SCRUB, SCRUB-STAT, FOAM SAFE, MICRO-GUARD- chlorhexidine
gluconate solution
AVA, Inc.

4% Chlorhexidine Gluconate Solution
Product Code: 125
AVA, Inc.

Active ingredient

Chlorhexidine gluconate, 4%

Purposes
Surgical hand scrub
Healthcare personnel handwash

Skin wound and general skin cleanser

Uses

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

¢ healthcare personnel handwash: handwash to help reduce bacteria that
potentially can cause disease

e skin wound and general cleanser: helps reduce bacteria on the skin

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 ingredients in this
preparation

e as a properative skin preparation (especially on the head or face)

¢ in contact with meninges



e in the genital area

When using this product

e keep out of eyes, ears, and mouth. May cause serious and permanent eye injury if
placed or kept in the eye during surgical during surgical procedures or may cause
deafness when instilled in the middle ear through perforated ear drums.

e if contact occurs, rinse with cold water right away

e wounds which involve more than the superficial layers of the skin should not be
routinely treated

e repeated general skin cleansing of large body areas should not be done except when
underlying condition makes it necessary to reduce the bacterial population of the skin

Stop use and ask a doctor if
e irritation, sensitization, or allergic reaction occurs and lasts for 72 hours. 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 product
may cause irritation or chemical burns.

e use full strength

e do not dilute

Surgical hand scrub

e remove jewelry

e wet hands and forearms with water and apply 5 mL of the product

e wash/scrub hands and forearms for 3 minutes paying particular attention to the
nails, cuticles, and interdigital spaces

¢ rinse thoroughly with water

e washfor an additional 3 minutes with 5 mL of the product and rinse under running
water

e dry thoroughly

Healthcare personnel handwash

e wet hands with water

e dispense about 5 mL of product into cupped hands and wash in a vigorous manner
for 30 seconds

e rinse and dry thoroughly

Skin wound and general skin cleanser

e thoroughly rinse the area to be cleansed with water

e apply the minimum amount of product necessary to cover the skin or wound area
and wash gently. Rinse thoroughly with water.

e rinse again thoroughly



Other information

e store between 20-25 °C (68-77 °F)

e avoid excessive heat (above 104 °F/40 °C)

e for additional information, see Material Safety Data Sheet (MSDS)

e if swallowed get medical help or contact a Poison Control Center immediately

Inactive ingredients

cocamide DEA, cocamine oxide, fragrance, gluconic acid*, gluconolactone*, isopropyl
alcohol 4%, PEG-75 lanolin, PEG-150 distearate, propylene glycol, quaternium-60, water

*contains one or more of these ingredients

Questions or comments?
call 1.800.581.2528, 24 hours a day, 7 days a week

Representative label and principal display panel
SCRUB ™

Chlorhexidine Gluconate 4% Foaming Solution
ANTIMICROBIAL SKIN CLEANSER

FOR EXTERNAL USE ONLY

www.SCRUBchg.com
AVA, Inc.
Willowbrook IL 60527

FDA APPROVED
MADE IN THE USA

WARNING: This product can expose you to cocamide DEA, which is known to the State
of California to cause cancer. For more information, go to www.P65Warnings.ca.gov

NDC 42939-125-01
4 fl oz (118 mlL)
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Drug Facts continued)

Skin wound and general skin cleanser:
thoroughly rinse the area to be cleansad with water
apply the minimum amount of product necessary to

tharoughly withwater,
W rinse again thoraughly

cover the skin or wound arsa and wash gently. Rinse

Other information

W store betwesn 20-25°C (68-77°F)

B avoid excessive heat (above 104 F/40°0)
W for ad
W |f swallowed get medical help or contact a Poison
Control Center immediately

onal information, see Safety Data Sheet (3DS)

Inactive ingredients cocamide DEA,
cocamine oxide, fragrance, gluconic acid*,
gluconolactone®, isopropyl alcohol 4%, PEG-TS lanolin,

waler
*contains one or more of these ingredients

| _MECE 150 distearate, propylene, abicol cuztermium 60, |

Questions or comments?
call 1.800.581.2528, 24 hours a day, 7 days a wesk

Keep from freezing

Drug Facts

Active ingredient Purposes
Chlorhesddine gluconate
solution, 4% Surgical hand scrub

Healthcare personnel handwash
Skinwound and general skin cleanser

Uses
m surgical hand scrub: significantly reduces the

prior ta surgeny or patient care
reduce bacteria that potential ly can cause disease

bacteria on the skin

number of microorganisms on the hands and forearms
B healthcare personnel handwash: handwash to help

B skin wound and general skin cleanser: helps reduce

' Lift Here For Drug Facts

Drug Facts (continued)

Warnings
For external use only

Allergy alert

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

| wheezing/difficulty breathing m shock

m facialsweling  m hives m rash

It an allergic reaction oceurs, stop use and seek medical
help right away.

Do notuse

ifyou are allergic o chlorhexidine gluconate or any
other ingredient in this preparation

asa pafient precperative skin preparafion (espscially
on the head or face)

in contact with meninges

inthe genital area

<s._m_._ _._m:._mh_.__mnm«on__._on
‘W Feep 00T ol eyes, ears, and mouth. Way cause senous
and permanent ey injury if placed ar kept in the eye
during surgical procedures or may cause deafness when
ingtilled in the middle ear through perforated eardrums
if contact oceurs, ringe with cold water right away
wounds which involve more than the superficial layers
of the skin should not be routinely treated

repeated general skin cleansing of large body areas
should not be done except when an undsrlying
condition makes it necessary to reduce the bacterial
population of the skin

Stop use and ask a docter if irritation, sensitization
ar allergic reaction oceurs and lasts for 72 hours. These
may be signs of a serious condition

Keep out of reach of children. |f swallowed, gst
medical help or contact a Poisan Control Center right away.

Direclions
B use with carein premature infants or infants under 2
months of age. These products may cause irritation or

W donot dilute

Surgical hand scrub:

W remove jewelry

wet hands and forearms with water and apply 5 mL of
the product

wash/fscrub hands and forearms for 3 minutes paying
particular attention to the nails, cuticles, and
interdigital spaces

ringe thoroughly with water

wash foran additional 3 minutes with 5 mL of the
product and rinse under running water

dry thoroughly

Healthcare personnel handwash:

m wet hands with water

W dispense about & mL of product into cupped hands
and wash in a vigorous manner for 30 seconds

| rinse and dry thoroughly v

NDC 42939-125-17
8 fl 0z (236 mL)
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(sspecially on the head or face) m yse with cars in premature infants or infants | | o =
min contact with meningss undzr 2 menths of age. Thess products may 4 =
min the genital area causs iritation or chemical burns 1 1 3 Z3
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kept inthe eye during surgical procedures or = rem ove jewelry 1 1 £z
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| = apply the minimum amount of product
necessary to cover the skin or wound area and
1 wash gently. Rinse thoroughly with water.
= rinse again thoroughly
I RS x car
Other information
| B store betwean 20-25°C (68-7T°F)
m avoid excessive heat (above 104°F40°C)
| m for additional information, see Safety Data
[ st (05)
mif swallowsd gat madical halp or contact a
1 Poison Control Canter immadiataly
Inactive ingredients
| W cocemide DEA, cocamine crads, fragrance,
1 gluconic acid*, gluconolactong™, isopropyl
alcohol 4%, PEG-75 lanclin, PEG-150 distearate,
| propyleng glycol, quaternium-60, water
*contains ne or more of thase ingredients
| fQuestions or comments?
1 call 1.800.581.2528, 24 hours a day, 7 days
aweek
|
Keep from freezing
|
|
"

T)rug Facts

Active ingredient Purposes
Chlorhexidine gluconate
solution, 4% Surgical hand scrub

Healthcare personnel handwash|
Skin wound and general skin ¢lganser]

Uses

m surgical hand serub: significantly reduces the
number of microorganisms on the hiands and
forearms prior to surgery or patient care

m healthcare personnel handwash: hancwash to help
reduce bactzria that potentially can cause dissase

m skin wound and general skin cleanser: helps reducs
bacteria on ths skin

IWaminys
For external use only
Allergy alert

This product may causz a ssvere allzrgic rsaction
Symptoms may include

= wheszing/difficulty breathing mshock
@ m facial swelling mhives mrash
sB Ifan allergic reaction occurs, stop use and sesk
2 ﬂ‘; medical help right away
b= 5’ Do notuse
= a mif you are allergic to chlorhexidine gluconate or

any other ingradient in this preparation

NDC 42939-125-18



16 fl oz (473 mlL)

£
Chlorhexidine Gluconate
Foaming Solution

4.0%

ANTIMICROBIAL
skin cleanser

FOREXTERNAL
USE ONLY

www.SCRUBchg.com
AVA Inc
Willowbrook IL 60527

16 fl oz (473 mL)
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42939"12518

NDC 42939-125-18

FDA

APPROVED

ﬁrug Facts

Active ingredient
Chlorhexidine gluconate
solution, 4%.

Purposes

Surgical hand scrub
Healthcare personnel handwash
Skin wound and general skin clgansar

Uses

wsurgical hand serub: significantly reduces the number
of microorganisms on the hands and forearms prior to
suirgery o patient care

w healthcare personnel handwash: handuash to help
reduce bacteria that potentially can cause disease

mskin wound and general skin cleanser: helps reduce
bacieria on the skin

E— .
Drug Facis (continued)

E— .
Drug Facts (continued)

When using this product

® 2ep out of eyes, ears, and mouth. May cause serious
and permanant eye injury if placed or kept in the eye
during surgical proceduras or may cause deafness when

=rinse thoroughly with water

®wash for an additional 3 minutes with 5 mL of the
product and rinse under running water

B dry thorod ghly

instilled in the middle gar through parforated eardrums.
W if contact oceurs, rinse with cold water right avay
®wiounds which involve more than the superficial layers of
the skin should not be routinely treated
W repzated general skin clzansing of large body arsas
should not be donz sxcept when an underlying condition
makas it necessary to reduca the bacterial population of
the skin

Healtheare personnel handwash:

=t hands with watar

mdispense about 5 mL of product into cupped hands and
wash in a vigorous manner for 30 seconds

mringe and dry thoroughly

Skin wiound and general skin cleanser:
mthoroughly rinse the area to be cleansed with water
mapply the minimum amount of product necessary to

Stop use and ask a doctor if irritation, sensitization or
allergic reaction occurs and lasts for 72 hours. These
may be signs of a serious condition

cover the skin or wound area and wash gently. Rinse
thoroughly with water

mringe again thorou ghly

This product may cause a severe allergic reaction
Symptoms may include

myheezing/difficulty breathing mshock
mfacial swelling mhives mrash

If an allergic reaction oceurs, stop use and seek madical
help right away.

Wamings W Keep out of reach of children.
For extemnal use only If swallowed, get medical halp or contacta Poison
Allergy alert Control Center right auray

T

Other information
Wstorg between 20-25°C (68-77°F)

avoid excassive heat (above 104°FH40°C)

=

Directions

® 58 with cars in pramaturs infants or infants undar 2
months of age These products may causs irritation or

Bfor additional information, ses Safety Data Sheet (3D5)
mif gwallowed get medical help or contact a Poison
Gontrol Ganter immediataly

chemical burns
= yse full strength
donot dilute

Donot use

mif you are allergic to chlorhexiding gluconate or any
other ingredient in this preparation

mas a patient preoperative skin preparation (especially on
the head or face)

uin contact tith meninges

minthe genital area

»

Inactive ingredients
cocamidz DEA, cocaming oxids, fragrance, gluconic

Surgical hand scrub:

W RIS | BWElry

® izt hands and forearms with water and apply 5SmlL of
the product

®yeashfserub hands and forgarms for 3 minutes paying
particular attention to the nails, cuticles, and interdigital

acid®, gluconolactone®, isopropyl alcohol 4%, PEG-75
lanolin, PEG-150 distzarats, propylane glycol,
quaternium-60, water

*contains ong or morg of these ingredients

Questions or comments?
call1.800.581.2528, 24 hours a day, 7 days a week

spaces »

Keep from freezing.

ANVIARNING: This product can expose you to cocamide DEA, which is known to the State

of Galifornia to cause cancer. For more informali

on, qo to www PESWamings.ca.gov

NDC 42939-125-12
128 fl 0z (3785 mL)

NDC 42039-125-12.
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Chlorhexidine Gluconate
Foaming Solution

ANTIMICROBIAL
skin cleanser

FOR EXTERNAL USE ONLY

128 floz (3785 mL)

Drug Facts

Active ingredient

Purposes
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SCRUB, SCRUB-STAT, FOAM SAFE, MICRO-GUARD

chlorhexidine gluconate solution




Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:42939-125(NDC:47593-468)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

CHLORHEXIDINE GLUCONATE (UNIl: MOR84MUDSE) (CHLORHEXIDINE - CHLORHEXIDINE 40 mg
UNII:R4KOODY52L) GLUCONATE in 1 mL
Inactive Ingredients

Ingredient Name Strength

COCAMINE OXIDE (UNIl: QWA2IZI6FI)
GLUCONIC ACID (UNII: R4R8J0Q44B)

GLUCONOLACTONE (UNIl: WQ29KQ9POT)
ISOPROPYL ALCOHOL (UNIl: ND2M416302)
PEG-75 LANOLIN (UNIl: 091790X7TB)
PEG-150 DISTEARATE (UNIIl: 6F36QO0I0AC)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
QUATERNIUM-33 (UNIl: XPS4174QZ))
WATER (UNIl: 059QFOKOOR)

COCO DIETHANOLAMIDE (UNII: 92005F972D)

Packaging

# Item Code Package Description MarkeDthtge Start Markept.-,i:g End
1 12501 Combination Product | To 0712271986
2 12502 " Combination Product oo 0712271986
3 12505 " Combination Product T O 0712211986
4 12504 . Combination Product oo 07/122/1986
5 12505 Combination Product | T o 0712211986
6 IIIZDSC_:(;162939- g?c?dg]cl_tin 1 BOTTLE; Type 0: Not a Combination 07/22/1986
7 TZDSC_!(?72939- gfgd:ﬁcl_tin 1 BOTTLE; Type 0: Not a Combination 07/22/1986
8 12508 Combination Product | oot 0712211986
9 IIIZDFE:5192939- I:g?c())c(i)urcntl_ in 1 POUCH; Type 0: Not a Combination 07/22/1986
10 TZDEE!f02939- Fl’sc?c(j)urcTEL in 1 BOTTLE; Type 0: Not a Combination 07/22/1986
1119591 " Combination Product T o 0712211986
12 15675 " Combimation Product e 0712211986
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13 N 44959~ SU ITIL I L DUIILE; 1YyPE U. NOL d Lolnpirnauorn 07/22/1986

125-13 Product
NDC:42939- 59 mL in 1 BOTTLE; Type 0: Not a Combination
14 125-14 Product 07/22/1386
NDC:42939- 118 mL in 1 BOTTLE; Type 0: Not a Combination
13 125415 Product LR s
NDC:42939- 236 mL in 1 BOTTLE; Type 0: Not a Combination
16 125-16 Product 07/22/1386
NDC:42939- 236 mL in 1 BOTTLE; Type 0: Not a Combination
17 125-17 Product llceiece
NDC:42939- 473 mL in 1 BOTTLE; Type 0: Not a Combination
18 125-18 Product 07/22/1986
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
NDA NDA019258 07/22/1986
Labeler - ava inc. (615317075)
Establishment
Name Address ID/FEI Business Operations
AVA, 615317075 analysis(42939-125) , api manufacture(42939-125) , manufacture(42939-125) ,
Inc. repack(42939-125)

Revised: 11/2023 AVA, Inc.
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