BETASEPT- antiseptic surgical scrub solution
Xttrium Laboratories, Inc.

BETASEPT Antiseptic Surgical Scrub

Chlorhexidine Gluconate 4%

Active ingredient

Chlorhexidine gluconate 4% solution

Purpose

Antiseptic

Uses

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

¢ healthcare personnel handwash: helps reduce bacteria that potentially can cause disease
¢ patient preoperative skin preparation: preparation of the patient's skin prior to surgery
¢ 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:

wheezing/difficulty breathing
shock

facial swelling

hives

rash

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

Do notuse

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

as a preoperative skin preparation of the head or face

When using this product

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



¢ 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
¢ wet hands with water
e dispense about 5 mL of priduct into cupped hands and wash in a vigorous manner for 15 seconds
¢ 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
¢ apply the minimum amount of product necessary to cover the skin or wound area and wash gently
e 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, hydroxyethylcellulose, 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 fl oz (118 mL)

Dist. by: Avrio Health L.P. Stamford, CT 06901-3431
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Drug Facts jcontinusd)

= hgalthcars parsonned handwash: halps mduca
bactera that potentialy can cause dseasa

= pakiont prooparative ekin preparation:
preparation of the patient's skin priar to sugeny

 ghin wound and ganeral siin cleansing

Warnings

For sctemal wes only

Allergy alert: This product may ceuse & severns

alamglc macton. Symptoms may includes:

®wWheszing dificulty braathing & shockw facial

saalling » hives m rash. If an alergk reaction

occurs, shop use and sesk medical help right

ENEy.

Do nod ss

u I you ortha patirt ke allengc to chiorhaxiding
glucorats orany other Ingradiant In this product

u ncontactwith mennges  ® In the gerital e

= A5 3 preaperative skin prepantion of the head ar
Tace

Whan using this product

w keep out of the ayes, aars and mouth. May causs
saraus and permanent eye njury I placad or kept
In the aye dunng sunical procadunss of May cause|
daameas whan Instlled in the middis aar through
parforated eardnims.

w [ zolution should contact thess areas, dnae out
promplly and thomughly with water

= wounds which Imwalwa more than
e superficial layers of tha aMn should not ba
rautinely treated

w repasted gensrml skin clkanaing of langa body
araas shoukd not ba done except when sdvised by
8 heskh cans provider -

Drug Facts [continuad)

Stop wes and ask a doctor if ITiaton, ssnsitzation
or alemic reacton occurs. Thess may b= signs of B
sarnous conditian

Eeap oul of neach of children. T swallowad, gat
medical help or contact a Pokzon Contral Cenbar rig
BWEY.
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u L= with cam n pmmnnralrrmmurlnm
uner 2 mantie of age. Thesa products may
s Imitation of chemical bums.

Surgical hand sengd

mwal hands and fanearms with water

= scrub for 3 minues with about 5 mi of product
ard & wet brush, paying chis attantion o the
rals, cuticies, and Intsmgital spaces

lammnmlcmmm uszan

® finga tharcwughty

= wish for en adotional 3 minutes wih 5 mLof
FII'MIJ[! and rires undar mnnlngwamr

= dry thomughly
mmw
= wat hands with water

® dispens e about 5 mL of proouct Into cuppsd
hands and wash In @ vigorous manner far 15
seconds

= finga and dry thomughly

Paliat procpenstive skin proparation
® apply product liberaly to sugical site and swab
for at kst 2 minutes and drywith 8 sterlke owal
L 4




Dirung Facta {continued)

 repaat procadurs far an additonal 2 minubes and
ory with a stedle towed

Shin wound and gemeral skin cheansing

 thamughly rinsa the area to be cleaned with watar

= apply the minimum amount of product receasary
o cover tha skin oramund area and wesh gently

= ringe agan thomug

Oittrer i

informadtion
» giore at A0-25°C (B3-77°F)
u Ayl encessie haat above 40°C (104°F)

Inactive ingredients cocamides DEA, Tragmnca,
glucona-deita-lactans, hydroeyethtcsluices,
Enprmipyl akzohod, lauraming oelde, PEG-TS lanalin,
purtad water, Tdecyl akahol

Questions or comments 7
call 1-8B8-827-0624 (8am-5pm, EST, Mon-Fri)
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NDC 67618-200-08

Fromthe 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: Avrio Health L.P. Stamford, CT 06901-3431
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Drug Facts

Active ingradismt Purposo
Chlorhexidine gluconate

A% eoluthon oo s e is s en s e e s oo Antiseptic
Usas

B surgical hand scrube sigrificantly reduces the
number of microonganisms on the hande and
forsanma prior to eurgery or patient cara

8 healthcare personnel handwash: helps reduce
bacteria that potentally can causs disseas

¥ skin wound and genersl skin cleansing

Wamings
For axiemal use onky

Allergy alert: Thie product may cause B severs
allengic reaction. Symptoms may include: B wheszing’
difficulty breathing ® shock B facial swelling ® hives

B rash.lf an alemic reaction occurs, stop uss and saak
madical help right saey L

& WARNNG: Cancar - www PESWamings cagov
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Drug Facts (continued)

Do not use

B if you or the patient is dlengic to chlorhexidine gluconate
aor any othar ingredient in thie product

B in contact with meningea

B in the genital arsa

When using this product

B kesp out of eyea, eare, and mouth. May causs sarious
and permanant eye injury if parmitted to anter and rermain
in the eye or may cause deafness when instilled in the
middle ear through perforated sardrurma.

B if solution should contact theee arsas, rinse out prormpthy
and thomughly with waber

B wourde which imvolve mome than the superficial layers of
the ekin should not be routinaly treated

B repaated genanal skin clesnsing of large body areas
should not be done except when advised by a hedth camrs
provider

Stop use and ask a doctor I imtation, ssnaitization, or

allargic reaction cccura, Thees may be signs of a sedous

condition.

Keep out of raach of children. if ewallowed, get medical
help or contact a Polson Control Centar right sway.
Directions
B yga with came in premature infante or infants under 2

monthis of age. Thess products may causes imtation or
chemical buma.

Surgical hand scrub:

®wet hands and forearmms with water

B scrub for 3 minutes with about 5 mlL of product and &
wat brush, paying cloes attention to the naile, cuticlas,
and imtardigital spaces

B & separate nail cleansr may be used

B rines thomughly

®wash for an additional 3 minutes with 5 mL of product and
riree under running water

B dry thoroughily

Healthcare personnal handwashc

B wet handa with water

B disparse about 5 mL of product intoe cupped hands and
wash in a vigorous manner for 15 sesconds

B rinse and dry thoroughly r




Drug Facts (continued)

Skin wound and general skin cleansing:

B thoroughly rines the amea to be cleansad with weter

B apply the minimum amount of product necessary to cover
thia skin or wound area and wash gernthy

B rinse again thoroughby

Other information
B store &t 20-25°C 8-77°F
B avold encesaive heat above 40°C (104°F)

Inactive ingredients cocamide DEA, fragrance,
glucono-dalta-lactona, ydmooyethylcelluloss, isopropyl
alcohol, lauramine oxids, PEG-TE lancln, purified water,
fridecyl slcohol

Questions or commants? call 1-888-827-0624
{Bam-5prm, EST, Mon-Fri.)

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 fl 0z (473 mL)

Dist. by: Avrio Health L.P. Stamford, CT 06901-3431
4BET16BTLLBLB

NDC 67618-200-16
For External Use Only

Not for Recail Sale
For Professional amd Hospical Use Only

BETASEPT

Antiseptic
Surgical Scrub
Chlorhexidine 4%

Gluconate

Net Contents:16 fl oz (473 mL)

Dit. by:
J 2

Awric Haelth LP.
Stamford, CT 06901-3431
7618-200-

04978-04

N
3




4BET1ERTLLALR

Drug Facts
Active ingredient Purpose
Chlorhesidine gluconate
B T NP 1141+

Uses

B surgical hand scrul: aigrificantly reducea the number of
rnicroorganiama an the handa and forearma prior to sungery or
patiant cars

B healthcare parsonnel handwash: helps reduce bacteria thet
potentially can cause diseass

B skin wound and general skin cleansing

Warnings

For extarmal wse only

Allergy alart: This product may cause a savems allargic reacton.

Symiptome may include:

B wheezing/difficulty breathing ® shock B facial swelling

B hivea B ragh. If an allergic maction occurs, stop uss and ssak
madical help right sway.

Do not use

B if you or the patient is allergic to chiorhexidine guconate
or any othar ingredient in thie product

B in contact with meninges

B in the genital arsa L

b Lift Here
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Drug Facts (continued)
When using this product
B keep out of eyea, ears, and mouth. May causs sericus
and parmanent eye injury if pamittad to emter and ramain
in the eye or may cause deafneas when instilled in the
rrickdle ear through perforated sardrume.
B if sclution should contact these areas, rires out promptly and
thoroughly with water
mwounds which involve more than the superficial leyemn of the akin
should not bs routinely treated
W repaated genaral akin cleansing of lange body areas
should not be done encapt whan advised by a hedth cam
provider
Stop use and ask a doctor it iritation, sensitzation, or allergic eection
ocours, Theas may be signe of a sericus condition,
Keap out of reach of children. If ewallowed, get medical
halp or contact & Polsan Contral Canter right away.
B e e e e Y e |
Diractions
B usa with care in prematurs infants or infants under 2 monthe of age.
Theas preducts may cause ritation or chemical buma.

Surgical hand scrub:

B wat hands and forearma with water

B acrub for 3 minutas with about & L of product and & wet brush,
paying cloas attention to the nails, cuticles, and interdigital spaces

g saparate nail cleansr may be uaed

wrines thorcughly

B wash for an additional 3 rrinutes with 5 mL of product snd riree under
ruring water

® dry thomughly

Healthcans personnel handwashc

Wwet hands with water

B dispenas about 5 ml of product into cupped hande and
waah in & vigomrous rmanner for 15 seconda

® rinea and dry thomughhy

Swin wound and genaral skin cheansing:

® thomughly rinss the arsa to be cleanad with watar

B gpphy the minimum amount of product neceasary to cover
the shin orwound area and wash gently

W rinea again thoroughly

e |

Other information
® gtome 6t 20-26°C [§8-77°F)
B avoid enceesive heat above 400G (104 °F)

Inactive ingredients cocamide DEA, fragrance, glcono-datta-lactons,
hydremyethylcelluoss, isapropy aleohal, laurernine adde, PEG-TS lanolin
purified water, tridecyl aleohol.

Questions of comments? call 1-535-527-0624 (Bam-5pm, EST,
MonFri.) v

NDC 67618-200-30

& WARNNG: Cancer - waw PESAVamingacagoy



Fromthe 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 fl oz (946 mL)
Dist. by: Avrio Health L.P. Stamford, CT 06901-3431

4BET32BTLLBLB

NDC 67618-200-30

For External Use Only
Hul for Retail Sale

Antiseptic

For Profeseional and Hospital Use Only

BETASEPT

Su rgical Scrub

!?61!!00-3“3'8
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Chlorhexidine 4“/!:

Gluconate

Net Contents:
32 fl oz (846 mL)
Digt. by:

Avrio Health L.P.
Stamtord, CT 08801-3431 30467804
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Drug Facts

Active ingredient mrpase
CRIDIMEXIINS GIUCONEDE & 56 SOOI, v e e et ere o st st e s s e s s s .. Artiseptic

Usas g surgical hand scrub: SinMsanty reducss the nUmMbbar of microrgEnime on the NAnds and foreams prarta Surgany o patient cans
m healthcare personnel handwash: feips raiuca hacterd that patantially can cause disasss
u sknwound and general skin cleansing

Wamnings

For extamal usa onily
Alle alerk: This product causa a savens gl c raaction. oms Inchude: -whaml @‘d fcully braathing m shock
Ifi.crg swelling m ivee | rga? Ifan allergk: reacngnyancurs sms’:lr;?m sg;rmm g b -
notuss W you o the paient & el & QILICONEte ar any ngrads n B
= In contact with meninges Ilnlhegennnl area
When usl I3 product @ keap ouUt of eyes, aars, and mouth. May causs sericus and it iy Injury I parmitted to amtsr
and rernm%tm 58 or ey cause deafnees when Instilled In the middie sar throuph perfarated eardrums,
M T sokstion should contact these areas, nmauut[: and thoraughly with water
W WoUNdE which Imvolve more than the supermcial the 5KIn Should not be rout

= repamm ganamlalun ::lmmang m'largn DOody Breds mmk: not b 0one exceptwhen BivISed by 8 health cam prurual
i i % Briows

ﬁ wto‘l'mach am:nuren Il'aw\sllmad N=3 i nelEcrmrnBcta.Palann Contral Csﬂta'rlﬁht Hﬂ

Directions musswih care In premature Infants ar Imants undsr 2 manths of age. Thess products My cause ITEton or chamical bums.

Ical emd scrub:  mwat hande and Torearmns Wi Wwaler B sonub for 2 minUies with about & mi Mpmm::tanu BWwel brush,
peying cioea athantion 10 e nalls, cuticas, and IMerdghal spaces WA SSparate nall cleanarmay beused | rnss throughly
WWESh o &n Boditionsl 3 minuLes with § ML of prouCt and riss Undar running watsr @ oy thormughty
Healthcars personnel handwash: B 'wat hands with water
m disps=nss sbout § mL of product Imo cuppad hands and wash In avigonous marnar for 15 seconds @ rinse and dry thoroughly
smwmdnnogm eral skin cleansing: _m Thomuglly s he s to be claned with watar

‘the minimum amoun of product ne ‘tocover the skin orwound area and wash u riree again thanough

Othar information wstors &t 20-25°C (88-77°F) W avokl excease haat above 40°C (104°R)

Inactive ingrediants cocamids DEA, T ranna lucono-dalte-lactana, fyd cellloss, lsg akeohal, lauramine
axle, PEG-7S lanaiin, purified watsr, i zicanl iy, i

astions or commentsy cal 1-888-B27- 0824 (AanH5pm, EST, Mon-Fri)

WIARMING: ThiE product can exposs ¥ou to chamicals Insluding cocort ol disthanoiamine condenzats [cocamide
disthanolaming), which Iz known o the Stats of Calfomia to caUse Cancer. For more Information go to waw. PESWammings.cagov

NDC 67618-200-32
Fromthe 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 fl oz (946 mL)
Dist. by: Avrio Health L.P. Stamford, CT 06901-3431
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NDC 67618-200-32

For Excernal Use Only
Noc for Recail Sale
For Professional and Hospical Use Only

BETASEPT

Antiseptic Surgical Scrub
With Pump

Chlorhexidine 4“/0

Gluconate

MNet Contents:
32 fl oz (846 mL)
Dist. by

Avrio Health LP.
Stamond, CT 06901-2431  204850-04
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Erug Facts

Active ingrediant Pu'pasa
Chiorhaxiding gIuconate 4% solton. .. .. AntiEEptic

Uses m surgical hand scrutx sgnincantly mAucas the NUMDEr of MICTCOMEN S on the hands end for=ams priar 10 BUery or patlsnt care
M healthcare personnel handwash: helps reduca bacterla that potertially can cause dissase
W skin wound end gensral skin cleansing

TS
Wamings
For atemal usa only
.nlle alert: This product may causa | severe alamgic reaction. Sympioms m?' Inciude: wwheezing dificufly breathing @ shock
Ewallng [ N&s.msn It an allenglc reaction occurs, stop use and seek medical help right away.
n USE W[ you or the patient 15 al bm ChlomEdme GuConete of ey ouer Ingredint N HE prodact
W In comtact with rnenlngeu W In the geniial area
'Nhen ualn this pmduct W haep ouE Of eyes, ears, and mouth. MEy cause saious and amnta)eln].u)- Tl permiited o enter
n the eye or rausa deainass whan Instilked In the midde aa'urnu h pargm
ln'solutlan shauld comtact thess arsas, inse out p‘gamun
EWoUncs which Invalve mana than the supericial g 1 skin shaul I'lo‘tl':le moutingly taated
W repaated penaral skin cleansing of Iape body ansds should not be done Sxcapt when advissd by @ health cans provider
Stop use and ask a doctor If Imfiaton, sansftzation, or dlergc reacton Docurs. Tese meay be signs of 8 serous condition.
Kaep out of reach of children, It swalkowed, gt madicel Nelp or contact & PoiEon Conitnal Certar nght #way.

D¥rections musswith care in pramaturs RTants of FEnts unosr 2 MONths of age. THess prooucts May CaUss mtstion ar chamical bums.
Surglcal hand scrub:  mw et hands and forearms with water | soub for 2 minutes with alout § mL of product and a wet brush,

peying closs aterion 1o the rals, culicles, and Interdighal Bpaces 8 sepsrate nal claansr may bausad W ANSe tharughly

B wash for an additional 3 minules wih & mL of product and rinsa undar runing water B dry thoroughly

Higlthcara personnel Nandwash:  WWet NENdE With watar

M dspanse about 5§ mL of product Into cupped hands and wash In 8 vigomous manner for 15 seconds B rinsa and dry tharoughly

Siin wound and general skin cleansing: m iy rin=a the area 1o be claansd with watar

W apply the MINITLIm SmoUTt of proouct NECassaN 10 Sover the BRIN orwound arsa and Wash gently  mnss again thomughly

Other information w store st 2025°C (86-77°F]  mavald excessiva haat Bbovs A0°C [104°F)

Inactive ingredients cocaride DEA, fragrance, gluconc-dsita-lactons, iydrayethylcelluloss, Isapropyl alcohal, lauramine

oxlde, PEG-75 lanodn, purified water, tidecy| alcohal.
mmﬂﬂﬂ& o COITH'HMTS’ call 1-8e8-827-0824 [Bam-5pm, EST, MorHFrl )

=
e WARNING: TNis product can sWpass you o chemicals noiudng coconut oll datharalamins condensate ([cocamids
disthanciaming), which ks known to the State of Caltormia to causa cancar. For mone information go to wew:. PEEWamIngs ca.gov

N oF
BETASEPT
antiseptic surgical scrub solution

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:0116-0200

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
CHL O RHEXIDINE GLUCONATE (UNI: MOR84MUDSE) (CHLORHEXIDINE -

UNILR4KOO0DY52L)

Inactive Ingredients

Ingredient Name

CO CO DIETHANO LAMIDE (UNIL: 9200 5F9 72D)
GLUCONOLACTONE (UNI: WQ29KQ9POT)
ISOPROPYL ALCOHOL (UNII: ND2M416302)
LAURAMINE O XIDE (UNII: 4F6 FC4MI8 W)
PEG-75 LANOLIN (UNIL: 091790X7TB)
WATER (UNIL: 059QF0KOOR)

TRIDECYL ALCOHOL (UNI: 819428 H868)

Packaging
# Item Code

Package Description

1 NDC:0116-0200-04 118 mL in 1 BOTTLE; Type 0: Nota Combination Product
2 NDC:0116-0200-08 237 mL in 1 BOTTLE; Type 0: Not a Combination Product
3 NDC:0116-0200-16 473 mL in 1 BOTTLE; Type 0: Not a Combination Product

Basis of Strength Strength
CHLORHEXIDINE 0.04 mg
GLUCONATE in 1mL

Strength

Marketing Start Date Marketing End Date
06/01/1993
06/01/1993
06/01/1993




4 NDC:0116-0200-30 946 mL in 1 BOTTLE; Type 0: Nota Combination Product 06/01/1993
5 NDC:0116-0200-32 946 mL in 1 BOTTLE; Type 0: Not a Combination Product 06/01/1993
6 NDC:0116-0200-01 3785 mL in 1 BOTTLE; Type 0: Nota Combination Product 06/01/1993

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
NDA NDAO019125 06/01/1993

Labeler - xttrium Laboratories, Inc. (007470579)

Registrant - Xttrium Laboratories, Inc. (007470579)

Establishment
Name Address ID/FEI Business Operations
Xttrium Laboratories, Inc. 007470579 manufacture(0116-0200)

Revised: 10/2020 Xttrium Laboratories, Inc.
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