GENTIAN VIOLET 1%- gentian violet 1% liquid
Humco Holding Group, 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.

Private Label Gentian Violet 1%

Drug facts

Active Ingredient
Gentian Violet 1%

Purpose

Antiseptic

Indications

First aid to help protect against infection in minor cuts, scrapes, and burns.

Warnings
For external use only.

Do not apply to an ulcerative lesion as this may cause tatooing of the skin. Do not use in
the eyes or over large areas of the body.

Ask a doctor before use if

redness, irritation, swelling or pain persists or increases or if infection ocurs.

Keep out of reach of children.

In case of accidental ingestion, seek professional assistance or contact a Poison Control
Center right away.

Directions

Clean the affected area and apply directly to the wound or use cotton applicator once or
twice daily. Do not bandage.

Other information



will stain skin or clothing.

Inactive ingredients
Ethyl Alcohol 10% and Purified W ater.

DLC 30 mL Label
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Datos Medicinales
Ingrediente activo Propdsito Dr vg F acts _
Violeta de genciana 1%...........cccco . Anfiséptico Active ingredient Purpose
Usos Primeros auxilios para ayudar a prevenir f;enhan L1 R ALic L' L
Infecciones en: ses
B cortaduras menores ® abrasiones menores First aid to help prevent infection in minar;
W Amnamadiime mamnaras B aleadioeas da ineanbeas o rite B erranoc B hurme B incant hitac
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Advertencias Para uso externo iinicamente
Consulte con un médico antes de usar sitiene

® fheridas profundas o punzantes ® mordeduras de
animales ® quemaduras graves

Cuando use esle producto ® no aplicar en los ojos
ni cerca de ellos ® no aplicar en dreas grandes del
cuerpo o en grandes cantidades ® no aplicar en
superficies de carne viva o sobre dreas ampolladas
W no aplicar a lesiones ulcerosas ya que podria
tatuar la piel

Deje de usar y consulte con un médico si

W persists 0 58 incrementa el enrojecimiento, la
irritacidn, la hinchazdn o el dolor, 0 =i ocurre infeccion
0 salpullido = |gs sintomas persisten por més de 7
dias o desaparecen y reaparecen a los pocos dias

MANTENGASE FUERA DEL ALCANCE DE LOS NINDS.
Sise ingi&r& accidentalmente, |:ri da ayuda médica o
contactese con un Centro de Control de Envenena-
mientos inmediatamente,

Instrucciones m limpie el drea afectada ® aplique
este producto en cantidades pequefias usando el
aplicador incluido o un aplicador de algoddn de 1
a2 vecesal dia m no vendar

Dira informacidn
® ¢l medicamento manchard la piel y |a ropa

Ingredientes inaclivos alcohol, agua purificada
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Warnings For external use only
Consult a doctor before use if you have m deep or
puncture wounds ® animal bites ® serious bums

When using this product m do not use in or near
the eyes ® do not apply In large quantities or over
large areas of the body ® do not apply over raw
surfaces or blistered areas ® do not apply toan
ulcerative lesion as this may result in tattooing of
the skin

Stop use and consult a doctor if ® redness, iritation,
swelling or pain persists or increases, or if infection
Or rash occurs M symptoms persist for more than

7 days, or clear up and occur agaln within a few days
KEEP OUT OF THE REACH OF CHILDREN.

If swallowed, get medical help or contact a Poison
Control Center immediately,

Directions m clean the affected area = apply a small
amount of this product to the area using the enclosed
applicator or a cotton-tipped applicator 1 to 2 times
daily m do not bandage

Other information

® medication will stain skin and clothing

Inactive ingredients alcohol, purified water

Y
GNP Label
P Goop NDC 24385-003-46  *Waming: Do not use if tamper evident seal is
Drurg F acts - NEIGHBOR broken or missing. This product is sealed with a
Active ingredients Purpose PHARMACY® shrink band around cap imprinted “Sealed For Your
Gentian Violet 1%.................First Aid Antiseptic Protection’”.

Indications First aid to help protect against
infection in minor cuts, scrapes and bums.

Warnings

For external use only

I Do not apply to an ulcerated lesion as this may
cause tatiooing of the skin. Do not use in the eyes or
over large areas of the body.

Ask a doctor before use if you have W deep or
puncture wounds M serious bums I animal bites.

Stop use and ask a doctor if B condition persists
or gets worse. Do not use longer than 1 week unless

directed by a doctor. Continued »

Dist. by: AmerisourceBergen
1 West First Avenue, Conshohacken, PA 19428

Gentian Violet
Topical Solution 1% USP

Antiseptic * First Aid

Anti-Infective
Alcohol 10%

2FL 0Z (59 mL)

Questions or Comments? (1-800-662-3435 » www.mygnp.com

Drug Facts (continued) wn
Keep out of reach of children. In case of | £ =
accidental  ingestion, seek  professional | §=—
assistance or contact a Poison Control Center | =——
right away. (=)
Directions M clean the affected area and | =
apply directy to the area or use cotton applicator _-é\r
110 3 times daily. Do not bandage. —
Other information M vil stain skin or clothing. ~E
Inactive ingredients B Ethyl Alcohol 10% | & I~
and Purified Water. S0
(&
AWARNING:Cmoer-www.PﬁSWarnings.ca.gov =
o
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DLC Label Arabic
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Drug Facts 4
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Pararaenl, CASIT21 US4
Quastens: 1-500-BLE-3089

Ulses First aid anlisepise (g help prevent infeclan in minor
B colts W scapes W Dams

Wamings For extermal use only .
ConguH a doctor before uge if you have :

W desp or punciure wounds B anmigl bites @ erious buims
When using s product (9 nol use n 9 nesr the pees @ oa pol
apply Lo an ulcerstive lesion &5 this may result in taitoging of he shin
Stop use and consult & doctor if W redness, wmkation, swesing
OF Pain persists or mcreases, of if infection of rash ocours

Keep out of reach of children. I swallowed, ol medical
helpy or cantaci & Paigon Control Cenler immetiziely,

Directions ® ciean the allecied zrea @ asmiall amotn of

m this product i the aréa 1 o 2 imes daily ¥ do not bandags
@ Qovacrummronues ﬂfh!rfnf{?nnﬂ'ﬁ?w 8 il sizin skin and clothing
B} @ Clanomones fnactive ingredients alcohol, purified waie
SR000 BLC Labeeatatens, ne Cililonnig Consumens /& WIRHINING: Cancer - weew FoSWarmings ca giv
o
GENTIAN VIOLET 1%
gentian violet 1% liquid
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:0395-9114
Route of Administration TOPICAL
Active Ingredient/Active Moiety
q Basis of
Ingredient Name Strength Strength

GENTIAN VIOLET (UNII: J4Z741D605) (GENTIAN VIOLET CATION -

UNII:3GVJ31T6YY)

Inactive Ingredients

Ingredient Name
ALCOHOL (UNII: 3K9958V90M)
WATER (UNIl: 059QFOKOOR)

0: Not a

0: Not a

Packaging

# Item Code Package Description

1 NDC:0395- 59 mL in 1 BOTTLE, PLASTIC; Type
9114-92 Combination Product

2 NDC:0395- 30 mLin 1 BOTTLE, PLASTIC; Type
9114-91 Combination Product

Marketing Information

GENTIAN VIOLET 10 mg
in1mL
Strength

Marketing Start Marketing End
Date Date

11/13/2017

11/13/2017



Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
gnTaC| monograph not . 13335 01/01/2008

Labeler - Humco Holding Group, Inc. (825672884)

Registrant = Humco Holding Group, Inc. (825672884)

Establishment
Name Address ID/FEI Business Operations
Humco Holding Group, 825672884 manufacture(0395-9114) , analysis(0395-9114) , pack(0395-9114) ,

Inc. label(0395-9114)

Revised: 12/2021 Humco Holding Group, Inc.
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