CENTER FOR DRUG EVALUATION AND RESEARCH
APPROVAL PACKAGE FOR:

APPLICATION NUMBER
21-555

Approved Labeling



Carton Label, Drug Facts, Back Panel

Chlorhexidine Gluconate 2% w/v and Isopropyl Alcohol 70% v/v -
Patient Preoperative Skin Preparation o 0.67 mL Sepp® Applicator
WARNING. FLAMMABLE. KEEP AWAY ¥ROM FIRE OR FLAME.
DO NOT USE WITH ELECTROCAUTERY PROCEDURES.

Drug Facts

Active ingredients Purpose
Chlorhexidine gluconate 2% wfv. . Antiseptic
Isopropy! alcohol 70% v/v ........ L. Antscptic

Use for the preparation of the patient’s skin prior to <u:gery or injection. The maximum treatment area for
onc applicator is approximately 2.5 by 2.5 inches. L

Warnings
Flammable, keep away from fire or flame
Do not use with ¢lectrocautery proccdurcs
For external usc only

Do not use
¢ inchildren less than 2 months of age because of the pou.nual for excessive skin irritation and increased
drug absorption

=  on patients with known allergies to chlorhexidine glucnnalc or isopropyl alcohol
«  for lumbar puncture or in contact with thc meninges
e on open skin wounds or as a general skin cleanser - i

When using this product kecp out of eyes, ears, and motth. May cause serious or pcrmancnt injury if
permitted to enter and remain. If contact occurs, rinse wii'l;'fcold watcr right away and contact a physician.

Stop use and ask a doctor if irritation, scnsitization, or aﬂcrgu, rcaction occurs. These may be signs of a
serious condition. H

Keep out of reach of children. If swallowed. get medlcalhé; or contact a Poison Costrol Ceanter right away.

Directions

o  pinch the barrel of the applicater to break the ampu]e nnd releasc the antiseptic. Do not touch the
applicator tip. Press the applicator tip against the treatinent area until liquid is visible on the skin.

»  dry surgical sitcs (such as abdomen or arm): Use repe.atcd buck-and-forth strokes of the apphcnor for

_approximately 30 seconds. Completely wet the treatnient area with antiseptic. Allow the area to air dry

for approximately 30 scconds. Do not blot or wipe away.

¢ muoist surgical sites (such as the inguinal fold): Use mpeated back-and-forth strokes of the apphcalor
for approximatcly 2 minutes. Completely wet the treztment area with antiseptic. Allow the area to air
dry for approximately one (1) minute. Do not blot ot wxpe away.

o discard the applicator aftcr a single use. i

Other information
e store between 20-25 °C (68-77 °F)
¢ avoid freezing and cxcessive heat above 40 °C (104 °F_)

Inactive ingredients USP purificd water

Questions? Call 1-800-523-0502 (8 a.m.-S p.m. CST) i




B. Individual Lidding Applicator Label

ChloraPrep®

Sepp
Chlorhexidine
Gluconate 2% w/v;
70% Isopropyl
Alcohol viv
0.67-mL Applicator

Waming.
Flammable.
Keep away from
fire or flame.
Do not use with
electrocautery
‘procedures.
Applicator sterile
unless seal is
broken.

Medi-Flex, Inc.
Overland Park, KS

Lot Ne:
Exp.:
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