BERBEREX WOUND CLEANSER- benzethonium chloride liquid
Cosco International, 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.

Drug Facts

Active Ingredient/Purpose

Allantoin 0.5%......ceeeeeeeeenenen. Skin Protectant
Benzethonium Chloride............ Antisepticll
Uses

¢ helps protect skin and supports healing of minor cuts, scrapes, burns and wounds, including pressure
sores, diabetic ulcers, cracked skin and lips
e topical antiseptic to help decrease the risk of skininfections[

Warnings For external use only.

Do notuse
e inlarge quantities, particularly over raw surfaces or blistered areas

Ask doctor before use if you have
® deep or puncture wounds
¢ animal bites
® serious burns

Stop use and ask doctor if
e condition worsens
e symptons persist for more than 7 days or clear up and occur again within a few days

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

UDirections:

Adults and children 2 years of age and older:

use to clean minor cut, scrapes, and burns by thoroughly flushing the affected area
let air dry

cover with adhesive bandage or sterile gauze

apply a small amount of this product on the area 1 to 3 times daily

Children under 2 years of age: do not use, consult a doctorl

0Inactive ingredients:

Aloe barbadensis Mill, Ethanol, Hydrastis canadensis L., Hydrogen Peroxide, Panax quinquefolis
L., Water
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BerbereXx”®
WAL ND L EARSER
CONSULT YOUR DOCTOR BEFORE USE

Drug Facts |
Active Ingrediant Furpose|
Aliantcin 0.5% ki Proleciant
Benzedhonium Chlarda 0.1%.. Antisaptic

Usesm helps pmlnui skin and supports haaling af miner
i, 8 5. bums and wolnds, nduding preasune
soras, diabelic ukers, cackad skin ad fpsi m lapical
antizaplic o help cecrease the nsicof shin infectians

Warnings For axternal use only

Do nod usew n e quanlilies, padiculady aver raw
surfacas ar biistaned anaas .

Ask a doctor before use gﬁuu have m despar
puncture wounds m animal bifes m serious bums

Stop use and ask a doclor iFm cordlion wariers m
symptoms parsist far mare fan T days of cear up and
octur again within & bew dys

Kaep out of mach of childran, IF swallosed, gol medcal
help ar corkact a Palson Control Center immediataly

Direction
Adufts and children 2 years of age and obder:
m U o dean n'm:lrurmpes ard ums by Hramughly
dushing Hw affacted erea m |8t 8k dryw covar with
adhigive bandage or sl g-lltl ﬁﬁéﬂl i il ameued
of ¥ procuct on the erea 1
Children under 2 years of age: do nol use, densdl a daclyr
inactive ingrealents Water, Ethanol, Aoz barbadansis
Mill. Hydrastiz canadensis L., Fanax guinquefis L,
Hydogen Peroride.

kiadein USA
2434005

BerbereXx”®
WAL MDD ClL EAMSER
CONSULT YOUR DOCTOR BEFORE USE

Drug Facts |
Active Ingrediant Furpose|
Aliantcin 1.5% Skin Proleciant
Benzedonium Chlarda 0.1%.e Antizaplic

Uiﬂl Felps pmlnl:I skir and supporls haaling af minor
s, 8 3. Bumes and wounds, nduding pressuns

sores, diabelic ukers, cackad skinad fpsi m lapical

antizaplic o help cecrease the nsicof shin infectians

Warnings For axternal use only

Do nod usew n e quanlilies, padiculady aver raw
surfacas ar biistaned anaas .

Ask a doctor before use H!uu have m despar
puncture wounds m animal bifes m serious bums

Stop use and gli{]a Mﬂa"-? ﬂh'h WRIRSHES l:1
mptoms parsist far mane fan OF Chear up an
§’!Ill'f"l.‘-'l-r agahﬁﬂlﬂn i b dirys o

Kaep out of mach of childran, IF swallosed, gol medcal
help ar corkact a Palson Control Center immediataly

Dhrection

Adufts andchlldmnE ars of age and older:
m usada dean n'marurmpesw aums by Bartughly
dushing w affacted erea m |st air drym covar wi
adhesive bandage or sledle gﬂﬂl HIEL  gmall ameurd
of §18 procuct on the erea 1 1o 3 timas

Childran under 2 years of age: do nol use, sensdl a dactar

inactive ingrealents Water, Ethanol, Aoz barbadansis

Mill. Hydrastiz canadensis L., Fanax guinquefis L,
tydpgen Peroeide.

hdadein USA

24240035
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BerbereXx”®
WAL ND L EARSER
CONSULT YOUR DOCTOR BEFORE USE

Drug Facts |
Active Ingrediant Furpose|
Aliantcin 0.5% ki Proleciant
Benzedhonium Chlarda 0.1%.. Antisaptic

Usesm helps pmlnui skin and supports haaling af miner
i, 8 5. bums and wolnds, nduding preasune
soras, diabelic ukers, cackad skin ad fpsi m lapical
antizaplic o help cecrease the nsicof shin infectians

Warnings For axternal use only

Do nod usew n e quanlilies, padiculady aver raw
surfacas ar biistaned anaas .

Ask a doctor before use gﬁuu have m despar
puncture wounds m animal bifes m serious bums

Stop use and ask a doclor iFm cordlion wariers m
symptoms parsist far mare fan T days of cear up and
octur again within & bew dys

Kaep out of mach of childran, IF swallosed, gol medcal
help ar corkact a Palson Control Center immediataly

Dhrection

Adufts andchlldmn! ars of age and older:
m U o dean n'm:lrurmmm'ld bums by Barvughly
dushing Hw affacted erea m |8t 8k dryw covar with
adhigive bandage or sl f—llt! ﬁliéﬂl i il ameued
of ¥ procuct on the erea 1

Children under 2 years of age: do nol use, densdl a daclyr

inactive ingrealents Water, Ethanol, Aoz barbadansis
Mill. Hydrastiz canadensis L., Fanax guinquefis L,
Hydogen Peroride.

kiadein USA
2434005



BerbereXX’

WOUND CLEANSER

BerbereXx®
WOUND
CLEANSER

FOR EXTERNAL USE ONLY

= Antimicrobial
= pH Balancing
» Promotes Healing

NuVislon Pharmaceuticals

Met Wt. 8 FI. Oz. / 237 mL

Berberex®
WOUND CLEANSER
CONSULT YOUR DOCTOR BEFORE USE

Drug Facts

Active Ingredient Purpose

Alanioin 0 5% Sk Profuclanl

Benrethonwm Chlonde 01%._ . ... . %

Usesm telps peotest skn and supoorts healing of mines cuts,
scriapees, buma anel wounds, includieg pressie sores, dabeio

uicers, cracked skin and ks w 10pica| anssepie 1o help decmass
thie fiak of skin idichons

Warnings For external use only

Do nol use m in large qaanbtes, partadarly over rire surfaces
0 bilshered arehs

Ask a doctor before use |f you havem deep or pundur:
wilinds m animal bees B 2an0is burms

Stop use and ask a doctor (fm condéon worsens m sympboms
persal for more than 7 doys of cleas up and ocor again within o
lew

Heep out of reach of children. |f swallswed, gel medical halp or

contact m Poison Gonlrol Center immedalely

Directions:

Adults and children 2 years of age and older:
Wz o Glesn minoe cof, sceapes and buma "’mm”ﬁeﬁu
fliskang e efected aren m kot or drym cover with ad i
bandane or serile gaure m apply a small amoent of tis
product on e aies 1% 3 lmes dally

Children under 2 years of age: do nol use, consuil a dodlor

Inacifve  ingredients  Waler, Efhancd, Moo barbadorss Ml
Hydrasis canadensis L, Panaequingusfolis L, Hydrogen Penoxide

Made in USA

Manufactured for:

MuVision Phamaceuticals, LLC.

4851 Roswell Rd. Sulle G-801
Atlanta, GA 30342
www.berberex.com

0

799475 062131

2424006
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WOUND CLEANSER

BerbereXx®
WOUND
CLEANSER

FOR EXTERNAL USE ONLY

= Antimicrobial
= pH Balancing
» Promotes Healing

NuVislon Pharmaceuticals

Met Wt. 8 FI. Oz. / 237 mL

Berberex®
WOUND CLEANSER
CONSULT YOUR DOCTOR BEFORE USE

Drug Facts

Active Ingredient Purpose

Alanioin 0 5% Sk Profuclanl

Benrethonwm Chlonde 01%._ . ... . %

Usesm telps peotest skn and supoorts healing of mines cuts,
scriapees, buma anel wounds, includieg pressie sores, dabeio

uicers, cracked skin and ks w 10pica| anssepie 1o help decmass
thie fiak of skin idichons

Warnings For external use only

Do nol use m in large qaanbtes, partadarly over rire surfaces
0 bilshered arehs

Ask a doctor before use |f you havem deep or pundur:
wilinds m animal bees B 2an0is burms

Stop use and ask a doctor (fm condéon worsens m sympboms
persal for more than 7 doys of cleas up and ocor again within o
lew

Heep out of reach of children. |f swallswed, gel medical halp or

contact m Poison Gonlrol Center immedalely

Directions:

Adults and children 2 years of age and older:
Wz o Glesn minoe cof, sceapes and buma "’mm”ﬁeﬁu
fliskang e efected aren m kot or drym cover with ad i
bandane or serile gaure m apply a small amoent of tis
product on e aies 1% 3 lmes dally

Children under 2 years of age: do nol use, consuil a dodlor

Inacifve  ingredients  Waler, Efhancd, Moo barbadorss Ml
Hydrasis canadensis L, Panaequingusfolis L, Hydrogen Penoxide

Made in USA

Manufactured for:

MuVision Phamaceuticals, LLC.

4851 Roswell Rd. Sulle G-801
Atlanta, GA 30342
www.berberex.com

0

799475 062131

2424006
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WOUND CLEANSER

BerbereXx®
WOUND
CLEANSER

FOR EXTERNAL USE ONLY

= Antimicrobial
= pH Balancing
» Promotes Healing

NuVislon Pharmaceuticals

Met Wt. 8 FI. Oz. / 237 mL

Berberex®
WOUND CLEANSER
CONSULT YOUR DOCTOR BEFORE USE

Drug Facts

Active Ingredient Purpose

Alanioin 0 5% Sk Profuclanl

Benrethonwm Chlonde 01%._ . ... . %

Usesm telps peotest skn and supoorts healing of mines cuts,
scriapees, buma anel wounds, includieg pressie sores, dabeio

uicers, cracked skin and ks w 10pica| anssepie 1o help decmass
thie fiak of skin idichons

Warnings For external use only

Do nol use m in large qaanbtes, partadarly over rire surfaces
0 bilshered arehs

Ask a doctor before use |f you havem deep or pundur:
wilinds m animal bees B 2an0is burms

Stop use and ask a doctor (fm condéon worsens m sympboms
persal for more than 7 doys of cleas up and ocor again within o
lew

Heep out of reach of children. |f swallswed, gel medical halp or

contact m Poison Gonlrol Center immedalely

Directions:

Adults and children 2 years of age and older:
Wz o Glesn minoe cof, sceapes and buma "’mm”ﬁeﬁu
fliskang e efected aren m kot or drym cover with ad i
bandane or serile gaure m apply a small amoent of tis
product on e aies 1% 3 lmes dally

Children under 2 years of age: do nol use, consuil a dodlor

Inacifve  ingredients  Waler, Efhancd, Moo barbadorss Ml
Hydrasis canadensis L, Panaequingusfolis L, Hydrogen Penoxide

Made in USA

Manufactured for:

MuVision Phamaceuticals, LLC.

4851 Roswell Rd. Sulle G-801
Atlanta, GA 30342
www.berberex.com

0

799475 062131

2424006



BerbereXX’

BerbereXxX”
\WOUND
CLEANSER

FOR EXTERNAL USE ONLY

= Antimicrobial
* pH Balancing
* Promotes Healing

Nuvision Pharmaceuticals

Net Wt. 16 Fl. Oz. / 473 mL

BERBEREX WOUND CLEANSER

benzethonium chloride liquid

Product Information

Product Type

HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

ALLANTOIN (UNII: 344S277G0Z) (ALLANTOIN - UNI:344S277G0Z)

BENZETHO NIUM CHL O RIDE (UNII: PH41D05744) (BENZETHONIUM -

UNIL:1VU15B70BP)

Ingredient Name

Inactive Ingredients

Berberex®

WOUND CLEANSER

CONSULT YOUR DOCTOR BEFORE USE

Drug Facts
Active Ingredient Furpose
Allantoin 0.5%.. ..Elin Protectant

Benzedmanium El'ubﬂ:ltD 135 ... Antisentic

Usega neips protect sxin and supports healing of minar cuts,
sorapes, burms and weounds, Inched i pressiee scres, diabetic
uipeis, cracied sain &nd ips m lopical anisepic o help decraase
e risx of skin infections

Warnings For external use only

Do not usem infarge quaniiiies, particularly aver raw surfaces

o biistered areas

Ask a doctor before use if you have s deap ar puncture

wourkds m animal biles m S=rious bums

Stop use and ask a doctor if m condilion worsens m 2ympiams
persist for more than T days or clesr up and ooour again within a

fewdaﬁ

Keep out of reach of children. If saaloned, pet medical belg o

conlact a Poison Copfrol Cenfer immedately

Direcfions:

Adults and children I years of age and older:
m use b chean mnor oul, scrapes and bums by thoroughly
Trishing the affected arca m et iurdr,'l Cower with adnesne
nerdlede of steriis geuze m apply a small amaunt of this
product on the area 1 to 3 tmes daly

Children under 2 years of age: ¢o not uge, consult 8 docior

Inactive ingrodienis Water Elhanal. Moe barbadsnsis Wil

Hydrasts canadensis L, Panax quinguetols L Hydogen Pergside

Item Code (Source)

Made in USA

Manufactisred far:

4851 Roswell Rd. Suite G601
Allanta, GA 30342
wwnwr, berberex.com

[T

99475 06214

2424007

NDC:52261-0500

Basis of Strength Strength
58

ALLANTOIN in 1000 mL
BENZETHONIUM 1g

CHLORIDE in 1000 mL



Ingredient Name Strength
water (UNIE: 059 QF0OKOOR)
ALCOHOL (UNII: 3K9958V90M)
ALOE VERA WHOLE (UNIL: KIZ4X2EHYX)
HYDRASTIS CANADENSIS WHOLE (UNII: R76 3EBH88T)
PANAX QUINQUEFOLIUS WHOLE (UNIL: 0P067WO A1X)
hydrogen peroxide (UNI: BBX060AN9V)

Packaging
# Item Code Package Description AT ST W LT Tehdl
Date Date
1 NDC:52261-0500- 118 mL in 1 BOTTLE, SPRAY; Type 0: Not a Combination 08/24/2015
1 Product
2 NDC:52261-0500- 237 mL in 1 BOTTLE, SPRAY; Type 0: Not a Combination 08/24/2015
2 Product
3 l?:IDC:5226 1-0500- gzsdrlrll(l;t in 1 BOTTLE, SPRAY; Type 0: Not a Combination 08/24/2015

Marketing Information

Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 05/17/2015

Labeler - cosco International, Inc. (016433141)

Registrant - Cosco International, Inc. (016433141)

Establishment
Name Address ID/FEI Business Operations
Cosco International, Inc. 016433141 manufacture(52261-0500), label(52261-0500) , pack(52261-0500)

Revised: 1/2020 Cosco International, Inc.
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