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Attachment 9 Chlorhexidine Gluconate 2% Solution 1000 mL Bottle - Sample Label Reference
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Attachment 17 Chlorhexidine Gluconate 2% Foam Forming Solution 750 mL Bottle - Sample Label Reference
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Ecolab Inc.
Scrub-Stat

Attachment 23 Chlorhexidine Gluconate 2% Foam
Forming Solution 1200 mL Bottle Front Label -
Sample Label Reference

NDC 47593-467-56

SCRUB-STAT™ 2%

Chlorhexidine Gluconate 2%
Antiseptic Foam Forming Solution

Surgical Hand Scrub and Healthcare Personnel Handwash

Net Contents:
40.6 fl 0z (1200 mL) 6082923
See back for Drug Facts[ (ot number and 762560/8501/1117

expiration
date location

Reference ID: 4205419

NDA #: 019258



Ecolab Inc. NDA #: 019258
Scrub-Stat

Attachment 25 Chlorhexidine Gluconate 2% Foam Forming Solution 1200 mL Bottle
Back Label - Sample Label Reference
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Ecolab Inc. NDA #: 019258
Scrub-Stat

Attachment 19 Chlorhexidine Gluconate 2% Foam Forming Solution 1250 mL Bottle - Sample Label

Reference
P 3.375" AR R 1875" RCR
A / \ /
1.75" AC FRONT < WIND DIRECTION N
L 2N /\
- 275" > .3125” WING
P 2.59375” L 2.65625” L 2.71875” v 2.75" N

A e T i Ml (| mewsmers— — ~ ErQLAB

Drug Facts emme SCRUB-STAT™ 2%
] mmm jency medical Informaticn In LSA and Canad, cal n:mmmm s
L] mramn!am; medical Information worlwids, cal 1.651.222 5362 KEEP FROM FREEZNG s" ‘Hand Scrub ,
Healthcare Personnel Handwash
1.75” Net Contents:
Eem e ﬁ,ﬂ'&,'mg%m, i"' 'E,'ﬁsﬁ;‘,’;‘ a23fl0z250my 6000088
ene gycol, QUater um. T Y TEEEEEEEE——
“contains one or more of these Mgredirts Dﬂlg Facts
This produ m Active ingredient Pui
Questions? cai 1 866.781.8787. 24 heurs a 0. 7 cays s week a1 LoD Plce St Fod WVSHIZ U5 o e glcorate Scuton, ... Surgl ooy |
| ugﬂiml&w nC- Al rights resarved Hea theare persomnel handwash
Y |- — - - - — — — - - L weweoizboom- TROTYBSOFOAT_ S || &
< 10.71875” >
[ — — — — — — — — — — — — — — — — — — — — — — = — — — — — — — = — — = — = — = — — — = — = — = — = — — — — — — — — — — — — — — — o
A | |
il Drug Facts s Drug Facts cotos Drug Facts gwinwsg Drug Facts o |
‘out of reach of children. T swalkwed, get medcal help or contact a Pulglh
| : mﬁ.n.m.mm.#."""'%’“"”"" G carg S :: 5?:;” i g any cther Ingradient Kmnloawu'r ! s ! :E&m’snl:;za&smlnmnmnwmpsmnmwmunlm I
| | = negthcars lugn-:nnmwmmnw M and finse undsr running weter |
| peertly =n caise dlease When using this product -u-nmac':nlnmmu Infants or Infants wndsr 2 months of age. . wmm ,L- |
1.75” | Wamings - lwamlfyor:/':"g::.nmn:g "ﬁ’u"ﬁ'ﬁ’n‘."‘.ﬂ."nf.':.'f&".:"m .“m-mrmmmmq ‘cause Imaticn or chemical tums. vn\
. | | |} For extsrnal use onty ?w;m-n g e e o 1ough et Gus. ® do m divie . g "““ﬁ&m‘ﬂ'""‘“m ents ndweshin @ I
i m""."mdmlm",m“w,m,, ‘Symploms may nclugz: H ::-:I outne 'Ty:’u have wounds Which TioNe more than the :'r::mr}mm 0 nmunavyuumguy |
|| = wisezngiITEuity brestrin supaichl layers R o m
l -r;:n&unlng Stop use and ask & doctor If Ikatica, sens tizathan, or alergh: reacton n ::1" s v v P & PUTPS (5 grme) e betwesn 24 l
| I mhives cocurs. These may b signs of 2 serious condk on -v-mmmmu and foreams %or 3 minutas pey ng particuler lwuwa-mnn m ‘wn |
| mrssh > attantion 1o the nals, cutices, and Interdig tal spaces. » o addt onal mformation, msm; Sheet (SDS) >
v ik L occurs, skp it D | e— | e—— | el |
- - - - - - - - - - - - - - - - - - - - - - - - - - - -~ - —- - —- - —-——-—-——-—-——-—-—-——-———--=-———=—=————————
< > » < > 3
< »< »<€ L >
2.75" 2.71875”" 2.65625" 2.59375"

Dieline 409631

Reference ID: 4205419



Ecolab Inc. NDA #: 019258
Scrub-Stat

Attachment 29 Chlorhexidine Gluconate 2% Foam Forming Solution
Dispenser Sticker - Sample Label Reference
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Ecolab Inc. NDA #: 019258

Scrub-Stat
Attachment 27 Chlorhexidine Gluconate 2% Foam Forming Solution 55 U.S. ®
Gallons - Sample Label Reference EC%[AB

NDC 47593-467-21

Scrub-Stat™ 2%

Chlorhexidine Gluconate 2% Solution
Antiseptic Foam Forming Solution

Surgical Hand Scrub and Healthcare 601 81 91

Personnel Handwash Net Content: 55 US gal (208 L)
Drug Facts
Active ingredient Purposes
Chlorhexidine gluconate SolUtion, 2% ..........c..cuririririiiirisss s Surgical hand scrub

Healthcare personnel handwash

Uses
= surgical hand scrub: significantly reduces the number of microorganisms on the hands and forearms prior to surgery or patient care
= healthcare personnel handwash: handwash to help reduce bacteria that potentially can cause disease

Warnings
For external use only

Allergy alert:

This ﬁroduct mlfaﬁy cause a severe allergic reaction. Symptoms may include:

= wheezing/difficulty breathing

= shock

= facial swelling

= hives

m rash

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

Do not use

= if you are allergic to chlorhexidine gluconate or any other ingredient in this product

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 ear drums.

= if contact occurs, rinse with cold water right away

=_do not use routinely if you have wounds which involve more than the superficial layers of the skin

Stop use and ask a doctor if irritation, sensitization, or allergic reaction occurs and lasts for 72 hours. 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

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

=_do not dilute

Surgical hand scrub

= remove jewelg'

wet hands and forearms with water and dispense 5 grams (70 mL of foam) of product into hands

wash/scrub hands and forearms for 3 minutes paying particular attention to the nails, cuticles, and interdigital spaces
rinse thoroughly with water

wash for an additional 3 minutes with 5 grams (70 mL of foam) of product into hands and rinse under running water
= dry thoroughly

Healthcare personnel handwash

= wet hands with water

= dispense about 5 grams (70 mL of foam) of product into hands and wash in a vigorous manner for 30 seconds

w rinse and dry thoroughly

Other information

= store between 20-25°C (68-77°F)

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

= for additional information, see Safety Data Sheet (SDS)

= for emergency medical information in USA and Canada, call 1.800.328.0026

= for emergency medical information worldwideI call 1.651.22%5352 (in the USA)

Inactive ingredients cocamide DEA, cocamine oxide, fragrance, gluconic acid*, gluconolactone*, isopropyl alcohol 4%, PEG-75 lanolin, PEG-150 distearate, propylene
glycol, quaternium-60, water
contains one or more of these ingredients

Questions ? call, 1.866.781.8787, 24 hours a day, 7 days a week

KEEP FROM FREEZING

This product may be patented: www.ecolab.com/patents

Ecolab -1 Ecolab Place - St Paul MN 55102 USA

® 2017 Ecolab USA Inc - All rights reserved

Made in United States - 762558/8501/0217

www.ecolab.com 0 ""2

|
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Scrub-Stat
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Ecolab Inc. NDA #: 019258
Scrub-Stat

Attachment 31 Chlorhexidine Gluconate 4% Solution 540 mL Bottle
- Sample Label Reference
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Ecolab Inc. NDA #: 019258
Scrub-Stat

Attachment 33 Chlorhexidine Gluconate 4% Solution 750 mL Bottle - Sample Label Reference
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Ecolab Inc.
Scrub-Stat

Finished Piece:
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Reference ID: 4205419
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Attachment 39 Chlorhexidine Gluconate 4% Solution 1000 mL Bottle - Sample Label Reference
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Ecolab Inc.
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Attachment 35 Chlorhexidine Gluconate 4% Solution 1250 mL Bottle - Sample Label Reference
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Ecolab Inc. NDA #: 019258

Scrub-Stat
Attach 41 Chlorhexidine Gluconate 4% Solution 1 US Gallon Bottle - Sample Label Reference
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Ecolab Inc. NDA #: 019258
Scrub-Stat

Attachment 45 Chlorhexidine Gluconate 4% Foam Forming Solution 750 mL Bottle - Sample Label Reference
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Ecolab Inc.
Scrub-Stat

Attachment 43 Chlorhexidine Gluconate 4% Foam Forming Solution 750 mL Bottle - Sample Label
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Ecolab Inc. NDA #: 019258
Scrub-Stat

Attachment 47 Chlorhexidine Gluconate 4% Foam Forming Solution 1250 mL Bottle - Sample
Label Reference
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Ecolab Inc. NDA #: 019258

ECOLAB’

Attachment 49 Chlorhexidine Gluconate 4% Foam Forming Solution
NDC 47593-468-21

55 U.S. Gallons - Sample Label Reference

N

Scrub-Stat™ 4%

Chlorhexidine Gluconate 4% Solution

" Antiseptic Foam Forming Solution

Surgical Hand Scrub and Healthcare 601 8241

Personnel Handwash Net Content: 55 US gal (208 L)

Drug Facts

Active ingredient Purposes
Chlorhexidine gluconate solution, 4% Surgical hand scrub
Healthcare personnel handwash

Ses
= surgical hand scrub: significantly reduces the number of microorganisms on the hands and forearms prior to surgery or patient care
= healthcare personnel handwash: handwash to help reduce bacteria that potentially can cause disease

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

m rash

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

Do not use

= if you are allergic to chlorhexidine gluconate or any other ingredient in this product
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 ear drums.

= if contact occurs, rinse with cold water right away

= do not use routinely if you have wounds which involve more than the superficial layers of the skin

Stop use and ask a doctor if irritation, sensitization, or allergic reaction occurs and lasts for 72 hours. 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

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

=_do not dilute

Surgical hand scrub

= remove jewellg'

wet hands and forearms with water and dispense 5 grams (70 mL of foam) of product into hands

wash/scrub hands and forearms for 3 minutes paying particular attention to the nails, cuticles, and interdigital spaces
rinse thoroughly with water

wash for an additional 3 minutes with 5 grams (70 mL of foam) of product into hands and rinse under running water
= dry thoroughly

Healthcare personnel handwash

= wet hands with water

= dispense about 5 grams (70 mL of foam) of product into hands and wash in a vigorous manner for 30 seconds
m_rinse and dry thoroughly

Other information

= store between 20-25°C (68-77°If)

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

= for additional information, see Safety Data Sheet (SDS)
-

-

for emergency medical information in USA and Canada, call 1.800.328.0026
for emergency medical information worldwide, call 1.651.222.5352 (in the USA)

Inactive ingredients cocamide DEA, cocamine oxide, fragrance, gluconic acid*, gluconolactone®, isopropyl alcohol 4%, PEG-75 lanolin, PEG-150 distearate, propylene
glycol, quaternium-60, water
*contains one or more of these ingredients

9"0

Questions? call 1.866.781.8787, 24 hours a day, 7 days a week.

Ecolab - 1Ecolab Place « St Paul MN 55102 USA
©® 2017 Ecolab USA Inc - All rights reserved
Made in United States - 762565/8503/0217
www.ecolab.com

KEEP FROM FREEZING
This product may be patented: www.ecolab.com/patents
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