoid excessive heat and humidity

see crimp of tube or carton for Lot Number and Expiry Date

INACTIVE INGREDIENT
WHITE PETROLATUM

NDC 00000-0000-00 Compare to the actlve Ingredients In Neosporin® + Paln Rellet*

Triple Antibiotic Ointment + Pain Relief

Bacitracin Zinc - Neomycin Sulfate - Polymyxin B Sulfate - Pramoxine HCI
First Aid Antibiotic/Pain Relieving Ointment

Net Wt. 1 oz (28.4 g)
______________________________________________________________________________________________________ SRR
" i
Drug Facts Drug Facts (Continued) i S 3
Activa mgmlﬂgnj‘g r’]’n each gram) Purpose || 81w days m rash or other slerplc reaction develops Iy 1he makere or owners of I .
;Hﬂ'::l smﬁg‘i?muﬂ] e %ﬂﬁum Keep out of reach of childran, F swallowad, gat medical help or contaed & Polson Cantrol Camer Natspartn®™+ Pan Relet -
i -800-222-1222) right
Palymysdn B Sufate (10,000 units) Frst el entiblolc o 21 gt ey MH/IRUGS2E TG0 I
Frammslna Hydrochionda (10 mg) Edamal malgeskc D{ﬂm&m:‘:sm . I i - Madk Inlnda -
W =duks and chidren oker: m clen the affected area m as amaoul
Use{s) et 210 elp pravert Weclon and Tor 1 T2mparery reTof e 1n minar B o [An gt 10 T a1 o e S o & et o o 1.8 o | Bicishel otmeutsacy |
M cuki W SCEces W lums dally | may ba coversd with  sierie bandage m chidren undér 2 pars of age: aska doctor Wiy HM“%:;&W“;‘NW LU
Warnings mFor extarnal uwse ooly Othar information m o it ues e on s tuts s emaged r s 1ct vl opan, J— : -
Db ot S8 17 §a11 28 GRENC to ANy af e (NF=dISMTE m I e ayeE m cwar Ierpe B7ees of the | unECres cap, pullt=h o rmove oll 538 M Store &t 20° i 257G (6" 0 77°F | H
body heat and humidty m sz cAmp of tubs or cartan for Lot Humbar and Exply o i
izk a doctor bafare use I you have desp or uncturs wounds, animel b, o serhus DU | e piv (e ctignt Wiits Petroium BARCOD E C
St[PLBB“E“BmH'I 1 meesd o LS 1o, ar1mn1uaal:lmnnllmpumnr 1
{1t3 wirse [ Bymptama parslst for mara then 1 weak, o ceer up and cecuragainwinin | Quastion or comments? cal- 1
1




Cofskin>

4

Triple Antibiotic Ointment + Pain Relief

Bacitracin Zinc - Neomycin Sulfate - Polymyxin B Sulfate - Pramoxine HCI
First Aid Antibiotic/Pain Relieving Ointment

NOGC 00000-0000-00 Compare to the active ingredients in Neosponin® + Pain Relief*

Triple Antibiotic Ointment + Pain Relief

Bacitracin Zinc - Neomycin Sulfate - Polymyxin B Sulfate - Pramoxine HCI

First Aid Antibiotic/Pain Relieving Ointment
Net WL 1 oz (28.4 g)
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Triple Antibiotic Ointment
+ Pain Relief

Drug Facts

Active ingredients {in each gram) Purpose
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Use(s) first aid o help prevent infection and far the temporary relisf of pain in minor: @ cuts @ scrapss @ bums

Warnings m For external uss only
Do not use W if you are allengic to any of the ingredisnts B in the eyes B over largs arsas of the body
sk a doctor before uss if you have deap or puncture wounds, animal bites, or serious bums
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ooour again within a faw days B rash or other allengic reaction develops

Keep out of reach of children. If saallowsd, get medical halp or contact a Polson Gontrel Carrter (1-800-222-1222) right sy,

Directions
m adults and children 2 years of age and okder: @ clean the aflected arsa @ apply a small amount of this product fan ameunt squal to the surface aea of the tip of a
fingerj on the area 1 to 3 timees daily W may bs covered with a sterile bandags B children under 2 years of age: ask a doctor

Dther information B do not use if s=al on the tubs is damaged or ks not wisible B to open, unscrew cap, pull tab o remowe foll ssal B stors at 207 to 26°C
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SOFSKIN TRIPLE ANTIBIOTIC PLUS PAIN RELIEF

bacitracin zinc, neomycin sulfate, polymyxin b, pramoxine hcl ointment

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:61040-134

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
PRAMOXINE HYDROCHLORIDE (UNII: 88AYB867L5) (PRAMOXINE - PRAMOXINE 10ma in 1
UNII:068X84E056) HYDROCHLORIDE 9 9
BACITRACIN ZINC (UNIl: 89Y4M234ES) (BACITRACIN - UNII:58H6RWO521) BACITRACIN ZINC ﬁgol[gsp'U]
NEOMYCIN SULFATE (UNIl: 057Y626693) (NEOMYCIN - .
UNII:116QD7X297) NEOMYCIN SULFATE 5mg inlg
POLYMYXIN B SULFATE (UNIl: 19371312D4) (POLYMYXIN B - 10000 [USP'U]
UNII:J2VZ 07)96K) POLYMYXIN B inlg
Inactive Ingredients

Ingredient Name Strength

WHITE PETROLATUM (UNII: B6E5WBRQJ4)

Packaging
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Date Date
1 NDC:61040-134- 4 i 1 Box 07/15/2024
1 NDC:61040-134- 28.4 g in 1 TUBE; Type 0: Not a Combination
01 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
OTC Monograph Drug MO004 07/15/2024

Labeler - GopALDAS VISRAM AND COMPANY LIMITED (858030888)

Revised: 12/2024 GOPALDAS VISRAM AND COMPANY LIMITED
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