ANTIMICROBIAL SKIN CLEANSER- chlorhexidine gluconate 2% solution liquid
Gojo Industries, Inc.

GOJO FMX-TFX-Provon

Drug Facts

Active ingredient

Chlorhexidine gluconate 2% solution

Purpose

Antiseptic

Uses
¢ healthcare personnel handwash: helps reduce bacteria that potentially can cause disease
e surgical hand scrub: significantly reduces the number of microorganisms on the hands and
forearms prior to surgery or patient care

Warnings
For external use only
Allergy alert:

This product may cause a severe alleric reaction. Symptoms may include:
wheezing/difficulty breathting

shock

facial swelling

hives

rash

If anallergic reaction occurs, stop use and seek medical help right away.

Do notuse

if you are allergic to chlorhexidine gluconate or any other ingredient in this product

When using this product
e keep out of eyes, ears and mouth. May cause serious and permenant eye injury if permitted to enter
and remain in the eye or may cause deafness wheninstilled through the middle ear through
perforated eardrums.
e if solution should contact these areas, rinse out promptly and thoroughly with water
¢ do not use routinely if you have wounds which involve more than the superficial layers of the skin

Stop use and ask a doctor if

irritation, sensitization, or allergic reaction occurs. These may be signs of a serious condition.



Keep out of reach of children

If swallowed, get medical help or contact a Poison Control Center right away.

Directions
e use with care in premature infants under 2 months of age. These products may cause irritation or
chemical burns.

Healthcare personnel handwash:
e wet hands with water
e dispense 5 mL of product (4 full strokes) into cupped hands and wash in a vigorous manner for 15
seconds
e dry thoroughly

Surgical hand scrub:
¢ wet hands and forearms with water
e scrub for 3 minutes with 5 mL of product (4 full strokes), with a wet brush, paying close attention to
the nails, cuticles, and skin between the fingers
® aseperate nail cleaner may be used
¢ rinse thoroughly
¢ wash for an additional 3 minutes with 5 mL of product (4 full strokes) and rinse under running water
and dry thoroughly

e store at 20-25°C (68-77°F)
® avoid excessive heat about 40°C (104°F)

Inactive ingredients

citric acid, cocamide DEA, hydroxyethylcellulose, isopropyl alcohol, lauramine oxide, purified water

Questions or comments?

call 1-800-321-9647 Monday through Friday 8:30 AM to 5:00 PM
NDC 21749-106-89

Chlorhexidine Gluconate 2% Solution

Antimicrobial SKin Cleanser

Distributed by:

Gojo Industries, Inc.

Akron, OH 44309

330-255-6000

WwWw.g0jo.com
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Drug Facts

Active ingredient Purpose

Chlorhexiding gluconate 23 SOlION .. o s marm s SSEPEHG

Uses

* healthcare personnel handwash: helps reduce bacteria that potentially can cause disease

« surgical hand scrub: significantly reduces the number of microorganisms on the hands and
forearms prior to surgery or patient care

5304-643-B
BACKGOJOLBLC

Drug Facts (continued)

Warnings

For extemal use only

Mlergy alert:

This product may cause a severe allergic reaction. Symptoms may include:

» wheezing/difficulty breathing » shock = facial swelling = hives = rash

If an allergic reaction occurs, stop use and seek medical help right away.

Do not use

# if you are allergic to chlorhexidine gluconate or any other ingredient in this product

When using this product

* keep out of eyes, ears, and mouth. May cause senous and permanent eye injury if permitted to enter and
remain in the eye or may cause deafmess when instillad in the middle ear through perforated eardrums.

# if solution should contact these areas, rinse out promptly and thoroughly with water
* do ot use routinely if you have wounds which imvolve more than the superficial layers of the skin

Stop use and ask a doctor if irrtation, sensitization, or allergic reaction occurs. These may be signs of a
serious condition.

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

right away.




Drug Facts (continued)

Directions

= yse with care in premature infants or infants under 2 months of age. These products may cause
irritation or chemical burns.

Healthcare personnel handwash:

» wet hands with water

* :ﬁsper:;& 5 mL of product (4 full strokes) into cupped hands and wazsh in a vigorous manner for 15
SECON

* dry thoroughly

Surgical hand scrub:

» wet hands and forearms with water

+ sorub for 3 minutes with 5 ml of product (4 full strokes), with a wet brush, paying close attention to
the nails, cuticles, and gkin between the fingers

* 3 separate nail cleaner may be used

* rinse thoroughly

. mﬁs’r&inr an addiﬂrmaf 3 minutes with 5 mL of product (4 full strokes) and rinse under running water
and dry t

Other information » store at 20-25°C (68-7T7°F) » avoid excessive heat above 40°C (104°F)

Inactive i.l_'.ldgre:ffmrs citric acid, cocamide DEA, hydroxyethyleellulose, isopropyl aleohel,
lauramine oxide, purified water

Questions or comments? call 1-800-321-0847 Monday through Friday 8:30 AM to 5:00 PM

NDC 21749-106-32
PROVON BRAND
Antimicrobial Skin Cleanser
Chlorhexidine Gluconate
2% Solution

Antiseptic

Distributed by:

GOJO Industries, Inc.
Akron, OH 44309
Questions?

Tel. 800-321-9647
*330-255-6000
www.GOJO.com

©2018. All rights reserved.
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Net Contents: 32 fl oz (1qt) (946 mL)
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Drug Facts

Active ingredient Purpose
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Drug Facts (continued)

Uses

= Surgleal hand scrub: Mgnifcantly reduces the numbar of microarganisms on tha hands
nd Torearms prior to surgary or patient cars

= healihcare personnal hand®asi: halps reduce bachark trat potamtially can cause
dismsa

m 5iin wound and general skin cleansing

Warnings

For external use anly

Allargy atert:

This product may Causs a sevar allrgic reaction. Symptoms mey includs:
= WheaIng/mICUy braatning

= 5hock

m Tacial swaling

= hives

 rash

I1an allanglc reaction 0ccurs, stop Use and siak madical halp ngnt sy,

Do nol 152

= [7you o the patient are allargic b chiarhadding glucorats or amy other Rgradlant in this
product

| | cortact With maninges

= In tha genital ara

When using this

m foap out of ayes, sars, and mouth, May cise serlous and parmanant aya Injm;.I n
parmittad to entar and ramain In tha ey or may causa deamess whan instilad In the
middin uartnruuﬂgn parforatad sardnimes.

w [T solution should cortact thase areas, rinsa out promptl and thoroughily with watar

= WoLInds which Involve mare than tha suparficial [ayers of the skin should not b
routinely treatsd

w repadted ganeral skin ceansing of krga body areas shoukd Not ba dona axcapt whan
aiviad by a haallh care providar

Stop use and aska doctor IF Irmitation, sansiization, or allkrglc raacion oozurs, These miy
[ Sigre of & Sarkus condiion,

Kaap out of reach of chidren.
It swallowad, gat medical halp or contact a Palson Control Cantar nght sy,




Drug Facts (continued)

Directions

= 1133 WER care In [INI'I'IEII]HJ Irtants or Infamts wndar 2 months of am. Thesa products
may causa Iritation or chamical bums.

Surgleal nand serub:

m wat hands and Torsrms with watar

m 5erub for 3 minutes with 5 mL of product {2 full sirokes), with a wet brush, paying
ciosa attention to the nalls, cuticks, and skin batwean tha fingars

= § saparats nall cleaner may be usad

= rinza thomughly

w wash 1or an additonal 2 minutes with § mL of product (2 Tull Srokes) and rinss ungar
runing water and dry tharoughiy

Healthcamn e rsanmel handwash:

= wat Nands with watar

m dkpansa 5 mL of product (2 full sbrokes) Into cuppsd Fands and wash Ina vigonus
mannar for 15 seconds

m ringa and dry thoroughly

§kin wound and general skin cleansing:

= thonoughty rirea the areato ba claanad with watar

= Apply the minimum amaunt of product nacassary to covar tha skin or waund ara and
wazh gantty

u finaa agaln tharmughl

Other information
m store af 20-25°C (B8-TT°F)
m vl aXGesslv Naat above 40°C (104°F)

Inactive ingredients ciric acld, cocamida DEA, medroyetiyicaliuloss,
IEUmelamnﬂ , lauramine oxdda, puarified water,

Questions or comments?
call 1-808-321-0847 Monday through Friday 200 AM to 5:00 PM EST

stalns If used with chioring misasing products, sich as chiorina bisach. Rinss

Laundaring/Cleaning Insiructlons: Chlorhaxiding gluconate skin claansers will causa
ompletely and usa only non-chioring detergents.

ANTIMICROBIAL SKIN CLEANSER

chlorhexidine gluconate 2% solution liquid

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

CHL O RHEXIDINE GLUCONATE (UNII: MOR84MUDS8E) (CHLORHEXIDINE -

UNILR4KOO0DY52L)

Inactive Ingredients

Ingredient Name

WATER (UNIL 059QF0KOOR)
CITRIC ACID MONOHYDRATE (UNI: 2968 PHW8QP)
COCO DIETHANO LAMIDE (UNII: 92005F972D)

Item Code (Source) NDC:21749-106

Basis of Strength Strength
CHLORHEXIDINE 20 mg
GLUCONATE in 1 mL

Strength

HYDROXYETHYL CELLULOSE (2000 MPA.S AT 1%) (UNIL: S38J6RZN16)

ISOPROPYL ALCOHOL (UNI: ND2M416302)
LAURAMINE O XIDE (UNII: 4F6 FC4MI8 W)

Packaging

# Item Code Package Description

Marketing Start Date Marketing End Date

1 NDC:21749-106-89 1200 mL in 1 BOTTLE; Type 0: Nota Combination Product 03/01/2008



2 NDC:21749-106-32 946 mL in 1 BOTTLE; Type 0: Not a Combination Product 03/01/2008

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date  Marketing End Date
NDA NDA019422 03/01/2008

Labeler - Gojo ndustries, Inc. (004162038)

Registrant - Xttrium Laboratories, Inc. (007470579)

Establishment
Name Address ID/FEI Business Operations
Xttrium Laboratories, Inc. 007470579 manufacture(21749-106)

Revised: 6/2019 Gojo Industries, Inc.
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