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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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This label may not be the latest approved by FDA.  
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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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This label may not be the latest approved by FDA.  
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For current labeling information, please visit https://www.fda.gov/drugsatfda



X
tt

ri
um

 L
ab

or
at

or
ie

s,
 I

nc
. 

C
on

fi
d

en
ti

al
 

P
ag

e 
14

 o
f 

30
 

C
hl

or
he

xi
di

ne
 G

lu
co

na
te

 2
%

 S
ol

ut
io

n 
 

S
ec

ti
on

 1
.1

4.
1-

D
ra

ft
 L

ab
el

in
g 

 
 

A
m

en
dm

en
t t

o 
N

D
A

 1
9-

42
2/

S
-0

04
7-

R
ev

is
io

n 
R

eq
ue

st
 

 
 A

tt
ac

h
m

en
t 

# 
3 

(c
on

t’d
): 

N
D

A
 1

9-
42

2 
-R

ev
is

ed
 la

b
el

in
g,

 1
6-

ou
n

ce
 D

yn
a-

H
ex

 2
%

 C
H

G
 

 P
an

el
 2

  
  

 
                       

 
 

Reference ID: 3229728

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda



X
tt

ri
um

 L
ab

or
at

or
ie

s,
 I

nc
. 

C
on

fi
d

en
ti

al
 

P
ag

e 
15

 o
f 

30
 

C
hl

or
he

xi
di

ne
 G

lu
co

na
te

 2
%

 S
ol

ut
io

n 
 

S
ec

ti
on

 1
.1

4.
1-

D
ra

ft
 L

ab
el

in
g 

 
 

A
m

en
dm

en
t t

o 
N

D
A

 1
9-

42
2/

S
-0

04
7-

R
ev

is
io

n 
R

eq
ue

st
 

 
 A

tta
ch

m
en

t #
 3

 (c
on

t’d
): 

N
D

A
 1

9-
42

2 
-R

ev
is

ed
 la

b
el

in
g,

 1
6-

ou
n

ce
 D

yn
a-

H
ex

 2
%

 C
H

G
 

 P
an

el
 3

 
 

  
                        

Reference ID: 3229728

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda



X
tt

ri
um

 L
ab

or
at

or
ie

s,
 I

nc
. 

C
on

fi
d

en
ti

al
 

P
ag

e 
16

 o
f 

30
 

C
hl

or
he

xi
di

ne
 G

lu
co

na
te

 2
%

 S
ol

ut
io

n 
 

S
ec

ti
on

 1
.1

4.
1-

D
ra

ft
 L

ab
el

in
g 

 
 

A
m

en
dm

en
t t

o 
N

D
A

 1
9-

42
2/

S
-0

04
7-

R
ev

is
io

n 
R

eq
ue

st
 

 
 A

tta
ch

m
en

t #
 3

 (c
on

t’d
): 

N
D

A
 1

9-
42

2-
R

ev
is

ed
 la

b
el

in
g,

 1
6-

ou
n

ce
 D

yn
a-

H
ex

 2
%

 C
H

G
 

 P
an

el
 4

 
 

   
                       

Reference ID: 3229728

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda



X
tt

ri
um

 L
ab

or
at

or
ie

s,
 I

nc
. 

C
on

fi
d

en
ti

al
 

P
ag

e 
17

 o
f 

30
 

C
hl

or
he

xi
di

ne
 G

lu
co

na
te

 2
%

 S
ol

ut
io

n 
 

S
ec

ti
on

 1
.1

4.
1-

D
ra

ft
 L

ab
el

in
g 

 
 

A
m

en
dm

en
t t

o 
N

D
A

 1
9-

42
2/

S
-0

04
7-

R
ev

is
io

n 
R

eq
ue

st
 

 
 A

tta
ch

m
en

t #
 3

 (c
on

t’d
): 

N
D

A
 1

9-
42

2 
-R

ev
is

ed
 la

b
el

in
g,

 1
6-

ou
n

ce
 D

yn
a-

H
ex

 2
%

 C
H

G
 

 P
an

el
 5

 
 

 
                         

Reference ID: 3229728

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda



X
tt

ri
um

 L
ab

or
at

or
ie

s,
 I

nc
. 

C
on

fi
d

en
ti

al
 

P
ag

e 
18

 o
f 

30
 

C
hl

or
he

xi
di

ne
 G

lu
co

na
te

 2
%

 S
ol

ut
io

n 
 

S
ec

ti
on

 1
.1

4.
1-

D
ra

ft
 L

ab
el

in
g 

 
 

A
m

en
dm

en
t t

o 
N

D
A

 1
9-

42
2/

S
-0

04
7-

R
ev

is
io

n 
R

eq
ue

st
 

 
 A

tt
ac

h
m

en
t 

# 
4:

 N
D

A
 1

9-
42

2 
-R

ev
is

ed
 la

b
el

in
g,

 3
0-

ou
n

ce
 D

yn
a-

H
ex

 2
%

 C
H

G
 

 
 

                           

Reference ID: 3229728

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda



X
tt

ri
um

 L
ab

or
at

or
ie

s,
 I

nc
. 

C
on

fi
d

en
ti

al
 

P
ag

e 
19

 o
f 

30
 

C
hl

or
he

xi
di

ne
 G

lu
co

na
te

 2
%

 S
ol

ut
io

n 
 

S
ec

ti
on

 1
.1

4.
1-

D
ra

ft
 L

ab
el

in
g 

 
 

A
m

en
dm

en
t t

o 
N

D
A

 1
9-

42
2/

S
-0

04
7-

R
ev

is
io

n 
R

eq
ue

st
 

 
 A

tta
ch

m
en

t #
 4

 (c
on

t’d
): 

N
D

A
 1

9-
42

2 
-R

ev
is

ed
 la

b
el

in
g,

 3
0-

ou
n

ce
 D

yn
a-

H
ex

 2
%

 C
H

G
 

 
 

                           

Reference ID: 3229728

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda



X
tt

ri
um

 L
ab

or
at

or
ie

s,
 I

nc
. 

C
on

fi
d

en
ti

al
 

P
ag

e 
20

 o
f 

30
 

C
hl

or
he

xi
di

ne
 G

lu
co

na
te

 2
%

 S
ol

ut
io

n 
 

S
ec

ti
on

 1
.1

4.
1-

D
ra

ft
 L

ab
el

in
g 

 
 

A
m

en
dm

en
t t

o 
N

D
A

 1
9-

42
2/

S
-0

04
7-

R
ev

is
io

n 
R

eq
ue

st
 

 
 A

tt
ac

h
m

en
t 

# 
5:

 N
D

A
 1

9-
42

2-
R

ev
is

ed
 la

b
el

in
g,

 3
2-

ou
n

ce
 D

yn
a-

H
ex

 2
%

 C
H

G
 

 F
ro

n
t 

P
an

el
 

 
   

Reference ID: 3229728

This label may not be the latest approved by FDA.  
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X
tt

ri
um

 L
ab

or
at

or
ie

s,
 I

nc
. 

C
on

fi
d

en
ti

al
 

P
ag

e 
21

 o
f 

30
 

C
hl

or
he

xi
di

ne
 G

lu
co

na
te

 2
%

 S
ol

ut
io

n 
 

S
ec

ti
on

 1
.1

4.
1-

D
ra

ft
 L

ab
el

in
g 

 
 

A
m

en
dm

en
t t

o 
N

D
A

 1
9-

42
2/

S
-0

04
7-

R
ev

is
io

n 
R

eq
ue

st
 

 
 A

tt
ac

h
m

en
t 

# 
5 

(c
on

t’d
): 

N
D

A
 1

9-
42

2-
R

ev
is

ed
 la

b
el

in
g,

 3
2-

ou
n

ce
 D

yn
a-

H
ex

 2
%

 C
H

G
 

 P
an

el
 2

 
 

 
                         

Reference ID: 3229728

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda



X
tt

ri
um

 L
ab

or
at

or
ie

s,
 I

nc
. 

C
on

fi
d

en
ti

al
 

P
ag

e 
22

 o
f 

30
 

C
hl

or
he

xi
di

ne
 G

lu
co

na
te

 2
%

 S
ol

ut
io

n 
 

S
ec

ti
on

 1
.1

4.
1-

D
ra

ft
 L

ab
el

in
g 

 
 

A
m

en
dm

en
t t

o 
N

D
A

 1
9-

42
2/

S
-0

04
7-

R
ev

is
io

n 
R

eq
ue

st
 

 
 A

tt
ac

h
m

en
t 

# 
6:

 N
D

A
 1

9-
42

2-
R

ev
is

ed
 la

b
el

in
g,

 1
-G

al
lo

n
 D

yn
a-

H
ex

 2
%

 C
H

G
 

 P
D

P
 

 
 

                         

Reference ID: 3229728

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda



X
tt

ri
um

 L
ab

or
at

or
ie

s,
 I

nc
. 

C
on

fi
d

en
ti

al
 

P
ag

e 
23

 o
f 

30
 

C
hl

or
he

xi
di

ne
 G

lu
co

na
te

 2
%

 S
ol

ut
io

n 
 

S
ec

ti
on

 1
.1

4.
1-

D
ra

ft
 L

ab
el

in
g 

 
 

A
m

en
dm

en
t t

o 
N

D
A

 1
9-

42
2/

S
-0

04
7-

R
ev

is
io

n 
R

eq
ue

st
 

 
 A

tta
ch

m
en

t #
 6

 (c
on

t’d
): 

N
D

A
 1

9-
42

2-
R

ev
is

ed
 la

b
el

in
g,

 1
-G

al
lo

n
 D

yn
a-

H
ex

 2
%

 C
H

G
 

 P
an

el
 1

 
 

 
                         

Reference ID: 3229728

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda



X
tt

ri
um

 L
ab

or
at

or
ie

s,
 I

nc
. 

C
on

fi
d

en
ti

al
 

P
ag

e 
24

 o
f 

30
 

C
hl

or
he

xi
di

ne
 G

lu
co

na
te

 2
%

 S
ol

ut
io

n 
 

S
ec

ti
on

 1
.1

4.
1-

D
ra

ft
 L

ab
el

in
g 

 
 

A
m

en
dm

en
t t

o 
N

D
A

 1
9-

42
2/

S
-0

04
7-

R
ev

is
io

n 
R

eq
ue

st
 

 
 A

tta
ch

m
en

t #
 6

 (c
on

t’d
): 

N
D

A
 1

9-
42

2 
-R

ev
is

ed
 la

b
el

in
g,

 1
-G

al
lo

n
 D

yn
a-

H
ex

 2
%

 C
H

G
 

 P
an

el
 2

 
  

                       
  

Reference ID: 3229728

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda



X
tt

ri
um

 L
ab

or
at

or
ie

s,
 I

nc
. 

C
on

fi
d

en
ti

al
 

P
ag

e 
25

 o
f 

30
 

C
hl

or
he

xi
di

ne
 G

lu
co

na
te

 2
%

 S
ol

ut
io

n 
 

S
ec

ti
on

 1
.1

4.
1-

D
ra

ft
 L

ab
el

in
g 

 
 

A
m

en
dm

en
t t

o 
N

D
A

 1
9-

42
2/

S
-0

04
7-

R
ev

is
io

n 
R

eq
ue

st
 

 
 A

tt
ac

h
m

en
t 

# 
7:

 N
D

A
 1

9-
42

2-
R

ev
is

ed
 la

b
el

in
g,

 B
ac

to
sh

ie
ld

 1
-L

 2
%

 C
H

G
 

  
 

                          
 

Reference ID: 3229728

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda



X
tt

ri
um

 L
ab

or
at

or
ie

s,
 I

nc
. 

C
on

fi
d

en
ti

al
 

P
ag

e 
26

 o
f 

30
 

C
hl

or
he

xi
di

ne
 G

lu
co

na
te

 2
%

 S
ol

ut
io

n 
 

S
ec

ti
on

 1
.1

4.
1-

D
ra

ft
 L

ab
el

in
g 

 
 

A
m

en
dm

en
t t

o 
N

D
A

 1
9-

42
2/

S
-0

04
7-

R
ev

is
io

n 
R

eq
ue

st
 

 
 A

tta
ch

m
en

t #
 7

 (c
on

t’d
): 

N
D

A
 1

9-
42

2-
R

ev
is

ed
 la

b
el

in
g,

 B
ac

to
sh

ie
ld

 1
-L

 2
%

 C
H

G
 

 
 

                           
 

Reference ID: 3229728

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda



X
tt

ri
um

 L
ab

or
at

or
ie

s,
 I

nc
. 

C
on

fi
d

en
ti

al
 

P
ag

e 
27

 o
f 

30
 

C
hl

or
he

xi
di

ne
 G

lu
co

na
te

 2
%

 S
ol

ut
io

n 
 

S
ec

ti
on

 1
.1

4.
1-

D
ra

ft
 L

ab
el

in
g 

 
 

A
m

en
dm

en
t t

o 
N

D
A

 1
9-

42
2/

S
-0

04
7-

R
ev

is
io

n 
R

eq
ue

st
 

 
 A

tta
ch

m
en

t #
 7

 (c
on

t’d
): 

N
D

A
 1

9-
42

2-
R

ev
is

ed
 la

b
el

in
g,

 B
ac

to
sh

ie
ld

 1
-L

 2
%

 C
H

G
 

  
 

                          
 

Reference ID: 3229728

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda



X
tt

ri
um

 L
ab

or
at

or
ie

s,
 I

nc
. 

C
on

fi
d

en
ti

al
 

P
ag

e 
28

 o
f 

30
 

C
hl

or
he

xi
di

ne
 G

lu
co

na
te

 2
%

 S
ol

ut
io

n 
 

S
ec

ti
on

 1
.1

4.
1-

D
ra

ft
 L

ab
el

in
g 

 
 

A
m

en
dm

en
t t

o 
N

D
A

 1
9-

42
2/

S
-0

04
7-

R
ev

is
io

n 
R

eq
ue

st
 

 
 A

tta
ch

m
en

t #
 7

 (c
on

t’d
): 

N
D

A
 1

9-
42

2-
R

ev
is

ed
 la

b
el

in
g,

 B
ac

to
sh

ie
ld

 1
-L

 2
%

 C
H

G
 

 
 

                           
 

Reference ID: 3229728

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda



X
tt

ri
um

 L
ab

or
at

or
ie

s,
 I

nc
. 

C
on

fi
d

en
ti

al
 

P
ag

e 
29

 o
f 

30
 

C
hl

or
he

xi
di

ne
 G

lu
co

na
te

 2
%

 S
ol

ut
io

n 
 

S
ec

ti
on

 1
.1

4.
1-

D
ra

ft
 L

ab
el

in
g 

 
 

A
m

en
dm

en
t t

o 
N

D
A

 1
9-

42
2/

S
-0

04
7-

R
ev

is
io

n 
R

eq
ue

st
 

 
 A

tt
ac

h
m

en
t 

# 
8:

  N
D

A
 1

9-
42

2-
R

ev
is

ed
 L

ab
el

in
g,

 B
D

 E
Z

-S
cr

u
b

 3
2-

oz
 2

%
 C

H
G

 
 

 
    

Reference ID: 3229728

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda



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

Amendment to NDA 19-422/S-0047-Revision Request 

 
 

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

 
 

Reference ID: 3229728

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda



---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

JOEL SCHIFFENBAUER
12/12/2012

Reference ID: 3229728

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda




