FONOW- bacitracin, neomycin, polymyxin b, lidocaine hcl ointment
Zhejiang Fonow Medicine Co., Ltd.

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.

FONOW Triple Antibiotic Ointment With Pain Relief

FONOW
Triple Antibiotic Ointment
With Pain Relief

Active ingredients (in each gram)
Bacitracin 500 units

Neomycin 3.5mg

Polymyxin B 5000 units

Lidocaine HCL 40 mg

Purpose

First aid antibiotic
First aid antibiotic
First aid antibiotic
Anesthetic

Uses Fist aid to help prevent infection and provide temporary pain relief in minor cuts
scrapes burns

Warnings

For external use only.

Do not use

if allergic to any of the ingredients
in or near the eyes
over large areas of the body

Stop use and ask a doctor if

condition lasts or gets worse

symptoms last for more than 7 days or clear up and come back within a few days
a rash or other allergic reaction occurs

Keep out of reach of children If swallowed, get medical help or contact a Poison



Control Center immmediately.

Directions

Adults and children 2yrs. and older: apply amount (equal to the surface area of a
fingertip) on area 1 to 3 times daily. may be cover with a sterile bandage
Children under 2: ask a doctor

Inactive ingredient
White Petrolatum

PRINCIPAL DISPLAY PANEL
Drug Facts

Active ingredients (in each gram) Purpose

Bacitracin 500 UNILS ....ovvvviiiiiiiiii First aid antibiotic
NeomMYyCiN 3.5MQ ..o, First aid antibiotic
Polymyxin B 5000 UNIES.....cccvviiiiiiiiiiiniiiieenee e First aid antibiotic
Lidocaine HCl 40 MQ...u i cies s iee v Anesthetic

Uses Fist aid to help prevent infection and provide temporary pain relief in minor cuts
scrapes burns

Warnings

For external use only.

Do not use

if allergic to any of the ingredients
in or near the eyes

over large areas of the body

Ask a doctor before use if you have
deep or puncture wounds

animal bites

serious burns

Stop use and ask a doctor if



condition lasts or gets worse
symptoms last for more than 7 days or clear up and come back within a few days
a rash or other allergic reaction occurs

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

Directions

Adults and children 2yrs. and older: apply amount (equal to the surface area of a
fingertip) on area 1 to 3 times daily. may be cover with a sterile bandage

Children under 2: ask a doctor
Other information Store at temperature 50°-86°F(10°-30°C)

Inactive ingredient W hite Petrolatum
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JFONOW

Triple Antibiotic Ointment
With Pain Relief

Drug Facts

Active ingredients (in each gram)  Purpose

Bacitracin 500 s First aid antibiotic:
Neomycin 3.5mg First aid antibiotic
Polymysin 8 5000 units. First aid antibiotic
Lidocaine HCI 40 mg Anesthetic
Uses First aid to help prevent nfection and provide fe-

mporary pain reliefin m minor cuis w scrapes m burns

Triple Antibiotic Ointment v o cter e

Do ot use it allergic to any of the ingredients  in or

. 2 Dotie » Togr ol ve s
With Pain Relief PP ——————

Bacitracin, Neomycin, Polymyxin B, Bacitracin, Neomycin, Polymyxin B, et | |
Lidocaine HCI Lidocaine HCI e ot o 7o o rd

reaction oceurs

Keep out of reach of children. f swallowed, get medical heip
o contact a Poison Control Center immediatey.

Directions = Adus and chicren 2yrs, and clder: apply
‘amount (equal to the surface area of a fingertip) on area
- o 103 times daiy. may e Cover wilh a ietls bandage
First aid to help prevent infection & Chidren under 2. ask & doctor

Store at temperature 50°F-86°F(10°C-30°C)

First aid to help prevent infection
Store at temperature 50°F-86°F(10°C-30°C)

ation
Store at lemperature 50°F-86°F(10°C-30°C).
-

mzhmng Fonow Medicine Co. ,Ltd., 208 West Hulian Road, Dongyang,

Zhejiang, 322100, PR China | Made in China Inactive ingredient V/rilc Petrolatum.
NET WT. 1g NET WT.1g
100 each/box 100 each/box

Zhejiang Fonow Nedicine Co. Ltd., 209 West Hulian Road,
Dongyang, Zhejiang, 322100, PR China | Made in China
Tel: +86-579-86358015
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J/FONOW

Triple Antibiotic Ointment With Pain Relief

Bacitracin / Neomycin / Polymyxin B / Lidocaine HCI
NET WT.15¢g

24-Hour Protection Against Germs

24-Hour Protection Against Germs.

JFONOW

MONOd¢

JFONOW

Triple Antibiotic Ointment With Pain Relief

Bacitracin / Neomycin / Polymyxin B / Lidocaine HCI
NET WT.15g

Store at temperature 50 F-86 T (10 C-30C).

See box or tube for lot number and expiration date. LOT
'] Zhejiang Fonow Medicine Co.,Ltd., 209 West Hulian Road,
F Dongyang, Zhejiang, 322100, P.R.China | Made in China
Tel:+86-579-86358015 E
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Bacitracin, Neomycin, Polymyxin B, Lidocaine HCI Bacitracin, Neomycin, Polymyxin B, Lidocaine HCI
LN Lot
@ First aid to help prevent infection
g Store at temperature 50°F-86°F(10°C-30°C)
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bacitracin, neomycin, polymyxin b, lidocaine hcl ointment

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:52454-001

Route of Administration TOPICAL

Active Ingredient/Active Moiety

. Basis of

Ingredient Name Strength Strength
BACITRACIN (UNIl: 58H6RWO52I) (BACITRACIN - UNII:58H6RWO521) BACITRACIN 500 [iU] inlg
NEOMYCIN SULFATE (UNIl: 057Y626693) (NEOMYCIN - UNII:I16QD7X297) NEOMYCIN 35mg inlg
POLYMYXIN B SULFATE (UNIl: 19371312D4) (POLYMYXIN B - S
UNIFJ2VZ 07)96K) POLYMYXIN B 5000 [iU] in1lg
LIDOCAINE (UNII: 98P1200987) (LIDOCAINE - UNII:98P1200987) LIDOCAINE 40mg inlg
Inactive Ingredients

Ingredient Name Strength

PETROLATUM (UNII: 4T6H12BN9U) 945 mg inlg

Packaging




Marketing Start Marketing End

# [Item Code Package Description Date Date
1 (\DC52454:001 100 in 1 BOX 01/01/2018
1 1 gin 1 POUCH; Type 0: Not a Combination
Product
2 NDC32454:001- 4 4 1 gox 01/01/2018
2 15 g in 1 TUBE; Type 0: Not a Combination
Product
3 [DCP2434001 55 4n 1 BOX 01/01/2018
3 1 gin 1 POUCH; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph final part333B 01/01/2018
Labeler - zhejiang Fonow Medicine Co., Ltd. (420094818)
Establishment
Name Address ID/FEI Business Operations
Zhejiang Fonow Medicine Co., Ltd. 420094818 manufacture(52454-001)

Revised: 6/2023 Zhejiang Fonow Medicine Co., Ltd.
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