ANTISEPTIC SKIN CLEANSER- chlorhexidine gluconate 4% liquid
Walgreen Co.

Walgreens 1061

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
¢ healthcare personnel handwash: helps reduce bacteria that potentially can cause disease
¢ skin wound and general skin cleansing

Warnings
For external use only
Allergy alert:

This product may cause a severe allergic reaction. Sypmtoms 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
e if you of the patient is allergic to chlorhexidine gluconate or any other ingredient in this product
¢ incontact with meninges
¢ inthe genital area

When using this product

¢ 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.

¢ 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

¢ 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 under running 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 about 15
seconds
¢ rinse and dry thoroughly

Skin wound and normal 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 againthoroughly

Other information
e store at 20-25° C (68-77°F)
e 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 1-800-925-4733

Laundering/Cleaning Instructions: Chlorhexidine gluconate skin cleansers will cause stains if used
with chlorine-releasing products, such as chlorine bleach. Rinse completely and use only non-chlorine
detergents.

WARNING: This product contains a chemical (cocamide DEA) known to the State of California to
cause cancer.

tWalgreens Pharmacist Survey Study, November 2014

$1This product is not manufactured or distributed by Mélnlycke Healthcare, owner of the registered
trademark Hibiclens®.

Distributed by: Walgreen Co.
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Walgreens Pharmacist Recommendedi

Antiseptic Skin Cleanser

Chlorhexidine Gluconate 4% Solution/Antiseptic/Antimicrobial Skin Cleanser
Compare to the active ingredient in Hibiclens®z1+

8 FL OZ. (237 mL)

TAMPER EVIDENT: DO NOT USE IF SAFETY SEAL IS BROKEN OR MISSING.
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Drug Facts

Active ingredient Purpose
Chlorhexidine gluconate o
45 S0lLBON ... e BTDSEPHG

Uses

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

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

m skin wound and general skin cleansing

A 4
A Lift Here



Drug Facts (continued)

Warnings
For external use only

Alergy alert:

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

m wheezing/difficulty breathing

m zhock

= 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 chlothexdine gluconate or any
other ingredient in this product

m in contact waith meninges

m in the genital area

When using this product

m keep out of eyes, ears and mouth. May cause serous and
permanent eye injury if permitted to enter and remain in the e
or may cause deafness when instilled in the middle ear throug
perforated eardrums. )

m 1f solution should contact these areas, ninse out promptly and
thoroughly with water

m wounds which invalve more than the superficial layers of the skin

—eaheuld-net-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 dector if imitation, sensitization, or allengic
reaction occurs. Thess 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 months of
age. These products may cause iritation or chemical burns.

Surgical hand scrub: )

m wet hands and forearms under running 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

m ringa thoroughly

m wash for an additional 3 minutes with & mL of product and rinse
under running water

] drythumughﬁ;

Healthcare personnel handwash:

m wet hands with water

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

m ringe and dry thoroughly -




Drug Facts (continued)

Skin wound and general skin cleansing:

m thoroughly nnse the area to be cleaned with water

[ apph{t?lﬁ minimurm amount of product necessary to cover the
skin or wound area and wash gently

m rinse again thoroughly

Other information
m store at 20-25°C (B3-T7°F)
m avoid excessive heat above 40°C (104°F)

Inactive ingredients

cocamide DEA, fragrance, glucono-delta-lactons
hydroxyethylcllulose, isopropyl alcohal, Iauramlne made, PEG-T5
lanolin, punfied water, tnidecyl alcohol.

call 1-800-925-4733
Wi061 QRGO 8-F

Laundering/Cleaning Instructions: REV-1018
Chlorhexidine gluzonate skin cleansers will cause stains if used with
chlonne releasing products, such as chlonne bleach. Rinse
completely and use only non-chlonne detergents.

Walgreens Pharmacist Recommendad
Walgreens Pharmacist Survey

' This product is not manufactured or distributed E‘}r Mulnlhfke
Healthc are, owner of the r@glstered trademark Hibiclens™.

DISTRIEUTED BY: WALG ITEM 454559 W10071-1018-F|

200 WLMDTFD, DEERHELD, 600t I""|““|“II| |||| |||

100% SATISFACTION GUARANTEED
walgreens.com  ©2ME WalgreenCo. 7 E84 1G94 7142239

Well at Walgreens

NDC 0363-1061-16

Walgreens Pharmacist Recommendedf

Antiseptic Skin Cleanser

Chlorhexidine Gluconate 4% Solution/Antiseptic/Antimicrobial Skin Cleanser
Compare to the active ingredient in Hibiclens®zx

16 FL OZ. (473 mL)

TAMPER EVIDENT: DO NOT USE IF SAFETY SEAL IS BROKEN OR MISSING.
4WA16BTLLBLC
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Walgreena

Compare to Hibiclens® active ingredient!t

Dye-Free Antiseptic

Skin Cleanser

CHLORHEXIDINE GLUCONATE 4%
SOLUTION / ANTISEPTIC / ANTIMICROBIAL SKIN CLEANSER

DYE FREE

» Skin wound & general skin cleansing

Walgreens Pharmacist Recommendad
Walgreens Pharmacist Survey

It This product is not manufactured or distributed by Mélnlycke Healthcare,
owner of the registered trademark Hibiclens®.

DISTRIEUTED BY: WALGREEN ITEM 832004 WADOT1-0718-L
200WILMOT RD., DEERFIELD, I_Em15
100% S.EI'ISFEHI‘.I'I GUARAMNTEED
ﬁiﬂ Walgmm Co MADE INU.S.A.

AWATGBTLLELC REV0718-RF

Drug Facts

Active ingredient
Chlorhexdine gluconate
4% solution

Uses

[ | wlﬂl hand serub: significantly reduces the number of microorganisms on the hands
forearms prior to surgery or patient care

n I;dtl'lﬂrn personnel handwash: helps reduce bactena that potentially can cause
BEASE

m skin wound and general skin cleansing

A Lift Here



Drug Facts (continued)

Warnings
For extemal use only

Mlergy alert: : : :

This |Em-d uct may cause a severe allergic reaction. Symptoms may include:
m wheezing/difficulty breathing

mshock

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

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 |nstideg'in the
middle ear through perforated eardrums.

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

m wounds which invalve more than the superficial layers of the skin should not be routinety
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 imitation, seneitization, or allergic reaction occure.
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 right away.

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

Surgical hand scrub: )
m wet hands and forearms under running water

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

m a separate nail deaner may be used

m ringe thoroughly

m wash for an additional 3 minutes with & mL of product and rinse under running water

m dry thoroughly

Healthcare personnel handwash:
m wet hands with water

m dispense about 5 mlL of product into cupped hands and wash ina vigorous manner for
about 15 seconds

m rinse and dry thoroughly

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

] applgthe minimum amount of product necessary to cover the skin or wound area and
wash gently

m rinse again thoroughly
v




Drug Facts (continued)

Other information _ _
m store at 20-26C (68-77°F) m avoid excessive heat above 40°C (104°F)

Inactive m‘rfrredfents

cocamide DEA, fragrance, glucono-delta-lactone, hydrosyethylcellulose, isopropyl alcohol,
lauraming mtlu:le, PEG-75 lanalin, punfied water, tndecyl alcahal.

Questions or comments ? call 1-800-925-4733

Laundermg/CGleaning Instructions: Chlorhexdine gluconate skin cleansers will cause stains
if used with chlorine releasing products, such as chlonine bleach. Rinse completely and use
anly non -chlorine detergents.

Walgreens Pharmacist Recommended
Walgreens Fharmacist Survey

1 This productis net manufactured or distributed by Malnlycke Healthcars,
owner of the registered trademark Hibiclens®.

DISTRIBUTED BY: WALGREEN CO. ITEM 932004 W10071-0718-F

200WILMOT RD., DEERFIELD, IL 60015 I I|II |I

100% SATISFACTION GUARANTEED .I
11917818272

walgreens.com
2018 Walgreen Co. MADEIN 0.5.A.

Walgreens

Dye-Free Antiseptic

Foaming Skin Cleanser

CHLORHEXIDINE GLUCONATE 4% SOLUTION /
ANTISEPTIC / ANTIMICROBIAL SKIN CLEANSER
Compare to Hibiclens® active ingredient

NDC 0363-1061-18

DYE FREE

Surgical hand scrub

Healthcare personnel handwash

Skin wound & general skin cleansing

18 FL. OZ (532 mL)

4WA18FM1061LBL
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e-Free Antiseptic

Foaming Skin Cleanser

CHLORHEXITMNE GLUCOMATE 4% SOLUTION /
ANTISEPTIC / ANTINICROBIAL SKIN CLEANSER HNEW

AWATBFVHDE] LBL
18 FL 0Z (532 mL)

NDC C3EE-1061-18

Surgical hand serub
* Haalthcars persennsl hand wash
+ Bkin wound & genseml skin cleansing

Drug Facts
Active ingredient Purpose
Chlorhaxding gluconats 4% solution ... oo Antiseptic
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Drug Facts (continued)

Uses

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

W healthcare personnel handwash: helps
E@duue bacteria that potentially can cause
isease

B skin wound and general skin cleansing

Wamings
For external use only

Allergy alert:

This product may cause a severe allergic
reaction.

Symptoms may include:

B wheezing/difficulty breathing
W shock

W facial swelling

W hives

W rash

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

Do not use

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

W in contact with the meninges
W in the genital area

When using this product

B 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 whean instilled in the
middle ear through perforated eardrums.

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

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

W repeated general skin cleansing of large body
areas should not be done except when
arvised by a healthcare provider



o '

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

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

Surgical hand scrub:
B wet hands and forearms with water

W scrub for 3 minutes with 4 full pumps (6
grams) of product and a wet brush paying
cloze attention to the nails, cuticles, and
interdigital spaces

W a separate nail cleaner may be used
W rinse thoroughly

B wash for an additional 3 minutes with 4 full
pumps (6 grams) of product and rinse under
running water

B dry thoroughly

Healthcare personnel handwash:

B wet hands with water

B dispense 4 full pumps (6 grams) of product
into cupped hands and wash in a vigorous
manner for 15 seconds

W rinse and dry thoroughly
Skin wound and general skin cleansing:

B thoroughly rinse the area to be cleaned with
water w




Drug Facts (continued)

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

W rinse again thoroughly

Other information
W ztore at 20-267C (68-77°F)

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

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

Questions or comments?
call 1-800-587-3721 Monday through Friday 2:00 AM
to 4:30 PM CST

Laundering,/Cleaning Instructions:
Chlorhexidine gluconate skin cleansers will cause
stains if used with chlorine-releasing products,
such as chlorine bleach. Rinse completely and
use only non-chlorine detergents.

Walgreens Pharmacist Recommended
Walgraens Pharmacist Survey

1 This product Is not manufacturad or distributed by
Repent Medical Limitted Corporation, owner of the
reglstered trademark Hiblclens®,

Carton

NDC 0363-1061-15

Walgreens, Co.

Chlorhexidine Gluconate 4% Solution
Antiseptic Skin Cleansing Kit
Distributed by:

Xttrium Laboratories, Inc.,

Mount Prospect, IL 60056
A4WAL15INNERCTN

0.5FL OZ (15 mL)
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WALGREENS FHARMACEST RECOMMINDED:

PRE-SURGICAL
Antiseptic Skin
Cleanser Kit

Chlorhexidine

Gluconate 4% /

Antiseptic Liquid

» Patient pre-operative
skin preparation

- Wound & general
skin cleanser

2 KITS

1 SPONGE & 1 (15 mL)
LIQUID POUCH EACH

NETWT 0.17 Ibs (79.62 g)

PRE-SURGICAL
Antiseptic Skin
Cleanser Kit

Chlorhexidine Gluconate 4% /
Antiseptic Liquid

* Patient pre-operative skin preparation
= Wound & general skin cleanser

2 KITS

1 SPONGE & 1 (15 mL)
LIQUID POUCH EACH

NETWT 0.17 Ibs (79.62 g)

WRLOREERS PHARMACIST RECOMMENDED

PRE-SURGICAL
Antiseptic Skin
Cleanser Kit

Chlorhexidi
Gluconat 3 f
Antiseptic Liguid

- Patient pre- uppnllm

skin cleanser

2 KITS

1 SPONGE & 1 (15mL)
LIQUID POUCH EACH

NETWT0.17 Ibs q'TE!.E2 gl
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PRE-SURGICAL
Antiseptic Skin
Cleanser Kit

Chiorhexidine Gluconate 4% [/
Antiseptic Liquid

* Patient pre=operative skin preparation
* Wound & general skin cleanser

2 s

1 SPONGE & 1 (15 miL)
LIQUID FOUCH EACH

NETWT 0.17 Ibs (79.62 g)
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Whabgreens

WALEPEERS PHARMSCET PECOMMEMDET

PRE-SURGICAL
Antiseptic Skin

Cleanser Kit

Chiorhexidine

Gluconate 43 /

Antiseptic Liquid

* Patient pre-operalive
skin preparation

- Wound & genaral
skin cleanser

2 s

1 SPOMNGE & 1 (15 mL}
UauID POUCH EACH

NETWT 0,17 Ibs (79,62 )

Lidstock

NDC 0363-1061-15

Walgreens, Co.

Chlorhexidine Gluconate 4% Solution
Antiseptic Skin Cleansing Kit
Distributed by:

Xttrium Laboratories, Inc.,

Mount Prospect, IL 60056
4WAL15LIDSTOCK

0.5FL OZ (15 mL)
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PRE=SURGECAL

Antiseptic Skin

Cleanser Kit
Chilorhexidine Gluconate 4% /
Antiseptic Liguid

» Patism pre Bralive

L£kin preaparation D TME

- Wound & gereral skin cleanser

e
T M |

Antiseptic Skin
Cleanser Kit

Chlerhexidine Gluconate 4% /
Antiseptic Liquid
+ Palisnt pressperalive

&kin priops A OAFTIRE
< wiound & gerara] skin clearser

o T

PFEEL TO CFEN

PI![—-E.\_,I!(_;I{_'.AI
Antiseptic Skin
Cleanser Kit

Ghllerhexidine Gluconate 4% /
Antiseptic Liquid
 Patinnt pre=operate

skin preparation D TIME
- wiound & gerera] skin cleanser
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:JHI-RIJHGICAL
Antiseptic Skin
Cleanser Kit

Chlorhexidine Gluconate 4% /

Antiseptic Liguid
Patient presaperative ©
gkin preparation H|GHTTIME
- Woursd & genera] scn cleanasr

PEEL TG OPEN
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Antiseptic Skin
Cleanser Kit

Ghlorhexidine Gluconate 4% /

Antisoptic Liguid

ekin preparation M|GHTTIME
- Weaird & genera] sxin cleanser
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Antiseptic Skin
Cleanser Kit

Chlorhexidine Gluconate 4% ¢
Antiseptic Liguid
= Patienl prescpsralive

skin proparation Ay T

waound & genera] skon cleanser
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PRE=S5LIA I'_'.II:,'..I\ |
Antiseptic Skin
Cleanser Kit

Chilorivexidine Gluconate 4% /
Antiseptic Liguid
r Patinat pre=cperative

skin preparation aar T
- Waund & gengea] slin clannser
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Antiseptic Skin
Cleanser Kit

ki praparation KESHTTIME
< wound & gereral skin clanser

PYR I T e S R A
PRE=SLIRGICAL
Antiseptic Skin
Cleanser Kit

Chlorhexidine Gluconate 4% [

Anfiseptic Liquid
=kin preparation wEaHTTIME
- wound B gerara] skin oleanser




Packet

NDC 0363-1061-15

Walgreens, Co.

Chlorhexidine Gluconate 4% Solution
Antiseptic Skin Cleansing Convenience Kit
Distributed by:

Xttrium Laboratories, Inc.,

Mount Prospect, IL 60056

4WAL15PACKET
0.5 FL OZ (15 mL)
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PRE-SURGICAL
Antiseptic
Skin
Cleanser

Chlorhexidine

Gluconate 4% /

Antiseptic Liquid

- Pa rative
pr rafkion

= Wound & ge ]

skin cleanser

0.5 FL OZ (15 mL)
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+ TEAR AT NOTCH

HOG 238308115

Aﬁtiseptic
Skin
Cleanser

Chlorhexidine
Gluconate 4% /
Antiseptic Liquid

- Pa o

0.5 FLOZ (15 mL)

w+ o+ TEAR AT NO

KOG S363108115

PRE-SURGICAL
Antiseptic
Skin
Cleanser
Chlorhexidine
Gluconate 4% /

Antiseptic Liquid
e ative

0.5 FL OZ (15 mL)

= ++ TEAR AT NOTCH

HOG 338308115

Aﬁtiseptic
Skin
Cleanser

Chlorhexidine
Gluconate 4% /
Antizeptic Liquid

* Pati tive

0.5 FL 0Z (15 mL)

=+ TEAR AT NOTC

2

Afitiseptic
Skin
Cleanser

Chlorhexidine
Gluconate 4% /
Antiseptic Liquid

0.5FLOZ (15 mL)

++ TEAR AT NOTCH «

Aﬁtiseptic
Skin
Cleanser

Chllorhexidine
Gluconate 4% /

0.5 FL 0Z (15 mL)

Eampare s the active ingredient i Hibicleast! Camaare ta the active imgredest in Hilidens'™ Campare o the active ingredient is Hiicloast! Campare ta the active imgrediet in Hiligens': Campant 1 the active ingredient in Hilcleast!
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ANTISEPTIC SKIN CLEANSER
chlorhexidine gluconate 4% liquid

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:0363-1061

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CHL O RHEXIDINE GLUCONATE (UNI: MOR84MUDSE) (CHLORHEXIDINE - CHLORHEXIDINE 4mg
UNILR4KOO0DY52L) GLUCONATE in 100 mL
Inactive Ingredients
Ingredient Name Strength

LAURAMINE O XIDE (UNII: 4F6 FC4MI8 W)

COCO DIETHANOLAMIDE (UNII: 92005F972D)

PEG-75 LANOLIN (UNIL: 091790X7TB)

HYDROXYETHYL CELLULOSE (2000 CPS AT 1%) (UNIL: S38J6RZN16)
ISOPROPYL ALCOHOL (UNI: ND2M416302)




WATER (UNIL 059QF0KOOR)
TRIDECYL ALCOHOL (UNIL: 819428H868)
GLUCONOLACTONE (UNI: WQ29KQ9POT)

Packaging
.. Marketing Start Marketing End
# Item Code Package Description ng ng
Date Date

1 NDC:0363-1061- 237 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 05/01/2011

08 Product
> NDC:0363-1061- 473 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination 05/01/2011

16 Product
3 IFSDC:0363'1061' 15 mL in 1 KIT; Type 1: Convenience Kit of Co-Package 01/01/2017
4 NDC:0363-1061- 532 mL in 1 BOTTLE, PUMP; Type 0: Not a Combination 01/11/2021

18 Product

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
NDA NDAO019125 05/01/2011

Labeler - walgreen Co. (008965063)

Registrant - Xttrium Laboratories, Inc. (007470579)

Establishment
Name Address ID/FEI Business Operations
Xttrium Laboratories, Inc. 007470579 manufacture(0363-1061)

Revised: 1/2021 Walgreen Co.
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