FIRST AID MAXIMUM STRENGTH BACITRAYCIN PLUS- bacitracin, and pramoxine
hcl ointment
First Aid Research Corp

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.

First Aid Maximum Strength Bacitraycin Plus Ointment 10z 49555 (2018)

Active ingredients (each gram contains) Purpose

BaCitraCin 500 UITS . ceeeuuuueeeeeeeteeeeeeeeeeeteeeeeeeeeeetennnaeeeseeeaennnaeseseesesennnaessseesssennnneesesee First Aid Antibiotic
Pramoxine HCI 10 ME......cooiiiiiiriiiiiiiinieenteeite ettt ettt eeteesaeesatessaeesbeesbeeeaee Pain Reliever
Uses

first aid to help prevent infection in
® minor cuts
® scrapes
® burns

Warnings
For external use only.

Do not use
¢ inthe eyes
e if you are allergic to any of the ingredients
e over large areas of the body
¢ longer than 1 week unless directed by a doctor

Ask a doctor before use in case of deep or puncture wounds, animal bites, or serious burns

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 clean the affected area
¢ 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
® may be covered with a sterile bandage

Other information
® store at 15° to 25°C (59° to 77°F)
¢ lotno. & exp. date: see box or see crimp of tube
Inactive ingredients
aloe vera leaf, methylparaben, mineral oil, petrolatum, propylparaben, stearyl alcohol
Distributed by:
First Aid Research Corp.
Jupiter, FL. 33478

Made in Korea



tCe’

Helps to Heal
Burns, Scrapes & Cuts

[MAXIMUM STRENGTH | STRENGTH i

— With Moisturizing Aloe

AXIMUM STRENGTH

F&”'Q

NET WT 1 OZ (28 g)

s, PLUS"

o With Moisturizing Aloe

49555-TK-B

Distributed by:
FIRST AID RESEARCH CORP.
Jupiter, FL 33478

Made in Korea

144281005550p

dX3 % 1017 | \ / |

|oyoaye |A1eays ‘uaqesedjAdoid ‘wnyejoliad ‘|lo [esauiw ‘uaqeled|Aylow ‘jes| BIaA oje s]ug_lpa_lﬁu_l aAljaeu|

8qn} Jo dwid 39S 10 X0q 89S :ajep ‘dxa g 0U J0| W
(4.2L01,68) 0.520} SLIBoI0lSE  LOHEWIOUI JAY)0

afiepueq 9]ua)s B UM Palanod aq few m
Airep sowi € 0 |
BAJE 8U} U (13Buly e Jo di} 8y} Jo Bae 89BUNS AU} 0} [BNbA Junolwe ue) Jonpoud Si JO Junowe |lews e A|dde m
1B PBj0BYE BU} UBSlD M SUOIBIIQ

“Reme Bl (2Z2Z1-222-008- 1) 18}u8) [03U0) U0SIOd B JOBJU0D J0 djay [BaIpaLL 196 ‘DamO|[ems J| UaIPIIYD JO YIeal Jo 1o daay

sdojanap uonoeal AIBIB]IE JUJ0 10 Ysel & M 8510M S}ab 0 sisisiad UOIIPU0D AU} M J1 0J00p B Xse pue asn dojs

*SUINg SNOLIS J0 ‘Sa}Iq [BLIUE ‘SpUnom ainjaund Jo daap Jo aSED Ui asn 210§aq 10JI0P € %Sy

10320p & Aq pajoalIp sSajun ¥aam | ueyy Jabuo| m sjualpalbui ayy Jo Aue o} aibiajje a1e nof i m
Apog ay} Jo sease able| Jan0 safaayjuim  asnjouog

*Ajuo asn [eusa)xa 104
sbuiuiey

sung m sadesos m SIND Joujw m ur uonoajul Juanaid diay o} pre isy Sasf)

J19A91|3Y ured’ Dw O} IQH 8ul
anoIqnuy piy 3si4 'SHUN 00 utoen)
asodind (surejuoa weib yoea) syuaipaibui arloy

sjoeq bnug

anw ﬁuuumsmw M

Jondljay ulie 1M m m
I.uau-lll.lgo I-)!# gj!j @ HJ.S WIWIXVW




N
ianea

[T N1 R | MAXIMUM STRENGTH
Active ingredients  Purpose
(each gram contains)

Bacitracin 500 unit
Pramoxine HCI 10

Uses

first aid to help prevent infection in With Moisturizing Aloe
© minor cuts e scrapes ® burns

Warnings
For external use only. »/7/////

Do not use L,

< in the eyes

* over large areas of the body

« if you are allergic to any of
the ingredients

* longer than 1 week unless
directed by a doctor

Ask a doctor before use in case
of deep or puncture wounds,
animal bites, or serious burns.

Stop use and ask a doctor if

« the condition persists or gets worse

* arash 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

* clean the affected area

* 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

 may be covered with a sterile bandage

Other information

o store at 15° to 25° C (59° to 77° F)

* lot no. & exp. date: see box or see ”
crimp of tube |

Inactive ingredients |
aloe vera leaf, methylparaben, i
mineral oil, petrolatum,

propylparaben, stearyl alcohol
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FIRST AID MAXIMUM STRENGTH BACITRAYCIN PLUS

bacitracin, and pramoxine hcl ointment

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

NDC:75983-055




Active Ingredient/Active Moiety

Ingredient Name
BACITRACIN (UNII: 58 H6 RWO 52I) (BACITRACIN - UNII:58 H6 RWO 521)

PRAMO XINE HYDRO CHLORIDE (UNII: 88 AYB867L5) (PRAMOXINE -
UNIL:068X84E056)

Inactive Ingredients
Ingredient Name
METHYLPARABEN (UNIL: A218 C7HI9T)
ALOE VERA LEAF (UNII: ZY81Z83H0 X)
MINERAL OIL (UNIE: T5L8 T28 FGP)
PETROLATUM (UNIL: 4T6 HI2BN9 U)
PROPYLPARABEN (UNIL: Z81X2SC10H)
STEARYL ALCOHOL (UNIL: 2KR8914H1Y)

Packaging
# Item Code Package Description
1 NDC:75983-055-28 1in 1 CARTON

1 28 g in 1 TUBE; Type 0: Nota Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation

OTC monograph final part333B

Labeler - First Aid Research Corp (089405927)

Revised: 3/2018

Basis of Strength Strength
BACITRACIN 5.00 [USPU]
inlg
PRAMO XINE 10 me in 1
HYDROCHLORIDE ginte
Strength

Marketing Start Date
03/01/2018

Marketing Start Date
03/01/2018

Marketing End Date

Marketing End Date

First Aid Research Corp
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