BACTOSHIELD CHG- chlorhexidine gluconate solution
Xttrium Laboratories, Inc.

Bactoshield CHG ® 4%

Chlorhexidine Gluconate Solution
XTT COMP 40z, 16 0z, 32 0z

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

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
For external use only
Allergy alert:

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

e shock

e facial swelling

e hives

e rash

If an allergic reaction occurs, 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
e 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 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.

e 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

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 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:

e wet hands with water

e dispense about 5 ml of product 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

e 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
e rinse again thoroughly

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, hydroxyethyicellulose, 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)
REORDER #1344-39
1344-52F(319)

61346

4BACTO04BTLLBLD



w G luoonate 4% Solution Antiseptic
Nl_:-n-:l.'tt-riln Solution

@ Surglcal Scuis

@ 4% OHE
Antimicrobial
o £ b

iz 118 mil (4 11 o)
L]
ALACTINSTLUM.D

6 I91240'I]62I]5l

Mamufactured for: Deb USA Inc.
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wiww.debmed.com
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Drug Facts

Active ingredient Purposes
Chlorhexidine gluconate
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A% solubion ..., surgical hand scrub
healthcare personnel handwash

patient preoperative skin preparation

skin wound and general skin cleansing
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Drug Facts (continued)

L

m surgical hand scrub: significantly reduces the
number of microorganisme on the hands and
forearms prior to surge%urﬁ: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: A
Thie product may cause a severe allergic reaction,
ms may include:
eezing/dificulty breathing
m chock
m facial swelling

it an allergic reaction coours, stop use and seek
medical help nght away.

Do not use

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

® in contact with meninges

m in the genital area

m as a preoperative ekin preparation of the head or face

When usmg this product

m keep out of eyes, ears, and mouth. May cause serous
and pemmangnt eye |r3ur'_n.l if placed or kept in the eye
during surgical procadures or may cause deafness when
instilled in the middle ear through perforated eardrums.

u i 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

u ted general ekin cleansing of large body areas
md nu:f%| be done except H'H'IE:EII'I adﬂjirgﬁd by ; 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 Poizon Control Center right away.

Directions

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

Surgical hand scrub:

o wet hands and forearms wath water

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

m a separate nail cleaner may be used

| 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 b

] appl;qr;md uct liberally to surgu:al srte 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
-m-apply 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 fﬂlgmdfﬂnfsmmde DEA, fragrance
glucono-deltta- hyrdmxyeﬂ'lyicelrulnse is0prn
alcohol, lauramine cxide, PEG-75 lanolin, purified water,
tridecyl alcoho

(fuestions nr;ﬂmmenm. call 1-866-T83-0422
Monday through Fnday 8:00 AM to 4:30 PM EST

i WARNING: This product can expose you to

coconut oil diethanolamine condensate
{cocamide diethanclamine), which is known to
the State of Calfornia to cawse 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

61340

1344-31H(319)

4BACT16BTLLBLE
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Drug Facts
Active ingredient
Chiorhexiding gluconate 4% solution ... s

gkin wound and general skin clearsing

Uses

® gurgical hand scrab: significanty reduces the numbsr of microonganizme on the hards and
forearme prior to surgery or patient cars

® healthcars personnel handwash: halps reduce bacteria that potentialy can cause dissasa

® gkin wound and general skin deansing

This produst may causs a severs allergic maction. Symptors may includa:
B wheszing/difficulty breathing
m shock
u facial awslling
B hives
m rash
If an allergic reaction oocurs, stop use and seak medical halp right sy,

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 irritation or chemical buma.

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)

(Questions or comments P call 1-866-TA3-0422 Monday through Fricery B00AM o
4:30FM EST

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.

Manufactured for: Deb USA Inc.
Charlotta, NC 28217 1-B66-T83-0422
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 floz (946 mL)
REORDER #1344-24

61341

1344-21H(319)
4BACT32BTLLBLB



Drug Facts (continued)
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Bactoshield ® CHG 4%

NDC 11084-

815-08

Surgical Scrub

Bactoshield ®
CHG 4%

Y% Solution Antiseptic
lerhexidine Gluconate

Surgical Scrub

mEoAne §
1344-24

(946 mL)

e e,

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)

51690

4BACT1GLBLB

Drug Facts

Active ingredient FPurposes
Chiarheiding pluconats 4% solution ....oceoocevceeeee . murgical hand senb
" hanith care pnnmdhmm
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mﬁmlmupmnmrp,nm B - o 2
. nmdwwnnd-a:_‘ ey Ty
[For external use only
Mlbu
5’“ Rmﬁ,anma}hﬂ:rm
me mey i
w wheszi m’ﬁiﬂlhhmﬂh’r\;
w shock.
w facial awaling
m hives
® rash

fmalwg:mmﬁmnmn.lq:\mm-tmdi:]hhr'gltw

Tio not use
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® i contact with meninges
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Drug Facts

Aciive Ingredient Purposes

Chiothesddine pluconate

4% sakution surgical hard scnb
| brchwash

heakhzare pamonne
skin wound and garerl skin deamsing
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Drug Facs (cantiued
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'Ih'd?'u&.l i?llilu amudu‘gnrm Symplans nay inchde:

F an allergic rsaction socurs, shp use and ssak medical help right awey.

Do mot wss

w ¥ you or the pafient is dllengic to chlorhexidine gluconate or any other ingradiant in
the ot

= incantect wih meninges

= nthe genital s

When using this product

w ke out of mpas, earsand mauth, May cauee serious and permanant sp inury §
pllmldbmuﬂmnunnﬁnupnrnqmddluﬁmrli niths
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Drug Facis (continued)

Heahthoare perscnnel hondwash:

= wathands with water
= tigpenss about B mL of product into cup ped hardsand wesh in 2 vigonous mamer
For 15 seconde

= mnzeand dry hormg hly

Skin wound and geresral skin clearmsing:

* 1|'ll":l.lﬂh' rinzs the areato be deaned with waler

= 2pphy the mininum ameut of product necassany fo cover the skin orwourd xea
and wash partly

= mszagn thoroughly

her inforimation
w siore s M-2EC(RE-T°R
= avoid eoressies heat shovs 40°C [1047R

I'p_,-clln ACVE IR fEEﬂﬂ!ﬁmmdﬂ DR, fragranca, ghicom

<Jettalacions,
racpthyls hnu mp'nwldanhl. luranne cadde, PEE-T3 knelin, |:|.|n1|.'d
water, fridecyl aleoh

(QUESTIONS Of COMMENTs?
vall1- B3 - T2 (422 Morgay through Fridawy B0 M 1o 4:30 PM EST

WARNING: This productcan exposa you b coconul of| dethanolaming
condensils {cocamide dithanolemine), which i imown 1o 1he Stake of
G alHomia 4o causs cancer. For more infomation go
WiWW.PES M N5 Ca.0W.

Manufactured far: Deb US& bne.
Charkrts, NC 2B 7
1-466-Ta3 1422
wew. s bmad cam

Product Hade in UZA

BACTOSHIELD CHG

chlorhexidine gluconate solution

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:0116-1344
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CHLORHEXIDINE GLUCONATE (UNIl: MOR84MUDSE) (CHLORHEXIDINE - CHLORHEXIDINE 40 mg
UNII:R4KOODY52L) GLUCONATE in1 mL

Inactive Ingredients

Ingredient Name Strength
COCO DIETHANOLAMIDE (UNIl: 92005F972D)
GLUCONOLACTONE (UNIl: WQ29KQ9POT)
HYDROXYETHYL CELLULOSE (5000 MPA.S AT 1%) (UNIl: X70SE62ZAR)
ISOPROPYL ALCOHOL (UNIl: ND2M416302)
LAURAMINE OXIDE (UNII: 4F6FC4MI8W)
PEG-75 LANOLIN (UNII: 091790X7TB)
WATER (UNII: 059QFO0KOO0R)
TRIDECYL ALCOHOL (UNII: 8/19428H868)

Product Characteristics
Color yellow Score
Shape Size



Flavor
Contains

Packaging

# Rem Code

NDC:0116-
1344-08

NDC:0116-
1344-24

NDC:0116-
1344-34

NDC:0116-
1344-03

Imprint Code

Package Description

3780 mL in 1 BOTTLE; Type 0: Not a Combination
Product

946 mL in 1 BOTTLE; Type 0: Not a Combination
Product

473 mL in 1 BOTTLE; Type 0: Not a Combination
Product

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

Marketing Information

Marketing
Category

NDA

Application Number or Monograph
Citation

NDA019125

Labeler - xtrium Laboratories, Inc. (007470579)

Registrant = Xttrium Laboratories, Inc. (007470579)

Establishment
Name Address ID/FEI
Xttrium Laboratories, Inc. 007470579

Revised: 4/2026

Marketing Start Marketing End

Date Date
10/04/1999
10/04/1999 01/31/2022
10/04/1999 12/31/2021
10/04/1999 12/31/2021

Marketing Start
Date

10/04/1999

Marketing End
Date

Business Operations
manufacture(0116-1344)

Xttrium Laboratories, Inc.
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