BETASEPT- antiseptic surgical scrub solution
Xttrium Laboratories, Inc.

XTT BETASEPT Antiseptic Surgical Scrub

Chlorhexidine Gluconate 4%

Active ingredient

Chlorhexidine gluconate 4% solution

Purpose
Antiseptic

Uses

e surgical hand scrub: significantly reduces the number of microorganisms on the
hands and forearms prior to surgery or patient care

e healthcare personnel handwash: helps reduce bacteria that potentially can cause
disease

e patient preoperative skin preparation: preparation of the patient's skin prior to
surgery

e skin wound and general skin cleansing

Warnings
Warnings

For external use only
Allergy alert:

This product may cause a severe allergic reaction. Symptoms may include:
e wheezing/difficulty breathing

e shock

e facial swelling

e hives

e rash

If an allergic reaction, stop use and seek medical help right away.

Do not use

e if you or the patient is allergic to chlorhexidine gluconate or any other ingredient in
this product

¢ in contact with meninges

¢ in the genital area



e as a preoperative skin preparation of the head or face

When using this product

e keep out of the 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 ear through perforated eardrums.

¢ if solution should contact these areas, rinse out promptly and thoroughly with water

e wounds which involve more than the superficial layers of the skin should not be
routinely treated

e repeated general skin cleansing of large body areas should not be done except when
advised by a health care provider

Stop use and ask a doctor if

irritation, sensitization, or allergic reaction occurs. These may be signs of a serious
condition.

Keep out of reach of children.

If swallowed, get medical help or contact a Poison Control Center right away.

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

Surgical hand scrub

e wet hands and forearms with water

e scrub for 3 minutes with about 5 mL of product and a wet brush, paying close
attention to the nails, cuticles, and interdigital spaces

a seperate nail cleaner may be used

rinse thoroughly

wash for an additional 3 minutes with 5 mL of product and rinse under running water
dry thoroughly

Healthcare personnel handwash

e wet hands with water

e dispense about 5 mL of priduct into cupped hands and wash in a vigorous manner
for 15 seconds

e rinse and dry thoroughly

Patient preoperative skin preparation

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

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

Skin wound and general skin cleansing
e thoroughly rinse the area to be cleaned with water



e apply the minimum amount of product necessary to cover the skin or wound area
and wash gently
¢ rinse again thoroughly

Other information
store at 20-25°C (68-77°F)

avoid excessive heat above 40°C (104°F)

Inactive ingredients

cocamide DEA, fragrance, glucono-delta-lactone, hydroxyethyicellulose, isopropyl
alcohol, lauramine oxide, PEG-75 lanolin, purified water, tridecyl alcohol

Questions or comments?

call 1-888-827-0624 (8am-5pm, EST, Mon-Fri)
WARNING: Cancer - www.P65Warnings.ca.gov
NDC 67618-200-04

From the Makers of BETADINE® products

For External Use Only

Not for Retail Sale

For Professional and Hospital Use Only

Single Use

BETASEPT®

Antiseptic Non-Sterile Surgical Scrub
Chlorhexidine Gluconate 4%

Net Contents: 4 floz (118 mL)

Dist. by: Atlantis Consumer Healthcare Inc. Bridgewater, N 08807 USA
©2023 Atlantis Consumer Healthcare Inc.
ABETO4BTLLBLH
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NDC 57E1B-200-04
For External Use Only

Drug Facts (continued)

Drug Facts (continued)

Drug Facts (confinued)

Not for Retail Sale Single Use
For Professional and Hospital Use Only

Warnings
For external use only

BETASEPT

Antiseptic Non-Sterile 4
Surgical Scrub 2
Chlorhexidine g oq
Gluconate

Net Contents: 4 fl oz (118 mL)

Allergy alert: This produd may cause o severe

allergic reaction. Symptoms may indude:
m wheezing/difficulty breathing m shock
 focial swelling m hives m ras

If an allergic reaction occurs, stop use and
seek medical help right away.

Dist. by Atlanis Corsamar Healihears Ine., Bridg ewater, K 0ER0T LSA
2023 NSarfis Comsumer Heallhcare inc.

Do not use
m if you or the patient is allergic to

m if solufion should contuct these areas, rinse
out promptly and thoroughly with water

= wounds which involve more than the
superficial layers of the skin should not be
roufinely treated

 repeated general skin deansing of large
body areas should not be done except when
advised by o health care provider

Patient preoperative skin preparation:

m apply product liberally fo surgical site and
swng En at least 2 minutes and dry with o
sterile towel

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

Skin wound and general skin deaning:

m thoroughly rinse the area to be deaned with

Stop use and ask a doctor if imitation,
sensitization, or allergic reaction occurs.
These may be signs of o serious condifion.

water
m apply the minimum amount of product
necessary to cover the skin or wound aren

Dmg r acls i :L‘;ﬂf::}':‘ﬁﬁ::ﬂ’:ﬁ:;' any other Keep out of reach of children. B ond wash gently m rinse again thoroughly
Adllre_n_lg'r edient P Urposey . oniocl with menin ges If swallowed, get medical help or contact o Other information
Chlorhexidine gluconate 4% ............... Antisepticl o o o genital area Paison Control Center right away.  store ot 20-25°C (68-77°F)

Uses
 healthcare personnel handwash: helps

05 o preoperative skin preparafion of the
ead or foce

reduce bacterin that potentially can cause
disense
F:ﬁeni preoperative skin preparation:
r the preparation of the pafient's skin
prior fo surgery
® skin wound and general skin deansing
| 2

When using this product

= keep out of the eyes, ears and mouth.
Moy couse serious and permanent eye
injury if placed or kept in the eye during

surgical procedures or may cause deafness

when instilled in the middle ear through
perforated eardrums.

»

Directions m use with core in premature
infonts or infants under 2 months of age.
These products may couse irritation or
chemital burns

Healtheare personnel handwash:

o wet hands with water ® dispense obout
5 mL of product info cupped hands and wash
in @ vigorous manner for 15 seconds

= ovoid excessive heat above 40°C (104°F)

Inactive ingredients cocomide DEA,
fragrunce, glucono-deltoactone,
Iryﬂquyethyi(elluluse, isopropyl alcohal,
louramine oxide, PEG-75 lanolin, purified
water, tridecyl alcohol

Questions? 1-433-288-2684

o rinse and dry tharoughly
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NDC 67618-200-08

From the Makers of BETADINE® products
For External Use Only

Not for Retail Sale

For Professional and Hospital Use Only
BETASEPT®

Antiseptic Surgical Scrub

Chlorhexidine Gluconate 4%

Net Contents: 8 fl oz (237 mL)

Dist. by:Atlantis Consumer Healthcare Inc. Bridgewater, N) 08807 USA
©2023 Atlantis Consumer Healthcare Inc.
4BETO8BTLLBLH



NDC 67618-200-08

For External Use Only
Not for Retail Sale
For Professional and Hospital Use Only

BETASEPT

Antiseptic
Surgical Scrub

Drug Facts

Active ingredient Purpose
Chlorhexidine gluconate

4% solution ......................... Antiseptic

Uses

m healthcare personnel handwash:
helps reduce bacteria that potentially
can cause disease

m skin wound and general skin cleansing

Chlorhexidine
Gluconate

Net Contents:
8 fl oz (237 mL)

Dist. by: Atlantis Consumer Healthcare Inc.
Bridgewater, NJ 08807 USA
©2023 Atlantis Consumer Healthcare Inc.

\

304984-0A

Warnings
For external use only

Allergy alert:

This product may cause a severe allergic
reaction. Symptoms may include:

m wheezing/difficulty breathing

m shock m facial swelling

m hives m rash

If an allergic reaction occurs, stop use
and seek medical help right away.

Do not use

m if you or the patient is allergic to
chlorhexidine gluconate or any other
ingredient in this product

m in contact with meninges

m in the genital area

h 4

Drug Facts (continued)

Drug Facts (continued)

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.

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

= wounds which involve more than the
superficial layers of the skin should
not be routinely treated

m repeated general skin cleansing of large
body areas should not be done except
when advised by a health care provider

Stop use and ask a doctor if irritation,

sensitization, or allergic reaction occurs.

These may be signs of a serious condition.

Healthcare personnel handwash:

= wet hands with water

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

m rinse and dry thoroughly

Skin wound and general skin cleaning:

u thoroughly rinse the area to be
cleaned with water

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

= rinse again thoroughly

Other information

m store at 20-25°C (68-77°F)

m avoid excessive heat above 40°C
(104°F)

Keep out of reach of children. If
swallowed, get medical help 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 irritation or
chemical burns. »

Inactive ingredients cocamide
DEA, fragrance, glucono-delta-lactone,
hydroxyethylcellulose, isopropyl
alcohol, lauramine oxide, PEG-75
lanolin, purified water, tridecyl alcohol

Questions? 1-833-288-2684

4BETOBBTLLBLH

& 'WARNING: Cancer - www.P §5Warnings.ca.gov

Il

Il
08

NN
6761

A

¥,

NDC 67618-200-16

From the Makers of BETADINE® products

For External Use Only
Not for Retail Sale

For Professional and Hospital Use Only

BETASEPT®

Antiseptic Surgical Scrub

Chlorhexidine Gluconate 4%
Net Contents: 16 floz (473 mL)
Dist. by: Atlantis Consumer Healthcare Inc. Bridgewater, N 08807 USA

©2023 Atlantis Consumer Healthcare Inc.

4BET16BTLLBLC



NDC 57518-200-16

For External U=se Onby

Not for Retail Sale

For Professional and Hospital Use Onlby

BETASEPT

Antiseptic
Surgical Scrub

Drug Facts
P —

{Chiorhexdine QRICONAE

Purpose

Chlorhexidine
Gluconate

MNet Contents:
16 fl 0z (473 mD)
D=t by: Atkantis Consumer Healthcare Inc.

Bridgewater, MJ 08807 LFSA
2023 Atlantis Consumer Healthcare inc.

M04STEDA

\,

4% solution AmtsEptc

Usas

m healthcare personnel handwasho
hefps reduce bactera that potantially
Can cause dEsase

m skin wound and generai siin cleassing

and seek madical heig N Ty

De not wse
w i you or the paient i= allemgic o

CINOTEmDTE nale o7 iy DEher

IRgFa0ErT A TS proect
W N COMECT Wil memnges
w i the gensial area ¥

Drug Facts (continued)

Drug Facts |continued)

When uzing this
w fimeg oot of Eyes. s and moel. May

j car e whes nstiked m the
THIDE S TN [ETTEED EETTUTE
W SOMETEON SH0AR

body Zr=as should no
when atwsad by 2 hes Dwide
Siop wse amd ask 3 docher if raton
SEnsiizaton Of Sisrpic rEaciion oCCurs
These may be signs of 2 senous condition

Heatthcare personne| handwash:

w wet fiands with watsy

w dispanse about 5 mL of product into
cupped hands and wash in a
vigorows manner for 15 seconds

w rin=e and dry thomughly

Skim wound and gemeral skin cleaning:

w thomughly rinss the ansa to be
cleaned with water

w apply the minimum ampan of
product nacessany io cover the skin
or wound area and wash gentiy

=T N w rinse again thorughly

Other information

w store at 20-25°C (68-77°F)

w avnid excessive heat above 40°C
(104°F)

Keep oui of reach of children. if
swaiiowed. g=1 medical help or contact
2 Poison Control Camier rnight away

™ use with C2re in prematre infants or
nianis under 2 months of age. These
products may cause imistion or
chemical bams 13

Inactive ingredients cocamide
DiEA. fragrance. glucono-delta-lactone
mdrocystiesiced soprngyl
e, PEG-75

idacyl alcobol

Questions 7 1-833-288-2684
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NDC 67618-200-32

From the Makers of BETADINE® products

For External Use Only
Not for Retail Sale

For Professional and Hospital Use Only

BETASEPT®

Antiseptic Surgical Scrub

Chlorhexidine Gluconate 4%
Net Contents: 32 floz (946 mL)
Dist. by: Atlantis Consumer Healthcare Inc. Bridgewater, N 08807 USA

©2023 Atlantis Consumer Healthcare Inc.

4BET32PBTLLBLC



NDC 67618-200-30

For External Use Only
Not for Retall Sale
For Professional and Hospital Use Only

BE'pI'ASE PT

Antiseptic
Surgical Scrub

—=, Chlarhexidine4u/o
== ' Gluconate

—

. Net Contents:
k= 32 fl oz (846 mL]

=
Drug Facts

Active ingredient Purpose
Chlorhestiding GILCOMEED 4 H B0IUID e o o020 b 488 808 4 8 4 £ it et s e T BEEITID

Uses msurgical hand scrubesig'l'rﬁcamily raduces the numisar of microomanizmea on the hande and foreamne pricr to sumery or patient cars
B healthcars personnel handwash: halps reduce bacteria that potsntislly can causs dsease

m skin wound and general skin cleansing

Warnings
For external use only
Allergy alert: This product may causs a severs allergic reaction. Symptome may includs: B wheezing'difficulty breathing B shock
M facial swelling B hives B rash. If an allergic reaction ocours, stop use and seek medical help right sway.
noluse W you of e TEallaic 10 O Tine UCGIEDS Or arly GEnar Ingrediant i Thie product
W in contact with meningse M in the genital aea
When using this product B kesp cut of syes, ears, and mouth. May causs sericus and permanant sye injury if permitted to enter
ard remajnqlntheg\le oF ey cal.reg dsafr;g& when instilled in the m%deearmmugh pergéfmed ee:d%rns.j "
B if solution should contact thees aress, rines cut romp‘ﬂ°¥ and thoroughly with water
B wounds which invalee mors than the superficial layers of the skin should not be routinely treatsd
B repeated general skin cleansing of lange body aress should not be done except when advised by a health care provider
Ftop use and ask a doctor / imitation, ssnafization, or Allergic raaction occurs. Thees may b= algns of a saious condition.

Keep out of reach of children. If swallow ed, get medical help or contact a Poigon Control Genter ight ey,

Directions muss with cars in prameaturs infants or infants under 2 monthe of age. Thees products may eause imitation or chemical bums.
Surgical hand acrub:  Mwst hands and forearme with water  Bscrub for 3 minutes with about 5 ml of product and awst brush,
paying closs attention to the nails, cuticlee, and interdigital spaces W a sesparate nall cleensr mey beused B e thomughly
m wash for en additional 3 minutes with 5 mL of product and rines under running water  mdry thoroughly
Healthcare personnel handwash:  Bweat hande with water
W diepensa sbout 5 mL of product into cupped hands end wash in a vigorous manner for 15 seconds |l rinee and dry thoroughly
Skin wound and genaral skin cleansing:  m thoroughly rirss the area to be cleaned with water
‘thee minimum armourt of product ned 1o cover the ekin arwound area and weash ge M rires again thorough

Other information mstore st 20-25°C (88-77°F)  Wavoid excessive heat above 40°C (104°F)

Digt. by: Atlantis Consumer Healthcars Inc.
Bridgew ater, NJ 0BBOT USA
2023 Atlantis Consumer Healthcars Inc.
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Inactive ingredienlts cocamide DEA, fragrancs, gluconc-delta-lactons, hydroxysthylesllulose, isopropyl aleohal, lauramins

cwide, PEG-TS lanolin, purified watar, tridacyl alcohol.
EESHOHS ! 1-533-288-2604

& WARNING: Cancer - www. PeaWaminga.cagov

BETASEPT

antiseptic surgical scrub solution

Product Information

Product Type

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
CHLORHEXIDINE GLUCONATE (UNIl: MOR84MUDSE) (CHLORHEXIDINE -

UNII:R4KOODY52L)

Inactive Ingredients

HUMAN PRESCRIPTION DRUG

Item Code (Source) NDC:0116-0200

Basis of Strength Strength

CHLORHEXIDINE 0.04 mg

GLUCONATE in 1 mL
Ingredient Name Strength

GLUCONOLACTONE (UNIl: WQ29KQ9POT)
ISOPROPYL ALCOHOL (UNIl: ND2M416302)
LAURAMINE OXIDE (UNII: 4F6FC4MI8W)
PEG-75 LANOLIN (UNIl: 091790X7TB)
WATER (UNII: 059QFOKOOR)

TRIDECYL ALCOHOL (UNII: 819428H868)

COCO DIETHANOLAMIDE (UNIl: 92005F972D)

Packaging
# Item Code

NDC:0116-
0200-04

[N Vol T I W=

1 Product

Package Description

118 mL in 1 BOTTLE; Type 0: Not a Combination

Marketing Start
Date

Marketing End
Date

06/01/1993

AT aal 1n T PATTIF. Tivaa AL Ral o M aaa e bl mn




2 NULCIULL1O- 45/ 1ML i 1L bullLE, 1ype u.
0200-08 Product

3 NDC:0116- 473 mL in 1 BOTTLE; Type 0: Not a Combination
0200-16 Product

a NDC:0116- 946 mL in 1 BOTTLE; Type 0: Not a Combination
0200-30 Product

5 NDC:0116- 946 mL in 1 BOTTLE; Type 0: Not a Combination
0200-32 Product

6 NDC:0116- 3785 mL in 1 BOTTLE; Type 0: Not a Combination
0200-01 Product

Marketing Information

NOL da cormupoinauori

Marketing Application Number or Monograph
Category Citation

NDA NDA019125

Labeler - xtrium Laboratories, Inc. (007470579)

Revised: 4/2025

06/01/1993

06/01/1993

06/01/1993

06/01/1993

06/01/1993

Marketing Start Marketing End

Date
06/01/1993

Date

Xttrium Laboratories, Inc.
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