Bajaj Medical, LLC. NDA #: 020111
DYNA-HEX® (CHG) Solution, 0.75% Sequence #0038

1. Chlorhexidine Gluconate Solution, 0.75% (Product Code: 413) - 4 fl. oz.
White Round Bottle, HDPE; SAMPLE REFERENCE LABEL

5"x2.125"
5
« »
r Y
i
. = ————
- gl —
™ ¥ —)
'HEXO.75 3 =
o —
Chlorhexidine Gluconate 38 ==,
o 0.75% Solution == —
o~ ————)
o |
o~ 0.75% —
ANTISEPTIC ~
FOR EXTERNAL
USE ONLY
www.ScrubCHG.com
4floz(M8ml) 0 s
L\ J
P 5.875" N
) 5.875" R
) 2" e 1.9375" o 1.9375" R
| |
Fy 1 |
| 4 e ;‘E = c oM | |
= BEEEEIFN B BE =/ | !
H BENEE B B | !
s 2238258828 IRES|ISI '
o $5:53123)E: ez 2@y !
of 5322 28):s |25 |wml |
e =32 e gg ‘s M| I
ZZ8 |2 &S x|
o mocot = 8 -1 & | |
n| |8 275 == | g9l |
o~ a 25 w R : o | ™=g I
o =
—||@ S sz | 3|@] !
~ I I | |
e = @ | |
32 o = H I I
| Lz B H
e =z S i | |
T8 s | 2} !
s g z '-n‘ | I
 E e ' '
3 &l 7] | |
& s O I I
v | |

1.14.1.2 Annotated Draft Labeling Text [Chlorhexidine Gluconate, Bajaj Medical, LLC., 0.75% Solution], Page 4

Reference ID: 4181458



Bajaj Medical, LLC. NDA #: 020111
DYNA-HEX® (CHG) Solution, 0.75% Sequence #0038

Drug Facts (continued)

If an allergic reaction occurs, stop use and seek medical

help right away.

Do not use

m if you are allergic to chlorhexidine gluconate or any
otheringredient in this product

When using this product

m 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

= do not use routinely if you have wounds which involve
more than the superficial layers of the skin

1.9375"

Stop use and ask a doctor if irritation, sensitization, or
— | allergic reactionoccurs. Thesemay be signs of aseriours -
condition.

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

g
>

Directions

m use 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

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

= rinse and dry thoroughly

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

Inactive ingredients

citric acid, cocamide DEA, FD&C yellow #5, FD&C red #4,
fragrance, hydroxyethylcellulose, isopropyl alcohol,
lauramine oxide, purified water, ricinoleamidopropyl
trimethyl ammonium chloride

1.9375"
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Questions or comments?
call 1-800-581-2528, 24 hours a day, 7 days a week

Bajaj Medical, LLC
Chicago, IL60609
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NDA #: 020111
Sequence #0038
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3. Chlorhexidine Gluconate Solution, 0.75% (Product Code
White Round Bottle, HDPE

DYNA-HEX® (CHG) Solution, 0.75%

Bajaj Medical, LLC.
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5. Chlorhexidine Gluconate Solution, 0.75% (Product Code
White Round Bottle, HDPE

DYNA-HEX® (CHG) Solution, 0.75%

Bajaj Medical, LLC.
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7. Chlorhexidine Gluconate Solution, 0.75% (Product Code
White Round Bottle, HDPE

DYNA-HEX® (CHG) Solution, 0.75%

Bajaj Medical, LLC.
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9. Chlorhexidine Gluconate Solution, 0.75% (Product Code
Gallon White Round Bottle, HDPE

DYNA-HEX® (CHG) Solution, 0.75%

Bajaj Medical, LLC.
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