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DESCRIPTION:

An antimicrobial irrigation system
containing 0.5% povidone iodine (PVP-I)
in phosphate-buffered saline, potassium
iodide and Vitamin E TPGS. PVP-I acts as
a preservative to help inhibit microbial
growth in the irrigation solution.

e Sterile solution

e Non-pyrogenic

e Not made with natural rubber latex

e Not made with di(2-ethylhexyl)
phthalate (DEHP)

SYSTEM CONTENTS:
(1) Cap

(1) BD Surgiphor™ 450 mL bottle
e 0.5% Povidone iodine
e Phosphate-buffered saline
e Potassium iodide
e Vitamin E TPGS

INDICATIONS FOR USE:

BD Surgiphor™ Antimicrobial Irrigation
System is intended to mechanically loosen
and remove debris, and foreign materials,
including microorganisms, from wounds.

CONTRAINDICATIONS:
e Not for use in patients with known
allergic reaction to any of the
ingredients in the solution.

CONTRAINDICATIONS (continued):

e Do not combine with other antiseptic
solutions, such as octenidine, due to
potential reactions and reduction in
the effectiveness of the solution.

¢ Not for use in neonates (less than
28 days after birth).

WARNINGS:
e Do not use or mix with other cleansers,
soaps, lotions, or ointments.

e Do not use if packaging is damaged or
if seal integrity is compromised.

e Anaphylaxis may occur in patients with
severe iodine allergy.

e May cause allergic reactions such
as rash or skin irritation in patients
with iodine allergy. Discontinue use
immediately if irritation or an allergic
reaction occurs.

e Do not use for injection or infusion.

e Do not swallow.

e Do not use and avoid contact with eyes
and ear canals.

e Do not use more than 24 hours after
puncturing the seal.

PRECAUTIONS:
e May cause a temporary irritation and/
or burning sensation on exposed skin in
very rare cases.

e Federal law restricts this device to
sale by or on the order of a licensed
healthcare practitioner.

¢ Single patient use only.
e Do not use past the expiration date.
e Not for at-home use.

INSTRUCTIONS FOR USE:
e Use only as directed.

e Do not dilute the solution before use.

See other side for further instructions



INSTRUCTIONS FOR USE (continued):
1. Remove bottle and cap from tray
using aseptic technique.

STORAGE CONDITIONS:
e Store at room temperature

e Avoid freezing or heating above

2. Screw the cap on to the bottle and 40°C (104°F)
fully tighten, cap will puncture the
seal as it is tightened. SYMBOL & MARK KEY:

Federal law restricts this device
I%( Only to sale by or on the order of a
licensed healthcare practitioner.

Consult instructions for use

Do not reuse

3. Invert the bottle, compress the
bottle and direct the fluid into the
wound to irrigate the entirety of the
wound area.

Catalog number

Batch code

STERILE Sterilized using irradiation

Do not use if package
is damaged

Not made with natural

4. Immediately after irrigation remove rubber latex
BD Surgiphor™ solution from the
wound, and rinse thoroughly with

sterile saline solution.

5. Remove excess saline from the STERILE™
wound area Q\j SOLUTION  Solution is sterile

Manufacturer

LA@®IEEA®E

6. If wound requires additional

irrigation, remaining BD Surgiphor™ sl Becton, Dickinson and Company

solution may be used until the
solution has been exhausted, for
up to 24 hours after puncturing
the seal. After 24 hours, dispose
of unused solution and device in
accordance with local regulations.
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