PROVON ANTIMICROBIAL FOAM HANDWASH- chlorhexidine gluconate
2% solution
Xttrium Laboratories, Inc.

2% GOJO ADX/LTX

Active ingredient

chlorhexidine gluconate 2% solution

Purpose

Antiseptic

Uses

e 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 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
e 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 permanent eye injury if
permitted to enter and remain in the eye or may cause deafness when instilled in the
middle ear through perforated eardrums.

¢ if solution should contact these areas, rinse out promptly and thoroughly with water

e 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 or 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 (6 full strokes) into cupped hands and wash in a vigorous
manner for 15 seconds and rinse under running water and dry thoroughly

Surgical hand scrub:

e wet hands and forearms with water

e scrub for 3 minutes with 5 mL of product (6 full stokes), with a wet brush, paying
close attention to the nails, cuticles, and skin between the fingers

e a seperate nail cleaner may be used

e rinse thoroughly

e wash for an additional 3 minutes with 5 mL of product (6 full strokes) and rinse
under running water and dry thoroughly

Other information
e store at 20-25° C (68-77° F)
e avoid excessive heat above 40° C (104° F)

Inactive ingredients

citric add. cocamide DEA, hydroxyethyicellulose, isopropyl alcohol, lauramine oxide,
purified water

Questions or comments?

call 1-800-321-9647 Monday through Friday 8:00 AM to 5:00 PM EST
PROVON® Antimicrobial Foam Handwash

Chlorhexidine Gluconate 2% Solution - Antiseptic

GOJOADXFLBLC

8842-643-F
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Drug Facts

Active ingredient

Chlorhexidine gluconate 2% solition ...

Purpose

e AR

Uses » healthcare personnel handwash: helps reduce bacteria that

potentially can cause dissase
« gurgical hand scrub: significantly reduces the number of
microarganisms on the hands and forearms prior o surgery or patient care

Allergy alert:

This poduct may causs a severs allergic reacton. Symptoms may indude;
# wheezing difficulty braathing # shock * facial swelling * hives # rash
If an allergic reaction occurs, stop use and seek medical help right away.
Do not use * ifyou are allergic to chiorhexidine gluconate or any other
ingredient in this product

Whien uzing this product

# keap out of eyes, ears, and mouth. May cause serious and permanent eye
injury if parmitted to enter and remain in the &ye or may cause deafmass
when instilled in the middie ear through perforatad eardrums.

# {f solution should contact these areas, rinse out prompty and tharoughly
with watar

# o not use routinely i you have wounds which imvolee more than the
superficial layers of the skin

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

Keep outof reach of children. if swallowed, get medical help or contact a
Foison Comral Certer right away.

Direcfions » uss with care in premature infants or infants under
2 months of age. Thess products may cause imitation of chemical bums.

Healthcare personnel handwash; ® wet hands with water

# dispensa 5 mL of product (5 full strokes) into cupped hands and wash in
a vigorous manner for 15 saconds

# finsa and dry thoroughly

Surgical hand scrub: # wet hands and forearms with w ater

# serub for 3 minutes with & mL of product i§ full stokes), with a wet brush,
paying close attenton to the nails, cuticdes, and skin betwean the fingars

# 3 saparate nail deaner may be used# rinse thomughly

« wash for an additional 3 minutes with 5 mL of product (6 full smokes)
and rinse undar running water and dry thoroughly

Inactive if;?mﬁenrs pitric acid, cocamide DEA,
Iydmeyethylceliulese, isoprapyl akcahal,

Other information s store at 20-25°C (58-77°F)
# ay0id excessive heat above 40°C (104°F)

lauramine mide, purified water
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Drug Facts
Active ingredient
Chlorhexidine gluconate 2% solution ... s .

Uses

* healtheare personnel handwash: helps reduce bacteria that potentially can cause diszase

* surgical hand serabe significantly reduces the number of microorganisms on the hands
a;] forearms prior to surgery or patient care

Wamings

For external use only

HMiergy alert

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

* wheezing/difficulty breathing shﬂ:ch * facial swelling * hives = rash

If an allengic reaction ecours, step use and seek medical help nght away.

Do not use

+ if you are allergic to chlothexdine ghaconate or any sther ingredient in this product

When using this product

» keep out of eyes, ears, and mouth. May cause serious and permanent eye ini:? if
permitied to enter and remsin in the eye or may cause deafness when instilled in the
middle ear through perforated eardnms.

+ if solution should contact these areas, nnse out promptly and thorowghly with water

+ do ot use routinely if you have wounds which ivolve more than the superficial kayers of the skin

Stap use and ask a doctor if intation, sensitization, or allergic reaction occurs.
These may be signs of a senous condition.




Drug Facts (continued)
Keep out of reach of chaldren. If swallowed, get medical help or contact a Podson Gontrl
Center right avay,

Directions

 yge with care in premature infants or infamts under 2 months of age. These praducts may
causs imitation or chemical burns.

Healthcare personnel handwash:

* wiet hands with water ) )

* dispense 5 mL of product (6 full strekes) into cupped hands and wash in a vigorous
manner for 15 seconds and nnse under running water and dry thoroughly

Surgical hand scrub:
» wiet hands and forearms with water

# serub for 3 minutes with 5 mL of product (6 full strokes), with a wet brush, paying close
attention to the nails, cuticles, and skin between the fingars

. a rate rail cleaner may be used * rinse thorowghly
for an addional 3 minutes with & mL of pmdunt (5 full strokes) and rinse under
rurlnlng waater and dry theroughly

Other information « store at 20-25°C (56-77°F)
*» avoid exoassive heat above 40°C (104°F)

Inactive .-ngmd.lents citrie acid, cocamide DEA, hydroxyethyleelluloss, isopropyl
aleohol, lauraming oxide, purified water

Questions or comments?
call 1-800-321-9647 Monday through Friday 8:00 AM to 5:00 PM EST

PROVON ® Antimicrobial Foam Handwash
Chlorhexidine Gluconate 2% Solution - Antiseptic
GOJOLTXFLBLC

1922-643-F
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Drug Facts

Active ingredient ]
Chiorhaciding ghconaie e SolUGon . ..o e Fﬂ““?l;ﬂ i
Use s+ healthcars parsannal eandwash: helps reducs bacteriathat
potantially can causs dissas

* surgical hand s:rub: signiicanty reduces the numbar of

miunngankms on e hanids and naamsEirm Surgery of w:ﬂn

Warnings

For external usa only

%rﬁﬁm dlar) jon. Symptome may includ
s prochict may causa a sarers dlanic reaction. may includa:

* witinazingdificutty braarhing * shock « facidl swaling * hives * rsh

If an alarge reaction cecurs, stop usa and sk medical halp right 2say.

Do nat use = ifyouare dlergic to chlorhedding ghaconats or any other

ingradiert in this product

When wsing this preduct

* kiap out of eyes, ears, and mouth. May causs serious and pemanant sye

injury if panmittad terer and reman inmwaurnﬁﬁuﬁm daaiess

inztilad in tha middls ear through parforatd aa 3

. rrhsﬂmiun should comtact these areas, rinss aut promptiy and thoroughly

with watar

# o not usa rotinaly if you havewounds which invobe mor than the

superficial lagars of the skin

Stop wse and ask a doctor i irritation, sersitization, or allergic reaction

ocurs. Thesa meyy ba signs of aserious condition.

Koap out of reach of children. If swallowod, get medical halp or contact a
Poison Control Center right 2wy

Rk

Directions + usawith cara in prematrs infnts o infants urdar 2
months of age. Thesa products may causs imiaion or chamical burns.
Baalthears || hapehwrash: = wat hands with watar

* digpenss & mlof product (8 ful stakes) into cupped fands and wash in
avigonous manmer o 15 secands

* rirse and dry thoroughly

Surgical hand scrub: + wat hands and foreans with waker

& serubifor 3 minutes with & miL of product (5 full strolms), with awat
brush, peatying closa aterion totha nails, cuticks, and skin bebwsan the
fingars * a saparata nall caanar may be sad rinea th

# wash for an addtinnal 3 minutss with & mL of product 6 full strokes)
and riress undear running water and dy thoroughly

Other information « s 20-25°C (B3-77T°F)
= ol eoecessive heatl abowa 4070 104°

five in enls citric acid,

cocamids DER, I, isnpropyl
alcahal, buramine acide, purified watar G ILTCRLEL 0 F
I\H_ _I/J
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Drug Facts
Active ingredient Purpose
Chiorhexiding ata 2% solution Antizaptic
lses

= heafthcars personnel handwash: helpe reducs bacenia that poiemtialy can couse dissaze
= gurgical hand scrub: significandy reduces the numbarof microorganisms on the hands
o

Torsarma prior 1o sul

Warnings

Far external use only

Mlergy alert

This procuct may cause a severs dhgnraa:ﬁm.&mphmamajinmda:
= wheszing/difiicutty brexthing = shock = facial aweling = hives » mzh
I an Al macion ocours, sop uss and sssk madical halp right sy

Donot s
# ifyou are alergic 1o chiorhexidine guconate or any other ingredientin hie product
|nﬂ;:mi“iltlfﬁ“Fﬂmm|1 wh. M i d et e injury if
= keep cutoif eyyes, ars, and mowh, May causs seriow an i
permied o emterand remain in the eya or may wmdﬂﬂfﬁwn e
mick ks ear through perfioraied samruma,
# if sdution should com ct the s ansae, riress outprompiyand thomughly with water
* do nok s rouinely ¥ yon hivewounds which imekee mon than the oy brpare of the g
Stop use and ask a doctor if iriation, sneiiztion, or allmic racion oo,
The s may be signs of a serious condifon




Dig Facts (tontinued)

Feep out of reach of children. T ewallowed get medical help or ¢ onfack a Poisan Control
Caner right awa

nmri?m' infarta or infal dar 2 monthe of age. Thees prod

+ e with cam in prameature i orinfants undar 2 mal e ucts mery
caug irritrion or chemical burne,

Healthcare personnel handwsh;

+ wat hands with waier

+ dizpanea & mL of product (6 full strokes) imio cupped hands and weeh in 2 vigorous
mamer for 15 sezonde and rinss wnder running water and dry thoroughly

Surgical hand ecnb:

+ wet hands and forsams with water

» serub for 3 minutes with 5 rrl.-:lfprcdu:t[ﬁiillxtdm}wi'm:lmthrum.pqingntsa
atteriionto the mils, cifick s, and ekin batween the fingars

L] aaaﬁlas mai cleaner may be used # rinsa thorough

or an additional 3 mnuies with 5 mL of product i ful stroke 5) and e mder

murming waerand dry thonoughl

iniormalion » stwore at 2025 Ci@-TTF)

* minid excassive beatabove 40°G (104°F)

hanﬂrehgsd‘leﬂtscmmu.mmmnm roxyathyceliuoss, jso
alcohol, luramine oeids, ur'rﬁad M v
(niestions or commments:

call 1-500-31-0547 Monday through Fridiay &:00 &M o 5:00 FM EST

PROVON ANTIMICROBIAL FOAM HANDWASH

chlorhexidine gluconate 2% solution

Product Information

Product Type

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

HUMAN OTC DRUG

Item Code (Source) NDC:0116-8500

Basis of Strength Strength

CHLORHEXIDINE GLUCONATE (UNIl: MOR84MUDS8E) (CHLORHEXIDINE - CHLORHEXIDINE 20 mg
UNII:R4KOODY52L)

Inactive Ingredients

Ingredient Name

CITRIC ACID MONOHYDRATE (UNIl: 2968PHWBQP)
COCO DIETHANOLAMIDE (UNIl: 92005F972D)
HYDROXYETHYL CELLULOSE (2000 MPA.S AT 1%) (UNIl: S38J6RZN16)
ISOPROPYL ALCOHOL (UNIl: ND2M416302)
LAURAMINE OXIDE (UNIl: 4F6FC4MI8W)
WATER (UNIl: 059QFOKOOR)

Packaging

# Item Code

1

2

NDC:0116-

NDC:0116-

Package Description
1200 mL in 1 BOTTLE, DISPENSING; Type 0: Not a
8500-89 Combination Product

1250 mL in 1 BOTTLE, DISPENSING; Type 0: Not a
8500-90 Combination Product

GLUCONATE in1 mL

Strength

Marketing Start Marketing End
Date Date

07/01/2016

07/01/2016



Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
NDA NDA019422 07/01/2016

Labeler - xtrium Laboratories, Inc. (007470579)

Registrant - xtrium Laboratories, Inc. (007470579)

Establishment
Name Address ID/FEI Business Operations
Xttrium Laboratories, Inc. 007470579 manufacture(0116-8500)

Revised: 12/2024 Xttrium Laboratories, Inc.
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