BACTOSHIELD CHG- chlorhexidine gluconate solution
Xttrium Laboratories, Inc.

Bactoshield CHG ® 4%

Chlorhexidine Gluconate Solution

Drug Facts

Active ingredient

chlorhexidine gluconate 4% solution

Purposes

surgical hand scrub

healthcare personnel handwash
patient preoperative skin preparation
skin wound and general skin cleansing

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

For external use only

Allergy alert:

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

wheezing/difficulty breathing
shock

facial swelling

hives

rash

If an allergic reaction occurs, 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 eyes, ears, and mouth. May cause serious and permanent eye injury if placed or kept in
the eye during surgical procedures or may cause deadness when instilled in the middle ear through
perforated eardrums.



¢ if solution should contact these areas, rinse out prompty 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:
¢ 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 separate 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 product into cupped hands and wash in a vigorous manner for 15 seconds
¢ rinse and dry thoroughly

Patient preoperative skin preparation:
¢ apply product liberally to surgical site and swab for at least 2 minutes
® dry with a sterile towel
¢ 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 againthoroughly

Other information
e store at 20-25°C (68-77°F)
e void 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 1-800-548-4873 Monday through Friday 8:00 AM to 4:30 PM EST



WARNING: This product can expose you to coconut oil diethanolamine condensate (cocamide
diethanolamine), which is known to the State of California to cause cancer. For more information go to
www.P65Warnings.ca.gov.

Bactoshield ® CHG 4%
NDC 11084-815-03

Surgical Scrub

Chlorhexidine Cluconate 4% Solution Antiseptic
Non-sterile Solution

Surgical Scrub

4% CHG

Antimicrobial

For Single-Use

Net Contents: 118 mL (4 fl 0z)
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Charlotte, NC 28217 w 1-866-TA3-0422
wiww. debmed.com
Product Made in U.5.A.

Drug Facts

Active ingredient Purposes
Chlorhexadine gluconate
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Drug Facts (continued)

m surgical hand scrub: significantly reduces the
number of microorganieme on the hands and
forearms prior to surge%nrﬁ:ent care

m healthcare personnel sh: helps reduce
bactena that potentially can cause diseass

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

m skin wound and general skin cleansing

Wamings
For external use only

Allergy alert: I
Thie product may cause a severe allergic reaction.
ms may include:
eezing/dificulty breathing
m chock
m facial swelling

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

Do not use

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

W in contact with meninges

m in the genital area .

m as a preoperative skin preparation of the head or face

When usmng this product

m keep out of eyes, ears, and mouth, May cause senous
and permanent eye injury if placed or kept in the eye
during surgical pm-:ﬂciures or may cause deafness when
instilled in the middle ear through perforated eardrums.

u if solution should contact these areas, rinse out
pramptly and thoroughly with water

m wounds which involve more than the superficial layers
of the sléin shnuli:l Eﬂt I::Ie routi n»3Ig'ftlrf:ELtraul::Iml:I

n ted general skin cleansin g areas
;ﬁd nu:n'%I be dane except 'l'ﬂ'IEEII'I ad?irgmd by i health
care provider

Stop use and ask a doctor if irrtation, sensitization, or
allergic: reaction occurs. These may be signs of a senous
condition.

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

Directions

m use with care in premature infants or infants under 2
manths of age. These products may cause irrtation or
chemical bums.

Surgical hand scrub:

o wet hands and forearme with water

m scrub for 3 minutes with about & mL of product and a
wet brush paying closs attention to the nails, cuticles,
and interdigital spaces

m a separate nail cleaner may be used

B rinse thoroughly




Drug Facts (continued)

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

® dry thoroughhy

Healthcare personnel handwash:

m wet hands with water

u dl ense about 5 mL of product into cupped hands

nd wash in a vigorous manner for 15 seconds

u nnse and dry thoroughly

Patient preoperative skin p

] appl;qr;md uct liberally to surglcal sﬁe and swab for at

minutes

® dry with a stenle towel

m repeat procadure for an additional 2 minutes and dry
with a sterile towel

Skin wound and general skin cleansi
m thoroughly nnse the area to be cleaned with water
- R-mapply the minimum amount of product neceseary to-
cover the skin or wound area and wash gently
B ninz2 again thoroughly

Other information
m store at 20-25°C (B8-777)
® avoid excessive heat above 40°C (104°F)

Inactive mjgmdmntszmde DEA, fragrance
glucono-deltta- hydmxyeﬂ'lyicelrulnse is0prn
alcohol, lauramine oxide, PEG-T5 lanolin, purified water,

tridecyl alcoho

fuestions or comiments ¢ call 1-865-TA3-0422

Monday through Fnday 8:00 AM to 4:30 PM EST
WARNING: This product can expose you to

& coconut oil diethanolamine condensate
{cocamide diethanclamine), which is known to
the State of California to cause cancer. For more
information go to weww. PESWamings.ca.gov.

Bactoshield ® CHG 4%

NDC 11084-815-34

Surgical Scrub

Chlorhexidine Gluconate 4% Solution Antiseptic
Surgical Scrub

4% CHG

Antimicrobial

Net Contents: 473mL (16 fl oz) (1 pt)
REORDER #1344-33
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Drug Facts
Active ingredient
Chlorhesidine gluconats 4% SolLbon . e s o

gkin wourd and general skin clearsing

Uses

= gurgical hand scrab: significanty reducas the numbar of microonganizme on the hands and
forearme prior o surgary of patisnt cars

® healthcare personmel handwash: halps reducs bacteria that potentialy can cause dissasa

® gkin wound and general skin deansing

Thiz produst may causs a ssvera allergic maction. Symptorms may incuda:
B wheszing/difficulty breathing
m shosk
u facial awelling
B hives
m rash
If an allergic maction ooours, stop use and ssak medical halp right mey,

b Lift Here
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Druyg Facts (continued)

Do mot use

m if you or the petient i allangic to chlorbexidins gluconate or any cther ingredient in this
product

® in corract with maninges

m inthe genital arsa

When uzing this product

W kzep out of eyes, sars and mouth, May causa saious and pamanent eye injury i
pemnitted to amter and remain in the eye o may causs deafness when irstiled in the
middle ear through perforated sardrumes.

m if sohion should comtact thess anass, ines ot promptly and thamughly with wabsr

® wounds which irolve more than the superficial layars of tha skin should not ba routinaly
treatad

m rapeated ganaral skin claansing of lange body arsas should not be done somept when
advised by a health care providar

Stop wse and ask a dector if irriation, sersitzation, or allengic reaction oocurs. Thesa meay

b sigres of & ssriows condition.

Keep out of reach of children. If saalowed, get madical halp or contact a Polzon Conrol

Canter right sy,

Directions

m usa with cars in premature infarts or infants under 2 months of age. Thess products meay
caues jrritation or chemical bums.

Surgical hand scrubs:

m wat hands and forsarme with waisr

m sorub for 3 minutes with about & mL of product and & wet brush paying closs attention to
tha reils, cuticles, and interdigial spaces

® a s=spamie nail cleanar may be usad

m rirea thoroughly

0 wash for an additional 3 minutes with 5 mL of productand rinss undar naning water

W dry thorewghly

Healtheane perscnmel handwask:

® weit hands with water

m disperss about 5 ml of produst into cupped hands and weazh ina vigorows manner for 15
aanands

W rirza ard dry tharmughly

Skin wound and general skin cleansing:

| thoroughly res the arsa to be deansd with watar

m apply the minimum amount of product necessany to cower the skin or wound asa and wash
gently

m rirea again tharoughly

Other information

W giors at 20-25°0 BR-TT)

ol eesasshes haat above 40°C {104°F

Inactive ingredients ccamids DEA, fragrancs, gucono-delta-tactons,
rydmyettigdcaluloss, isopmpyl Alcohal, lummine ceide, PFEG-T5 lanolin, purifisd watar,
trideyl aleahol h




Drug Facts (continued)

mﬁgﬁﬂsw COMNmeNnts ? call 1-866-7A3-0422 Monday through Friday 800AM to

WARNING: This product can sxpees you 1o coconut ofl disthanclamine condensate
{cocamnide disthanalamine), which is known to the St of Califomia to causs
cancer, For more information go to wwe, PSSWamings.ca.gos.

Manufacturad for: Dab USA Inc.

Charkatts, NG 20217 1-B66-TE3-0422

v, debimesd . com

Product Mads in UL.5.A.

Bactoshield ® CHG 4%
NDC 11084-815-24

Surgical Scrub

4% Solution Antiseptic Chlorhexidine Gluconate

Surgical Scrub
4% CHG

Antimicrobial

Net Contents: 32 fl 0z (946 mL)

REORDER #1344-
61341
1344-21H(319)
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Drug Facts (continued)

o stk i Tt il T Bactoshield ®

products may cause iriation o chem

Surgical hand srub
u wrt hands and fons amms with warler

& e parate nad chaner nay b used

or 15 saconds
w rinzz and dryhorauphly
Skin wound and
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Drug Facts
mﬁMaumm rermarER e mm%

hu.lhmpﬂ!
skin wound and genaral sln claansing

A% Solution Antiseptic
hlorhexidine Gluconate

rgical Scrub

Antimicrobial

Met Contents: 32 fl oz (946 mL)
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[For external use only

Hlergy alert
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Bactoshield ® CHG 4%

NDC 11084-815-08

Surgical Scrub

Chlorhexidine Gluconate 4% Solution Antiseptic
Surgical Scrub

4% CHG

Antimicrobial

Net Contents: 128 fl oz (1 Gal) (3.78 Liters)
REORDER #1344-08

1344-06G(319)
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Surgical
Scrub

Chilerhexidine Gluconate
4% Solution Antiseptic
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Drug Facts
Active Ingredient Purposes
Chiorhesddine puconate
4% saktion surgical hard scnb
handwash

heakhzars pamonna|
skin wound and garerl skin deamsing

Uses

» surgical hard scrub: signii reduces the runber of mi e
on te hands mdfm-p%?ﬂmumm i

s heatthoare personre| hondwash: haips reduce bactera hat poterdial y
N G dine s

» skin wourd and general skin cleansing w




Drug Facis (continued)
Warnin
For adamal 1es IJHH

Allergy alert:
'Ihﬂfm&.mt mzy case 3 severeal egicreachion. Symplons nay incide:
-

L]
eeaingdifia by brehing
ke

F n allergic reaction sccurs, siop use and ssak medical help right awey.

Dho ot wims
a ¥ you or the patient is dlkngic to chlorhen e pluconate o any other ingredient in
&fupwn

= incontact wih meninges

= intha genital orm

‘When using this product

» keep out of spas, ears and marth, Bay cause sericus and permanat sps inury §
punﬁudhmmuﬂmnﬁnhﬂuupanqmmdmm?ﬁrﬂ?hh
middle ear through perforated sand ums.

» ¥ achrion should conbact thess arees, rinss aut promyrly and thoroug by with waker

= wouride which nvelve mone than the superficial brpars, of the slin shaul notbe
i, eral skin cleansing of largs bedy should not b done: ecept whe

. o nc mrEas ok n
Tﬁdbﬁmﬂﬂupﬁ o

Stop use and ask o doctor if infition, sensiimtion, or allergicreaction coors.

Thaza nay be signs of a seriouz condilion.

Keep out of remch of children.

Fawalowad, get nedical help o contact & Paien Coniral Canter right sway.

Directions

sz with cane in pramatuns infos o infonts under 2 montha of aga. Thaze products
maycaes ristion o chemicalbume.

Surgical hand sanb:

= wert hands and forearns with wlr

= scrub for 3 mirrdes with abont§ nl of productand 2 wet bnush, paying closs
aterion to the mais, cricks, and interdigitl spaces

= asaparaie nail clsarer may be uzed

- rimﬁumﬂa'

« wash for an additional 3 minutes with § mLof produst and rinszunder nming wear

» drythoraughly ’

Drug Facks (continuad)

Heahthoare perscnnel handwash:

= wathands with waber

= dispenss sbout & mL of product inko cup ped hands and wash in 2 vigorows mamer
for 15 seconde

= mszamd dryhoraghly

Skin wound and gensral skin clearmsing:

= thoraughly rinss the area to be deansd with waler

« opply the mininum amourt of produst reeassany 1o cover he skin orwound area
and wash gamily

= rnszagin thoroughly

er inforination
» siore ot M-25°C{EE-TT°H
w ovoid escessive heat shove 40°C [104°H

Iﬂﬂﬂﬂ'ﬂ H:‘Efﬁaﬂﬂs ocamide DEA, fragrancs, ghson-detalasions,
raepthy el b ko, iopropyl akehol, buranine cde, PEG-75 bnclin, puried
watzr, tridscyl alcohol.
(QUEST OIS OF COMMENTST
cal|1-B36- T2 (472 Morgaythrough Fridey B0 M to 4:30 PM EST

WARNING: This product can exposa you to coconut ol dethanolaming
mndansils {oeamide dithanokming), which i imown 1o 1he Staks of
Callomia ¥ causs cancer. For mona information go m

Wi, PES MmN e ca.gw.

Mansfachred far Deb USA Inc.
Charks, NG 2B217
1-865-T93-422
weaw. e bmad com

Preduct Hade in USA

BACTOSHIELD CHG

chlorhexidine gliconate solution

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Item Code (Source)

NDC:0116-1344



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CHL O RHEXIDINE GLUCONATE (UNI: MOR84MUDSE) (CHLORHEXIDINE - CHLORHEXIDINE 40 mg
UNIER4KO0DY52L) GLUCONATE in 1 mL
Inactive Ingredients
Ingredient Name Strength

CO CO DIETHANO LAMIDE (UNIE: 920 05F9 72D)

GLUCONOLACTONE (UNIE: WQ29KQ9POT)

HYDROXYETHYL CELLULOSE (5000 MPA.S AT 1%) (UNI: X70 SE62ZAR)
ISOPROPYL ALCOHOL (UNI: ND2M416302)

LAURAMINE O XIDE (UNIL: 4F6 FC4MI8 W)

PEG-75 LANOLIN (UNI: 091790X7TB)

WATER (UNIE: 059 QFOKOOR)

TRIDECYL ALCOHOL (UNI: 819428H868)

Product Characteristics

Color yellow Score

Shape Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:0116-1344-08 3780 mL in 1 BOTTLE; Type 0: Not a Combination Product 10/04/1999
2 NDC:0116-1344-24 946 mL in 1 BOTTLE; Type 0: Nota Combination Product 10/04/1999
3 NDC:0116-1344-34 473 mL in 1 BOTTLE; Type 0: Nota Combination Product  10/04/1999
4 NDC:0116-1344-03 118 mL in 1 BOTTLE; Type 0: Nota Combination Product  10/04/1999

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
NDA NDAO019125 10/04/1999

Labeler - Xttrium Laboratories, Inc. (007470579)

Registrant - Xttrium Laboratories, Inc. (007470579)

Establishment
Name Address ID/FEI Business Operations
Xttrium Laboratories, Inc. 007470579 manufacture(0116-1344)

Revised: 11/2019 Xttrium Laboratories, Inc.
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