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Xttrium Laboratories, Inc. Confidential Page 11 of 30
Chlorhexidine Gluconate 2% Solution
Section 1.14.1-Draft Labeling

Attachment # 2 (cont’d): NDA 19-422 -Revised labeling, 8-ounce Dyna-Hex 2% CHG

—
Drug Facts (continued)

m a5 a preoperative skin preparation of the head or face

When ssing this product

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

m if solution should contact these aneas, rinse out promptly and
thoroughly with water

m wounds which involve more than the superficial layers of the
skin should not be routingly treated

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

S1top use and ask doctor If irritation, sensitization or allergic
reaction occurs. These may be signs of a serious condition.

Kaap out reach of children. If swallowed, get medical halp or
contact a Poison Control Center right away.

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

Surgical hand serub:

m wet hands and forearms under running water for 30 seconds.
Clean fingernails using a nailstick or similar cleaner.

m scrub for 1.5 minutes with about 8 mL of product with or
without a wet brush paying close attention to the nails, cuticles,
and skin between the fingers.

m rinse thoroughly under running water for 30 seconds

m wash for an additional 1.5 minutes with 8 mL of product and
rinse under running water for 30 seconds

m dry thoroughly

Healtheare personnel handwash:

= wet hands with water

= dizpense about 5 mL of product into cupped hands and wash in
a vigorous manner for 15 seconds

m rinse and dry thoroughly

Patient preoperative skin preparation:

m apply product liberally to surgical site and swab for at least
2 minutes and dry with a sterile towsel

m repeat procedure for an additional 2 minutes and dry with a
sterile towel

Skin wonnd and general skin cleaning:

m thoroughly rinse the area to be cleansd with water

m apply the minimum amount of product necessary to cover the
skin or wound area and wash gently

m rinse again thoroughly v

Amendment to NDA 19-422/S-0047-Revision Request
Reference ID: 3229728
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda
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Xttrium Laboratories, Inc. Confidential Page 30 of 30
Chlorhexidine Gluconate 2% Solution
Section 1.14.1-Draft Labeling

Attachment # 9: NDA 19-422-Revised Labeling, GOJO Provon 1.2 L 2% CHG

s N\
PROVON’

Antimicrobial
Skin Cleanser

Chlorhexidine Gluconate
2% Solution - Antiseptic

Drug Facts

Active ingredient Purpose
Chiorhexidine glusorate
P e i S —— Aniisealic

Uses

+ surgical hand serub: signfcantly reduces the
numzer of microorgansms on the hands and
forearms prior 1o surgery or patient care

+ healtheare personnel handwash: halps reduca
bacieria that potentially can cause diseazs

Warnings

For external use anly

Do net wse:

+ il you ane allergic 1o chlomexidine glucanate o
any ofhar ingredients

When using this product

+ keea out of eyes, ears, and mouth, May cause
serious ang permanant eye mjury if places or
kot in 1he eye during surgical procedures ar
may cause deainess when instllad = the middle
war through parforated ear crums,
if solution should sontact these areas, rinse out
pramidy and thoroughly with water

Stop use and ask a doctor if

« iritaton, sensitzation, or allergic reastion
poours, Thess may ba sions of 2 serious
condiion

Keep out of reach of children, If swallowed, get

medical help or contact @ Possan Gontrol Ganter

right away.

Directions

+ Use witk care i orematurs infants oo Ffals
under 2 months of age. These products may
cause Fritation or chemical bums,

Surgical hand scrub;
wat hands and forearms with water
serub far 3 minutes witk about 5 mL of
praduct and a wet brush, paying close atiention
fo the rals. cuticles and skin between the fingers
1 saparate nail cleaner may be usec
ringa fhoraughly
wash for an 2ddifional 3 mnutes with 5 i of
product and ringe undar runring water

+ rinse and dry thoroughly

Healthcare persanne] handwash:

+ wel hands with water

+ ohzperse about 5 mL of product ivto cupped
hands and wash in a vigoreus manmer for
15 seconds

+giry tharaughl

Other information
« glore at 20-25°C {6&-TT°F)
+ avoid excessive heat above 4000 [104°F)

Inactive ingredients
citric acid, cocamide DEA, hydrosyetidcelluboss,
soprogy] Alechal, Bauraming axide, purified water

Questions or comments?
call 1nB00321=8647 Monday through Friday
§:30 &M 1o 5:00 PM

N

Amendment to NDA 19-422/S-0047-Revision Request
Reference ID: 3229728
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